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(Section 1.35 11 
H. What Information is Requjred in the Tr~s~o~tion Records? (S~~~o~ 1.3521 
I. What Are the Record Retention Re~~~~e~~~ (Section 1,365 
J. What Arethe Record Ava~a~ili~ R~~uirem~ts? (Seizor 1.361~ 

K. What Records Are Excluded From thib ~le?.(S’~o~ ItX$Z) 
L. What Are the Consequences ~~Fail~~~ to Establish and ~ai~~~ Record or Make Them Available to 

FDA as Required by this Rule? election ‘1.363) 
M, What Are the Comdiance D&es for this Ruie? C3ectiowl I .368j 
N. General Comments 

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 requ~~~~~ of the applicable statutes 
and regulations. If you want to discuss an alternative approach, eontact -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. 

On December 9,2004, FDA issued a final rule that requires the establis~e~t and maintenance of records by persons 
who manufacture, process, pack, tiansport, distibute, receive, hold, orimport food in &United States. Such 
records are to allow for the identification-of the immediate previous sources and the immediate subsequent recipients 
of food. The fmal rule implements Section 306 of the Public Health Security and Bioterrorism Preparedness and 
Response Act of 2002 (See 69 FR 71562; Recember 9,2004 ( I>* 

This document is being issued as Level 1 guidance pursuant to 2 1 CFR IO. I 15, and includes answers to inquiries 
regarding the implementation of the Establishment and Maintenance of Records Final Rule (2 1 CFR Part 1, Subpart 
J). This guidance is immediately effective because FDA has determined that prior public participation is not feasible 
or appropriate. New editions of this guidz+e may be issuedat a later date that include additional 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 thinking on a topic and should be viewed only as: recommendations, unless 
specific regulatory or statutory requirements are cited. The use of the word should in Agency guidances means that 
something is suggested or recommended, but not required. 

A. Who is Subject to this Rule? (Se&m 1.326) 

1. General Questions 

1.1 Q: A. brokerage division of a shipping campany handles nationwide shipping needs for several other 
shippers. The brokerage division does not physically take custody ofthe 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 transporter as a person,wha has possession, custody, or control of an 
article of food in the United States for the sole purpose of transporting it. For the purpase of this 
regulation, a person, such as the shipptig company above, who enters into a contract to transport an article 
of food and has control over the food is considered a tran$porter, even if the a&al transport is 
subsequently subcontracted tb another entity. In the abave example, the f&ight broker and the 
independent carrier are transporters subject to the Final Rule inaccordance with 81.352. This scenario 
differs from that described in the response to comment 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 papeYwork-associated with these functions, such as 
customs brokers who file entry information on food imported or of&red for import with U.S. Customs and 
Border Protection. Brokers who do not directly manufacture, process, pack, transport, distribute, receive, 
hold, or import food a& not subject to the requirements of this,regulation, 

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, 5 1.327(d) excludes 
persons who distribute,food directly to c&sumers from the requirements in $1.345 to establish and 
maintain records to identify the nontmnsporter and transporter imnz@iate, subsequent recipients as to those 
transactions, Therefore, the firm doesnot have to establishrecordsof distribution to its employees. 

1.3 Q: Drug manufacturers often compound their products using various excipients (e.g., lactose, sugar 
alcohols, amino acids, and beta?carotene) that are obtained-as foodgrade material. Are the drug 
mannfacturers who obtain these materials covered by this regulationl If another company provides one of 
these materials to the drug manufacturer; is that transaction covered by this re$$lation? 

A: No. 2 1 CFR 1.326(a) requires that persons who manufacture, process, pack, transport, distribute, 
receive, hold, or import food (including food ingredients) must establish and maintain records as required 
by this regulation. However, if a food ingredient is transferred to an immed$t@ subsequent recipient who 
will use that substance ‘as a drug excipient, FDA considers the substance to be a drug component regulated 
under applicable drug itatutory and regulatory provisions. FDA isnot requiritig the original fm, the 
transporter, and the recipient(the drug marmfacturer) to establish and ma$ntain records of this transaction. 
Conversely, if a fi manufactured a substance intended primarily fen use as a drug excipient, but sold 
some of that substance ‘for use in food,or feed, the fir 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 regulation has tbe same meaning as under sect&m 201(f) (21 U.S.C. 321(f)) of the 
Federal Food, Drug, and Cosmetic Act. .Food includes dietary supplements, such.as over-the-counter 
vitamins (21 U.S.C. 321(ff)).’ 

1.5 Q: Halloween, candy is donated to a firm’s distribution center a&d then distributed to the firm’s retail stores 
to be given out to children. There is currently no record kept oi- the candy receipt or distibution to retail 
stores. Is the practice exempt from this regulation? 

A: 21 CFR 1.326(a) requires that persons who manufa,eture, process, pack, transpoti; distribute, receive, 
hold? or import foad must establish and maintain records as required, by this regulation. However, as 
discussed in tberesponse to comment 13 of the Final Rule preambbj? vertieaily integrated company does 
not have to establish and maintain records of internal transactions. ~~.dis~b~tion center must always 
establish and maintain records of the transporter and nontransporter immediate:previous sources of the 
candy, but if the distribution center, transporter, and retailstore are all part of the same company under 
identical owners,hip, distribution to retail stores is considered an internal transfer for the purpose of this 
regulation and no records of the transaction must be established and ~i~~i~d. If the distribution center 
is not integrated with the retail store (e.g., not part of the same company), or ifanindependent transporter 
carries the candy between them, then records of this transaction must be established and maintained. 
Finally, $1.327(d) excludes persons who,distribute food directly to consuiners ‘f!rorn the requirements in 
8 1.345 to establish andjmamtain records to identify the nontransporter and transporter subsequent 
recipients as to those transactions. Therefore, the retail store does nat need to establish records identifying 
the immediate subsequent recipients of the candy if those reci$ients are consumers. 

1.6 Q: A facility manufactures fruit and ve@able salads, an4 the waste is removed by an outside entity that 
may direct it to a landtil, compost, or a&ma1 feed, Is the facility required to track the waste? 

A: FDA intends to consider exercising enforcement discretion if a ~facihty ~~f~~~g 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 co~s~~~~ by animals without further 
manufacturing/processing. FDA does not intend to consider .exercising enforcement discretion with regard 
to $1.345, however, if ‘the waste will be further ~ufac~e#~~o~~ssed (e.g., by rendering facilities) 
before it is consumed by animals, or if there is more than ane ~~~c~ {transporter or nontransporter) 
between the manufacttn-ing 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 200.5 J A non@ofit food business incubator owns a f%ility with kitchens, cold 
storage, and warehouse space. ,The incubator rents kitchen and storage s&ce to many small manufacturers 
engaged in product de~elopsnent. The incubator is the receiving I.&+ for.,& fmd coming into the fwility. 
The food is stored in the warehouse and, fkeezers under the control~of incubator employees until each 
manufacturer takes possession. What are the incubator’s re&polisi-b&ties under the recordkeeping rule? 

A: The incubator is considered a nontransporter covered by this regulation. 2 l- CPR l.326 states that 
covered persons are those who manufacture, process, pack, transport, debuted receive, hold, or import 
food, In the specific case above; the inctibatorreceives and holds food at a facnity that it owns and controls 
before releasing it to the resident manufacturers. The incubator must ~s~blis~~d maintain records for 
food received and released that identify the nontransporter and t.ransl~~~&r immediate previous sources and 
immediate subsequent recipients, as required by 98 1.337 and 1.345. The incubator is not exempt as a 
nonprofit organization,, as discussed in the response to comment 44 in the IFinal Rule preamble, because it 
is not an establishment that prepares OF serves food directly to the consumer, 

1.8 Q: [Added November 2005] A food la~~to~/c~lin~ school occasio~lly brings in ingredients and 
prepares food to be given to staff members and/or members of the general public. For example, some 
laboratories bring in ingredients to +ake a small batch of a certain produet and offer that product for 
consumption to other employees and&selected guests. These foods are not being prepared for 
commercial purposes. Is this type of food preparation and distribu$,on exempt from the rule? 

A: Yes. As discussed in the response to Comment 37 in &Final Rule preamble, a person who prepares 
and distributes food directly to consumers for immediate consiurrption is exe&l% 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 not currently in Company. A’s warehouse. Company Acalls &@npany B and requests that 
Company B ship the product directly to ‘Company C. Company A then charges Company C for the 
product. Must Cornpa& A establish and maintain records of .&is transaction? 

A: Yes. 2 1 CFR 1.328 defines a nontransporter as a person who owns, food or who holds, manufactures, 
processes, packs, imports, receives, or distributes food fbr purposes other.than transportation. A person 
who enters into a contract to hold, manu&ture, process, pack, import, receive, or distribute food is 
considered a nontransporter, even if that “person subcontracts the actual performance of the covered action 
to another entity. In the above example, both Company A and Comp@y $3 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 ~~b~i~~~~t and maintenance of records and for 
meeting the records access timeframes specified in 8 1.36 1 remains with both @es, Company C may 
identify either Company A or B as its nontransporter immediate ~~~v~ou~~so~ce. 

1.10 Q: [Added November 20053 Is a winery subject to this regulation? 

A: Yes. 21 CFR 1.326 states that persons who manufacture; processs, pa&transport, distribute, receive, 
hold, or import food are covered by this regulation. The winery is considered amanufacturer and must 
establish and maintain records ofthe fuod (including ingredients) that it receives as well as the food (wine) 
that it releases, in accordance with @l-337 and 1.345. If the wine@ also grows: and harvests grapes that it 
uses to manufacture the wine, then it would be engaged in a mixed activity. In’&& instance, the growing 
facility may qualify for the farm exemption; the manufac&ring activity would remain subject to the 
nontransporter requirements in the final rule. 

1.11 Q: [Added November ZOOS] 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-located with a winery is an example of a mixed facility that engages in both 
manufacturing and retail activities, and therefore does r& qualify :for the restaurant exemption provided by 
21 CFR 1.327(b). However, if the gift shep and winery are under the same ow&ershil$ they are vertically 
integrated, as discussed in the response to Comment 13 of the Final Rule preamble and elsewhere in this 
docuruent. Records donot have to^ be established,and maintained 6% transfersof wine from the winery to 
the gift shop. Records must be established and maintained for food received from other sources in 
accordance with 2 1 CER 1,337. The gift shop does not have to establish and maintain records of food it 
releases directly to consumers, in accor&nce with the retail exemption provided by 21 CFR 1.327(d). 

1.12 Q: [Added November ZOOS] An airli~e,purchases tax--free liquor in the United States that is served 
strictly on international flights. ‘Is thispractice covered by this regulation? 

A: The answer depends on whether the airline meets the dcflltion of a retailer, as provided in 2 1 CFR 
1.327(e), or a restaurant, as provided in 21 CFR 1.328. ~Aresfaunzit is entirely~exempt~ from this regulation. 
A retailer is covered only with respect to those activities that occur in the%med States, as specified in 2 1 
CFR 1.326(a). A retailer, as with athex: covered persons, ,rnust estahliah and nnitintain records for food it 
receives even if that food is not ccnsumed in the Wnited States, as discussed-in the response to Comment 
22 in the Final Rule preamble. 

1.13 Q: [Added November 2Od5] A manufacturer sells its xfood product on consi&ment in a retail store. 
Although the food product is delivered to, a retail storeunder separate ownership, the mam&acturer still 
owns the food product until it is sold to a consumer. In this&u&ion, is the retail store required to establish 
and maintain records of thereceipt of the food product? 

A: Yes. Both the manufacturer and the rotail store are n~~~~o~~ with respect to this food product and 
are required to establish and maintain records of receipt and ‘releases of the food in accordance with 21 CFR 
1.337 and 1.345. Section 1.328 de&es a nontr+sporter as a person -who ow& food or who holds, 
manufactures, processes; packs, receives, or distributes food forpurposes other than transportation. While 
the manufacturer ownsthe food, the r&ail store receives and holds-the food, Therefore, the retail store 
should establish and maintain recordswhen the food is received that identify the nontransporter and 
transporter immediate previous sources, in accordance wit&. $1.337, I& the case described above, the 
nontransporter immediate pre&us.source is the food manufactt&er. 

1.14 Q: [Added November 20053 In Control State bailment warehousesi which,in the beverage alcohol 
industry are operated by or on behalf of Control States such as Nor&Carolina, Virginia and Washington, 
beverage alcohol products are owned by the manufacturer or importer m&l theControl State withdraws 
those goods from the warehouse for shipment, Beverage al~~hol.p~od~cts’~ these bailment warehouses are 
under the physical possession and arecontrolled substantially~by ~e,Con~ol.~~ate, Is the Control State 
subject to the recordkeeping rule requirements forproduct in bailment warehouses? 

A: Yes. Both the Control State,and the owner of the alcohol product are covered entities. 

2. Intrastate (Reserved) 

3. General Questions 

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

4. Farms 

4.1 Q: (Added November 2OOSJ Company A cods, holds in coldstorage, mark&sand sells a raw agricultural 
commodity (RAC) grown on a fm land which is owned’by company B and f&tr$ed.by company C. The 
RAC is harvested by a contractor company D that places the R&C grown on the farm land leased and 
farmed’by company C directly into unlined corrugated boxes. The boxes are,n@rkcd as a product of 
company A and the box serves as the primary container for the RAC during di&ibution and wholesaling. 
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Which companies and ,activities qualify ,for the farm exemption? Are the corrugated boxes-a finished 
container for which records must be established and aced? 

A: Company B, C, and D are all exempt from the requirements oars-re~lat~on as provided-by the farm 
exemption in 2 1 CFR 1.327(a). Company A must establish and maintain records of the food that it receives 
and distributes. Section 1.328 defmes a farm as a facility ti one general plrysica1 location devoted to the 
growing and harvesting of crops, the rai$ing of animals, or both; ~~li~g~rod~~ is considered part of 
harvesting and persons that pack or-h&l f’ood grown on that farm or another farm under the same 
ownership remain within the farm exemption but Company A is engaged in othernonexempt activities and 
is not within the farm exemption. Accordingly, Company A must establish %nd maintain records ofthe 
receipt of the food as required by 0 1.337 and.must also establish ~~d,~~tai~,records of subsequent 
release of the food in accordance tith $11345. Neither Company A nur the other companies mentioned 
above are required to establish and maintainrecords with respect tom the corrugated cardboard boxes. In the 
above example, Company D is included in the farm exempt$on and is not .subject to any requirements of 
this regulation. If Company D were not a -farm, it would be subject only to the‘reeord access requirements 
of (j 1.327(j) as to the packaging, because the box serves as :wholesale packaging and is not the finished 
container in which the food will be received by the consnmer. 

4.2 Q: [Added November 20051 A farm grows, dries, and chops alfalfa before releasing it to another person 
for use as animal feed.,Is the farm still exempt from this regulation? ’ 

A: No. Traditional farming activities, such as harvesting of grams, are covered-under the farm exemption. 
However, this question implies that the drying and ehupping are post&arvest activities, which would be 
considered manufac~~p~ocess~g,a~~ therefore are subject to this rule. Therefore, the facility drying 
and chopping alfalfa must establish tid 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 an site. The sushi mak~~:p~~es au&i in a store and sells it 
through that store. The retailer never actually owns the s&i, but only retains a portion of the net amount 
received from the sushi sales. In this case, is the retaiIer required’to keep any records regarding the sushi? 

A: No. Persons who manufacture, process, pack, transport, d&trib@e, receive, hold, or import food in the 
United States arc subject ta this regulation, in accordance with 23 CPR 1,326(&J. Section 1.328 defmes a 
nontransporter as a person who owns food or who holds, manufactures, processes, packs, imports, 
receives, or distributes food for purpo$es other than transportations In the’above example, both the owner 
of the food (the sushi maker) and the r&iler who controls the s~~~~~~ fac&ty are nontransporters 
subject to this regulation with respect to the sushi, unless an exemption applies. I.n this case, the sushi is 
prepared and sold directly to consumers. for immediate co~~~tio~, in aocor&nce with the definition of 
“restaurant” in $1.328. As discussed in the response to comment 37 ofthe 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 sell& is a retailer or.another type of entity. Therefore, in accordance 
with $1.327(b) the retailer and snshi maker are excluded from all the requ~~~ts, of this regulation with 
respect to the food (sushi) prepared and iold directly to cotiumers. 

6. Retaif Facilities 

6.1 Q: Is a retail store with an in-store bake% also a manufacturing facility thatmusttrack ingredients and lot 
numbers for its baked goods manufactured on-site? 

A: No. 2 1 CFR 1.328 defines a restaurant as a f@cility that prepares and sells food directly to consumers 
for immediate consumption. The bakery ina 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 
requirements of ,this regulation, including the. requirement to establish ang ma~tai~ records of all food it 
receives (8 1.337). Therefore, the retail store does not need to track ingredients and lot numbers for the 
baked goods manufactured on-site. 
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4.2 Q: A retailer buys bulk packs of food (e.g., fish) and prepares. it for resale in smaler quantities. Is the 
retailer considered a packager? If the,food is placed in a new container, mustithe retailer track the 
packaging? 

A: 21 CFR 1.327(e) states that a retail food establishment may pack food-andretain its retail designation-if 
the annual value of food sold directly to consumers is equal to more thanhalfofits total sales. If this 
condition is met, the establishment still must establish and ms&nairrr&or& of tlie receipt of the finished 
container (packaging} that contacts the fish in accordance with 0 1.327(k), butis excluded from the 
requirement in g 1.337(a)(4) to record the lot or code number or other id&&i& of-the packaging. Section 
1.327(d) excludes a retail establishment-f the requirement to establish arrd maintain records for the 
food it releases, including the source oftbe finished container in which the establishment has placed the 
food, for those products it distributes directly to consumers. 

6.3 Q: Some retail stores havd sushi makers on site. 
it through both that store and other$ores. 

The sushi maker might prepare sushi in one store and sell 
The sushi maker handles all ~~~~~tio~. 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? 

A: No. The sushi remains in the continuous possession of the sushi maker (in&ding transport between 
stores) until it is sold to consumers .for immediate consumption. Therefore, tb sushi maker functions as an 
integrated company that prepares and sells food directly to consumers and i&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 multi@e stores are, under the s.ame ownership as the central kitchen. In this 
situation, the retailer prepares the salad or bakery item and ret$ns That food within its person until it is sold 
directly to consumers. ,This retiiler is exempt as a restaurant from‘the mquirernents of this regulation in 
accordance with 21 CF$ 1.327, for the food it prepares ‘and sells d&ectly 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 regulation for that food, 

6.5 Q: Some retail stores donate old produce to pig farms for free, The donated p@duce is eaten by the 
animals and reduces the waste nroduced .by the retail stoxe. However~Xhe fzms 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 i 6 above, EDA intends to consider exercising enforcement discretion regarding 
records of food waste released by a facility to a pig farm for c~~~~ti~n by animals without further 
manufacturing/processing. 

6.6 Q: A retail establish&& releases food to a business. Damaged goods may be sold to third-party 
reclamation centers or salvagers for eveyltual resale to consumers The retail establishment is aware that 
the nontransporter immediate subsequent i’ecipient in these transactions is not a consumer. Wowever, there 
is not currently a system in place that can provide inform&on. on the specific foods released. Instead, 
generic descriptions are used (e.g., one pallet of dented cans). 21 CFR.l.LJ27(e) st&es that for retailers, the 
requirements in $1.345: to e@ablish and maintain records to, identify the nontransporter and transporter 
immediate subsequent recipients that are not consumers applied as totho& transactions only to the extent 
the information is reasonabty available. I The response to comment 38 -in tire Final Rule preamble states 
that “information is reasonably available to you if you have a system in place te capture the information. 
FDA does not intend to require the reconftguration of business operations.” In the situation described 
above, is the retail establishment required to establish and maintain records of the nontransporter and 
transparter immediate subsequent recipients? 

A: Yes. 21 CFR 1.327(e) provides: “Persons who operate retail food establishme& that distribute food to 
persons who are not consumers are subject to all of the re,quiremer&s in this subpart, However, the 
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requirements in Q 1.345 to establish and maintain records to identi& the ~o~~o~~ 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 ~fo~~tion.~t must be “reasonably 
available” in this subsection to refer to the retailer’s hatuEe;dg-e as ~‘whe~~r &recipient of the food is a 
consumer or a business; it does not exempt the retailer frurn keeping required records when the retailer 
knows the recipient is a business and is able to capture this* information. ‘For example, if a person buying 
deli meat from a grodeiy store owns thesandwich shop in the same shopping complex, the, grocery store 
does not have to inquire as to whether the buyer is purchasing the meat inher individual capacity as a 
consumer, or purchasing the metit for use in her sandwich shop,. nor does the store have to establish 
separate business accounts to capture the status of the buyer I&howev& thergrocery store provides 
membership cards for buyers based on their st#us (e.g. a one, type of card for consmners and another type 
for businesses), then this ir$urmation, is reasonably available to the retail &ore) and records of the release 
of food to businesses are required. In the ‘question posed above; the retail store is aware that the recipient 
is a business, and the salvaged food issold on the basis of ~~t‘~de~t~d~g.‘. The retail store does not 
qualify for the exclusion for sales to consumers for these tran&idtions, arrd must establish and maintain 
records of the released food as required by 0 l.345,‘including an adeqtite de&iption of the food released. 

6.7 Q: [Added November 2005’J.I~ a retail food establishment (retaila@nal feed) that employs 10 or fewer 
full-time equivalent employees still exempt f&m the requirernem to establish and maintain records (but not 
the record access requ$emen-ts for existing records), if they sell feed ,to a busi&ess or the feed sold is to be 
used in animals that will subsequently bes‘old.as food? 

A: This establishment is exempt if it meets the deftition of‘ a retail establish&nt as defined in 2 1 CFR 
1.327(e). 21 CFR 1.327(e)(f) states @at a retail establishrnent!a priinary function is to sell food directly to 
consumers, and 2 1 CFR 1.327(e)(3) states that a retail es~~i~~ent!s primary function is to sell food 
directly to consumers if the arn+al~monetary value of sales of f~od-~rod~~~ directly to consmers exceeds 
the annual monetary value of sales of food to all other buyers. As clis&ssed in&e response to Comment 52 
in the Final Rule preamble, “fo,od dis~b~te~~~tly to consumers? mcludes sales of bagged feed, pet 
food, and feed ingredients/additives over-the-counter directly to cons~ers 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 employees qualifies according to the 
criteria discussed above, it is exempt as provided by 21 C!FR 1.327(f). 

6.8 Q: [Added November 2005] A retail facility receives a returned food product from aconsumer. The food 
product may be restocked if,there is no d&rage or consumer compIa&rt. Is the retail facility required to 
establish and maintain records of the receipt of the retnrned fosd? 

AE Yes. The retail facility is assuming custody and control of food’releasedby~ another person, and must 
establish and maintain records of,the immediate previous source as required by 2 1 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 refa to “customer return” or the equivalent as the 
source. 

7. Persons Under the Exclusive JurisdLtion: of USDA @&served) 

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 conticts 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 onerations. This encompasses activities 
such as a chemical plant placing bulk oil or glycerin into a railroad tank car, placinggrain 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 packagitlgoperations such as tilling a.b&tle of,ket&up or canning tomatoes, Does 
“finished container” apply to every co&&rer at every step in the chain of custody? 

A: No. A “finished container”~as described in 2 1 CFR 1.27(k) is ~~.pa~k~~~ in which the finished food 
will be received by an mdi&.lual consumer (not’by a busjness), 
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8.2 Q : A transporter carr ies items that m?y or may not become food contact substances (e.g., polyethylene 
bags). Is the transporter subject to the records access r~qu~re~e~ts? 

A: In accordance with2 1 CFR 1.327(j), all persons who manufacture, process, pack, tnmsport, distribute, 
receive, hold, or import food contact substances other than:@.e finish&d container that directly contacts 
food are exc luded from all recordkeeping requirements except $,I 361 and 15 1.363. Under these provis ions, 
any existing relevant records, mnst be m$de available to FDA as sooa as possible, not to exceed 24 hours 
from the time of request, if FDA has a re&onable belief that + article of foodis adulterated and presents a 
threat of ser ious adverse health consequeuces or death to ~~~~s or+im&. If a transporter can 
reasonably  expect that’some or all of &cargo may become food contact substances, then that transporter 
must ensure that it has .the capability  to ;provide access w@ii&e specified time limit to records it norn&ly 
maintains as a matter of businesspractiee and that may be within the scope ofa records access request by 
FDA. 

8.3 Q : Does a firm that cope& reusable containers after use and then releases thorn to another firxxl that places 
food in the .containers, such as a bottlmg firm tliat refills  the bottles with water, have to establish and 
maintain records under‘ this regulation? 

A: No. 21 CFR 1.327(k) pravides that all persons who manufacmrej process, pack, transport, distribute, 
receive, hold, or import the Bnisfied container that directly contacts food ajld do Fat themselves place the 
food in contact with the container are exc luded f&n the requirementa ofthis regulation, except os1.36 1 
and 1.363. However, the firm placing-food in contact with the reusable contamer$ does have to establish 
and maintain records of the received cox i’faiaers, that identify the .fmt f%m that is  collecting the reusable 
containers as the nontransporter immediate previous source. 

8.4 Q : [Added November ‘+ O O SJ ,During a m-m’s  manufacturing proces~~ ahe food may come in contact with 
many substances and materials such as chemics ily  treated water (e;g., chlorine, anti-foam agent), steam 
which is  generated from chemically  treated boilers, gases; &skets, mix ing vessels, and tote liners which 
temporarily hold the product, W ould t@& substances and itemsbe cons&&red ingredients or food contact 
materials subject to this regulation? 

A: FDA notes that there are.a wide var iety of processing s ic @  ,and other incidqtal additives that are used in 
the manufacture of food. If a~substance 3s intended to have a tech&al effect, ‘in the food to which it is  
added, it is  considered a food ingredient. subject to this-regulation, as ~isctissed in the response to comment 
96 of the final rule preamble. A manufieturing, firm musttherefore establish and maintain records as 
required by 2 1 CFR 1.337 for the receipt of these substances. In &@&m,~the frm must estabIish and 
maintain records for the food it releases’that include the reasonably  a~a~a~le-~~o~a~ion on the specific  
source of every ingredient ( i&&ding pmcessing aids and incidental a+lditives)  usedto m&e every lot of 
the finished food, as re&ired,by’§ 1:345(b), Hawever, persons pl&&& f+d in contact with containers or 
surfaces other than the fished container that directly ccnt&$ts the food or us&g other, food contact 
substances do not have to establish an~~m&nt&n records for the foododntaet substances and are subject 
only to the requirements in 21 CFR L36i .&and 1.363 for existing records with respect to those food contact 
substances. 

8.5 Q : [Added November 20051 W ithin a retail establishment, are the poti and pans used in food preparation 
in the deli, produce plastic bags, Saran wrap, foam plates and other.such materials,subject to this regulation 
as food contact items? 

A: No. A facility that prepares and sells  food directly to GOXX~R%WS for ~~d~te,.cons~~tion is  
considered a restaurant and is  exempt from all the requirements discussed above, inaccordance with 
8 1.327(b). In addition, a facility that is  a retail establishment only is  ~equiredto establish and maintain 
records for those food conta,ct, substances‘it receives that se&e as fmished containers for the food it 
releases. 2 1 CFR 1.327(k) states that p&sons whoplace food directly in contact with its  finished container 
are subject to all of the requirements oft&is regulation as to&e finished container that directly contacts the 
food. As explained in questionS. ofthis document, the ~~~~d.co~~~i~~ is  the packaging in which the 
food will be received by an in&idu$ ccmumer. Food coract sub&nces ot$er t&m the finished container 
that directly contacts’food are excIuded f@m all the requirements of this regulation except $5 1.361 and 
1.363, as provided ir’g1.327fi). Accordingly, those handIm& f&d contact zsubstances will need to ensure 
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they have procedures in place to satisfy the record access ti$neframes established in 9 I .36 1. 

8.6 Q: [Added November 20051 Bananas in transport from a distribution oenter to a retail store are covered by 
bags. The bags are removed beforethe barianas are sold to the consumer. Does, the store or distribution 
center have to establish andmaintain records for the,bags? 

G: No. Food contact substances other than the finished container that directly Fontacts food are excluded 
from all the requirements ofthis regulatibp except 21 CFR’l.36I and 1.363, in accordance with $1.327(j). 
As explained in question g-2 of thisdocument, the fmished.container is the coutainer in which &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, deceive, &Id, or Import Samples _. 

9.1 Q: Samples are employed in a wide variety of ways within the bustiess commumty and move between 
facilities in many ways, based largely oti how many samples are involved. Lasger quantities of samples 
are more likely TV be mailed, shipped by a shipping service; or shipped by a,‘carrier, Smaller quantities of 
samples are, more likely to be hand carried, transported‘in ar;t employee’s personal vehicle, or even moved 
by taxi” cab. Do businesses have to establish and maintain records ‘for al1 sam@Ies, regardless of use or 
mode of transport? 

A: Yes. As discussed in the response to,co.mment 32 of the Fbal R& preamble, food samples intended 
for consumption (including consumptio.n via testmarketi~g, tasting at trade shows, and promotional 
marketing) are subject to this regulation. Accordingly, ‘recordsmust ‘be. estabhshed and maintained 
identifying the immediate previous sou$es and immediate $&sequent re&pients of “the samples in 
accordance with 21 CFR 1.337 and 1.345: Iiowever, =$1.~7(~~,ex~ludes persons‘who,distribute food 
directly to consumers from the requirements in $1.345’to-estabiiah and maintin records to identify the 
nontransporter and transporter subsequem recipients as &those tranqactions. In accordance with this 
subsection, a firm does not tieed to est&%sh arid maintain mc:ords for releaseof samples as long as the 
samples are released directly to an individual consumer. For the purpose of&s regulation, FDA considers 
a company that transfe@ food samples to its own employees for personal consumption to be distributing 
food directly to consumers as specified ing 1.327(d). Cor~ersely, distribution of samples and ather feed to 
a farm that is raising &inn& for food or distributioti of samples: and ‘other f&d to contract farms is not 
considered to be releasing food ~directly to cansumers In &dition and as ,disGirssed in the response to 
comment 70 of the Final Rule preamble,,a person (includlnjg a+ ~di~id~~l,p~ers~p, carpoiation, or 
association) who distributes or receives food for purposes other than ~~s~o~~tio~ is not a transporter, 
even if the person also h-ansports food. Therefore, if sarrtples are transporte$ ‘oy an employee of either the 
manufacturer or recipient fnm,‘the transporter records speci&d by $1.352 are not required and only those 
records required of non-transporters are iequired. 

9.2 Q: A fum manufactures metal and plastic closures for food products. The firm’s research and 
development laboratory may receive food packed by a customer for perforce testing by the laboratory. 
Excess food packages are distributed to the fir&& employees at no ch&ge. Is the laboratory subject to this 
regulation? 

A: Yes. The laboratory must estab~ish”~~~rn~ta~ records of the-receipt of food (in+tding samples of 
food) if that food will be consumed, in accordance with 22 CFR 1.537. However, Q 1.327(d) excludes 
persons who distribute *food directly to cousumers from the, recluiremonts ,ia $1.345 to establish and 
maintain records of the nontransporter +nd transporter immediate subsequent r&pier&s as to those 
transactions. For the purpose of this regulation, a company that tra&ers %od,samples to its own 
employees for personal consumption is considered to be distributiug food,diretily to consumers as 
specified in 0 1.327(d). 

9.3 Q: Customers frequently ask manufa&urers for laboratory samples of fbod diem for evaluation. It Is 
unknown whether the company requesting samples will producean 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 FinaI Rule preamble, food samples intended for 
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consumption (including consumption v& test marketing, tasting at trade shows, and promotional 
marketing) are subject to this regulation., Records must be ~s~~is~~ and mainmined 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.+corporated into food that is consumed, the ingredient 
manufacturer may wish to obtain this infmation from therecipient as a matter of business practice. 

9.4 Q: If samples are intended for Consumption by a laboratory animal (e.g., a @are they exempt from this 
regulation? 

A: FDA intends to consider exercising enfomernent discrei$on with regard to records for samples if the 
samples are consumed ‘by az$mals that: ( 1) are used for researkh purposes only, (2) are not used for food, 
and (3) remain under the contra1 of the laboratory. ’ 

9.5 Q: A supermarket headquarters building 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 receipt, the firm must establish 
and maintain rec‘ords of the~nontransporter and transporter im+ediate previous’sources of the samples as 
required by 21 CFR 1.337. 

9.6 Q: If a manufacturing :fmprovides one or two samples of an item to a buyer-for a retail firm for 
immediate consumption by that buyer, does this regulation req~ir~,re~or~e~~g? 

A: In general, yes. The manufac.turing firm must establish and m&tam records of the immediate 
subsequent recipient of the sa&ples as required by i 1 CFR 1.34% Mawever, 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 readily distinguished as belonging to One or the other of those groups (e-g., at a trade 
show open to both industry and the public where a buyer consumes one or. two samples and does not 
provide his or her corporate affiliation or otherwise establish ~~~r~~a~~o~~c~~, FDA intends to 
consider exercising enforcement discretion regarding establishm,ent ef rec;ords:of that spec@c 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 incoming ingredients and outgoing 
samples? 

A: Yes. The laboratory must establish and maintain records of incoming ingred@ts intended for use in 
samples that will be consumed, including records of the transporter and ~on~spo~er immediate previous 
sources, as specified by 21 CFR 1,337. The laboratory must also estiblish and~n&intainrecords of 
outgoing samples that will be consumed, including recordsofthe ~~s~o~~r and rror&ans$orter 
subsequent recxplents, as specified’ in 13 1;345, u&es% the recipients .are individual consumers. For the 
purpose of this regulation, a cotipanythattransfers foodsamples to itsown employees for personal 
consumption is considered to be distributing food directly to cons&&rs ai ape&Bed in $1.327(d). 

9.8 Q: If one firm engagei a second firm to- place samples in di<fferent, geographiclocations that are then given 
to consumers for testing, what reeordsneed to be maintained? ’ 

A: As discussed in the response to comment 32 of the Final Rule preamb;le, food samples intended for 
consumption (including consumptionvia test marketing and~promotiotil marketing) are subject to this 
regulation. Therefore, both fas must establish and ~~~~~r~c~d~.~~~ respect to the transfer of 
samples between them; in accordance with 21 CFR 1.337 andl.345; ~ However, $1.327(d) excludes 
persons who distribute ,food directly to constmrers from the reqn~e~~~t~ -in ‘3 l.345 to establish and 
maintain records to idemify the nontrakspoiter arid tmnspotter ‘subsequent re&pients as to those 
transactions. Therefore, the second fti need not establish and maiutain records of release of the samples 
if they are ,distributed directly to individual consumers. 

9.9 Q: [Added November ZOOS] Are hospitals and doctors’ offices required to establish and maintain records 
of receipt andrelease of food samples? 

A: Yes. Hospitals and doctors’ &ices must establish and m&&&records for the receipt of food, 
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including food samples, as required by 2 1 CPR 1.337. However, $1.327(d) states,that if the food is 
released direc;tly to individual consumers, no record of the release is required. 

9.10 Q: [Added November 20051 A firm assembles panels (oonsWing of employees) to assess the quality uf 
potential new products: Organoleptic assessment is done by ~~aci~~“~~~ quantities in the mouth; in most 
cases the sample is not’swallowed. Must records be established and .rna~ta~e~ for this activity? 

A: The firm does not have to es&b&& and maintain records whenit m~ejves samples that will not. be 
consumed. The respon$e to comment 32 m the Final Rule ~re~bl~~~tes~~at samples used only for 
analysis are exempt from’this regulation, $nd that analysis may in&de o&noleptic examination. 
However, in the above example, the footlis placed in the~mo&h, which would~ include consumption or 
absorption of some part of the sampleV Accordingly, the e~~rn~t~o~,~~s not apply and the firm must 
establish and mamtain records of the receipt of the samples in acc&&ce with 2 1 CFR 1.337. The firm 
does not have to establish and maintain records of transfer of ,#e 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 toConsumers 

10.1 Q: A combined airline and caterer receives foods and food ingredients v@h 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 t&company receives a gallon of olive oil, must that oil be linked to each 
recipe where it is used Fd 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 resta~~t,exemptio~:~f~~d.~ 21 CFR 1.328 andmust 
comply with both $1.337 and $1.345. Records established a&d maintained in accordance with $1.345 must 
include the information reasonably available to the caterer to identify the specific soume of each ingredient 
used to make every lot iof finished product. However, an ~~~~~.~~~~.~~~s its own flights is vertically 
integrated (as lung as ownership of the two cornpanies is tie same. and- the food is not transported 
independently). As discussed m the response to comment 13 of the Final Rulepreamble, 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 regmrement to establish and.maintain records of the 
immediate subsequent recipient when the food is ultimately releasedbeeause ii is being distributed directly 
to the consumer. However, if the airline were to prepare f&shed food products and sell them to another ” 
airline, the firm would be requited to establish,arrd maintain records for each food released to the other 
airline, including both the specific source of each ingredient used to‘make e&y lot of the finished food 
product (to the extent that the information is reasonably available)-and lot numbers or other identifiers (to 
the extent they exist). 

10.2 Q: [Added November ZOOS] (%zen&~ I0.2$om ist.&&~o$ A bottled water company delivers to 
businesses, and the water is consumed by .employees at these businesses, Is this considered delivery to 
consumers with respect to recordkeeping obligations? 

A: No. 21 CFR 1.327(d) only excludes persons who distribute food d@& to individual consumers from 
the requirements in 8 1.645 to esmblishand mai&@ records, ;This subse&on expressly states that the 
“term ‘consumers’ does not include bu+nesses.” .Therefore,.the bottled water company is required to 
establish and maintain recortis of its water deliveries to businesses, The e$emption in 8 1.327(n) for persons 
who receive or hold food on behalf of specific individual .corisumers‘ is non apl+lic,able because in this case 
the business is the purchaser and a partyto the transaction with the-bottled water company, and is not 
simply holdmg the bottled water for.a consumer purchaser. HIQ;wever, the bottled water company is 
performing mixed nontransporter activities, similar to the:example discussed in question 37.1 of this 
document: (1) it is ma&&uring, processing, and packing itsprod+ts; and (2).it is distributing these 
products to businesses.,In situations where the bottled water company is placing its products directly in the 
location where they will be consumed, it is ftrnctioning’as a retailer, similar fo:a vending machine supplier 
or a direct store delivery operation. Both of these situations direetl~ parallel. the example in question 37.1. 
In all cases, the bottled water company must establish and m&&&t records “fox each of these two distinct 
functions. As required by sections 1.337and1.345, the bottled water company must establish and maintain 
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records ofall food (water and ftished containers that till be,plac& 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 2 1 Cl?R 1.345(a)(4). The company’s distribution or 
warehouse facility must record the release of water to bus&&es as required by 21 CFR 1.345, but is not 
required to record lot numbers. E&b client business is also a nontranspo&er who. is subject to these 
regulations because it has custody or control of the food. Accor~gl~, it nmst,establish and maintain 
records of all water it receives from the bottled water company in a&ordance with section 1.337, but it is 
not required to ,record lot numbers, as it is not manufacmrmg? processing or packing the food. 

10.3 Q: [Added November 2005] A firm may give a selection of food~rod~ts.~om,i~ inventory to 
employees as gifts. Must records be established and maintained for this zztivity? 

A: No, For the purpose of this regulation, the firm is distributing food directly to congumers and falls 
under the exclusion in 21 CFR 1.327(d). 

10.4 Q: [Added November 20051 An airline loads food in a’foreigncotmtry and it is served to passengers in 
United States airspace. Is the ah&e required,to establish and maintain any records .with respect to the 
food? 

A: No. The fmal rule only applies to r+nufactming, processing, packin& holding, transporting, 
distributing, receiving and importhg activities that occur,tiith the’&% ln.the $bove example, the airline 
receives the food in a foreign country and, thus; those activities are’%% s*bject to the rule. Although the 
distribution of food oc+rs in US. aii-sppce, the distribution is$lirectly to.cuns@ners and no records are 
required of that release, as provided in 21 CFR 1.327(d). 

10.5 Q: [Added November 2005] A theme park may.have a variety of restaurants;.food stands, gift shops and 
facilities at which food is stored on its@zmises. Please comment on the a~pli~ab~~~~ of the recordkeeping 
rule to these facilities, Can the theme park be viewed as a single establishment for purposes of this 
analysis? 

A: This question is similar to the susl$ example in question 5.1. Both the theme park and the restaurants, 
food stands, and gift shops @&ichmay be under different and per~ps~m~t~p~e ownerships from the theme 
park) are subject to the. rule, unless an exemption applies, The park has overall custody and control of the 
premises, while individual facilities u.ncIer different ~~~~~~.~a~~ ~~ers~~of,~ndivid~ articles of 
food and/or custody and contrel ef the food. Both sets of entities are responsible for complying with this 
regulation, which either may da fox the other as a matter of business practice, I&legal responsibility for 
establishment and maintenance of recerdsand for meeting the~recor& access timeframes specified in 
$1.36 1 remains with both parties. I&theme park (or individml entities v&hi@ the park if under a different 
ownership) may qualify for the restaurant exemption provicifed in 21 ‘Cl!% 1.327(b) and 1.328 if sales of 
food it prepares .and serves dire&y to.consumers for immediate c~s~~tio~ are more” than 90% of its 
total food sales. Alternatively, the theme park may qua& for the reWer partial exemption in 2 1 CFR 
1.327(e). If it does, it tiould‘have to estabI.ish and maintain-records to identify the immediate previous 
sources of food it receives in-accordance with section I .337, but it would be exempt from recording the 
release of food to consumers under section I .327td)> Similarly, the ~~~d~~~~s~a~~~, food stands, and 
gift shops within the theme park; if owned by different entities, may qu$@ for the restaurant exemption in 
2 1 CFR 1.327(b), the s@ll retailer exemption in I ,327(& or t&e part@ exem$ion for distribution to 
consumers in 1.327(d): Storage-of the food in connection&h any of these facmties isconsidered integral 
to the restaurant and/or retail activities and would be con&ered part of the same’activity. 

C. Definitions (Sectioa 1.328) 

11, General Questions (Reseryed) 

12. Person (Reserved) 

13. Farm 
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FDA has addressed questions we received on this issue in the Ftil, RuIe. 

14, Foed 

FDA has addressed questions we received @this issue in &e Firm1 IWe, 

15. Manufacturing/Processing (Reserved) 

16. Nontransporter 

FDA has addressed questions we reseived on this issue in the !+a1 R.&e. 

17. Nontransporter Immediate Previous Soyze 

17.1 Q: A firm receives foreign products inan overses, cont+iner @d ,p~~-~~ssti t$em on behalf of the owneri 
the imrporter of record. ’ Who is the immediate previous source? What if the impqrter of record considers 
the source of the product confidential copznercial informatiofi? 

A: 21 CFR 1.328 defines a nontransporter as a person who bwns fa&d or wbs. h&ds, manufactures, 
processes, packs, imports, redeives, or distributes food for p.mp@s at&e~ thp-tr~sportation. “Section 
1.328 defines a “nontrtispotier immer$&te,previoas sour@’ a$ a person that la@ had food before 
transferring it to anothir nontrausporter ,and “person” as ir&uding $&~%~idual, partnezship, corporation, 
and association. In &above qample, b&h the owner of the food and the, !&r$receiv&g the food me 
nontransporters subject to the fim&rule. Both are responsible “for corn&&g pith the rule,, whigh either 
may do for the other as a m@er of bus$ess practice, but 1e~I~es~~~ibi~~ r?mains with both parties. 
The nontransporter immediate previozrs source is the forei@ ~ou~~o~er that released the food to the 
owner and receiving fi;m, whether‘ ornot ~&his information is cotidtiial, Agztin, as a matter of business 
practice, the reeeiying fi @/or owzzr may choose to mg& tohave. another establish and maintain 
records on their behalf at the Ibcation where the food is re,&v& o+ a re&s~~bly accessible location that 
contains the confidential inform#io.n, but legal responsibiliq:f& providhk the rqcords, including 
information that the eorter ofrecord considers confidential, withinthe timeframes specified in $1.361 
remains with the owner and receiving firm. 

17.2 Q: Who is the nontransporter immedi@e previotis source of an ‘&ported food? When au imported food 
arrives at the port of e&y, t& impotirofrecdrdis re&o@ble fos &&.ng an,,appropriateplace to store 
the food. If, fork example, thi im$ortei $aces the ‘food in .a .co@act war&ousa~ at-the port: of entry and that 
warehouse is owned by Corn&&y 4 b&leased to Company ‘B, it is not~elearw%icih company (the importer, 
Company A, or Company B) should lye cdnsidered the ~o~~~~~o?~r immedi&e previous Source with 
respect to the next recigierit. hit seems .the answer should *at d&pend,on who uwng the warehouse. Since 
the importer of record is legally respons&$e for the food for Customs pqoses, shouldn’t the importer of’ 
record be the nontransporter -immediate <previous source? ’ 

A: The response to comment 17 of the Final Rule preamble notes @t this reg&%ion apply to persons who 
manufacture, process, $aek, transport, d&ibute,‘receive, hold, or @pap-t food in tie United States, unless 
‘the person qualLfies foI: an ex&sioli in 21 CFR 1.327. Ap Pmporter of record or an initial United States 
recipient that is involved in c@e,or moie of the identified aetitities Ernst establish&d maintain the 
required records ‘for the impo,@d food. In this case, the imported food is received and held in a 
warehouse. If Company e has dedicz$ed use and physical co&o1 of the warehouse, &en the imported 
food is in Company B’S physical possession. If Company A retains physiGa1 co&o1 of the leased 
warehouse, then the imported food is in Company A’s possessign. Section 1.328 defmes a nontransporter 
as a person who‘owms food w who holdq;marmfwturesa pnxesses, packs, imports, receives, or distributes 
food for purposes other than transportatibn. The importe$ of record a&l the e&y *it& physical possession 
of the food (Company p or Company A] are considered no~~~~~~~~ by @is definition. If the owner of 
the imported food is not the’ importer .of iecor&, then that owner is &so considered a nontransporter. 
Section 1.328 defines a “nont&spo&& immediate previ&s source” as a person &at last had food before 
transferring it to another non~sport~r and “person” as in~l&lhg @@diti&&, paz-tnership, corporation, 
and association. In the, above example, $he importer of r&&c& t&person w&b physical possession of the 
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food, and the owner (if a third party) are all nontransporters subject to the fir& rule. Ahare responsible 
for complying &th therule, which one m%y do for the other as a mitterof bu&ness practice, but legal 
responsibility for establishment and maintenance of records a&d for meeting the records acGess timeframes 
specified in $1.361 remains with all parties. If the food is further delivered &r-&e warehouse, the 
recipient‘s nontransporter immediate p~wious sowce is whichever company (A or B) had physical control 
over the warehouse. 

17.3 Q: A nontransporter firm may receive a product from. a.vendor wi~.m~tipI~;~hip points. Currently the 
firm’s systems camrot record the ship point. IS- the firm required to recors the +actuaI ship point as the 
nontransporter immediate previous soume, or just the contact information for the vendor? 

A: 21 CFR 1.337(a)(l) requires a n&transporter to establish and maintain records for all food it receives 
that identify the name of the fti, address7 telephone nunzber and, if available,: the fax number and email 
address of the no,ntransporter immediate previous sour&., Section 1 .X28 defines %ontransporter 
immediate previous source” as a person that last had food b~f~~e:~a~fe~g ir to another nontransporter 
and “person” as including an individual, par&&ship, corporation, and association? Therefore, the 
nontransporter firm above must providethe specific, addresb and other r&ntact information of the legal 
person (the vendor) th;bl. released the food to them but does “ot need.to provide information regarding 
particular ship points of the vendor. 

17.4 Q: A supermarket receives direct~store-deliverieb from various ~~~~~s. For some of these companies, 
the actual product is mannfa&ured by-a‘@an@isee or contra&or. From a moo&keeping standpoint, is the 
nontransporter immediate previous source the brtid comps+ny or the contractor? 

A: 21 CFR 1.328 defmes a uontransporter, as a person who owns food orwho holds, manufactures, 
processes, packs, imports, receives, or~di&ributes food foi purpose&other thantransportation. Section 
1.328 defines a “nontransporter immediate previous sonrce!’ as a person that last had food before 
transferring it to another nantransporter and “person” as including an indjitidual, partnership, corporation, 
and association. A person who enters into a contract to hold, manuf~ture, process, pack, import, receive, 
or distribute food is considered a nontransporter, even if that peison ~~~~~~ts the actual performance of 
the covered action to another-entity. Iti the above example, both the brand tiompany and‘the actual 
manufacturer are nontranaporters sub$ct to’the final rule. Bothare ~~sp~n~ibIe for complying with the 
rule, which either may do for the other asa matter of business pra&i&but legal responsibility for 
establishment and maintenance of records and for meeting @e recor$ access t$nefiames specified in 
8 1.36 lremains with both parties. The supermarket may identify either the brand company or the 
manufacturer as its nontransporter immediate previous source: 

17.5 Q: [Added November 2005Q A fi purchases a food ingredient &om a broker who does not take actual 
possession of the food.lIs the ~rned~~e~p~vio~s sourtze ofthe, foo~~~,~roke~ or the ingredient 
manufacturer (from whom the broker obtains the food)? 

A: The purchasing fimz may identify either the broker or the ingredient manufacturer as its nontranaporter 
innnediate previous source in establi,shmg.and ma&air&g the reco required by 21 CFR 1.337. Section 
1,328 defines a nontransporter as a persdti who owns food or who holds, manufactures, processes, packs, 
imports, receives, or .di$ributes food for purposes other than ~~s~o~tio~, Aperson who enters into a 
contract to hold, manufa&ure~ process, pack, import, receive, or ~~s.~b~t~~food is considered a 
nontransporter, even isthat person &ubeontra@ the ~tu~I,~~~~~ce ofthe cdvered action to another 
entity. In this example, the broker em=, ii&o a contraqt to distribute the food wd in addition may own title 
to the food, For this reason, the broker is subject to the.rule and an, a&ep;lable nontransporter immediate 
previous source for the-purchasing fii. 

17.6 Q: [Added November 20051 The.Prior Notice Rule requires the reporting of specific data elements for 
the shipper of the food iitem. “FDA defines the shipper as We owner or exporter of the article of food who 
consigns and ships the article from’s foreign country or theperson, who sends &n article of food by 
international mail to the U.S.” Fordirtict imports, is the immediate ~on-~~spQ~~r the person noted as the 
shipper on the Prior Notice’s,ubmission? 

A: The nontransporter immediate previous source for food is defined by 21 CFR.I.328 as the person that 
last had food before transferring it to another nontranspotie~. See question 17. i in this document. 
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18. Nontransporter Immediate ~~~s~qu~~~ Bxipient 

FDA has addressed questions we reeeived on this issue in-the Einal Rule. 

19. Perishable Food (Reserved) 

20. Recipe (Reserved) 

21. Restaurant 

FDA has addressed questions we received on this issue in the ~i~~.R~e. 

22. Retail Facility 

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

23. Transporter 

FDA has addressed questions we received on this issue in the Find Rx&. 

24, Transporter’s Immediate :Previous Source 

FDA has addressed questionswe received on this issue in the Fir& Rule,, ’ 

25. Transporter’s Immediate$ubsequent Recipient 

FDA has addressed questions we received on this issue in the Fi~~.R~~~~ 

D. Do Other Stat@ory Proyisions and Regulations Apply? (Se$tkm 1.329) 

26. General Questions (ReserVed) 

E. Can Existing Records Satisfy the R~~~rerne~ts of t&L IQ&‘? (&$t&6s 1,330) 

27. General Questions 

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

F. What Information is Required in the Recgrds You ~~st”~~stab #a h.yl Maintain to Identify 
the Nontransporter and Tr@sport& Imkediate ‘Pre~~~s.~ou~~e and immediate Subsequent 
Recipients? (Sections 1.337: and 1.345) 

28. General Questions 

28.1 Q: [Added November 2005] An ani.maJfaod mant&acturer r~c~ives.,~u~~l~d product from three 
different facilities and produces an animal feed finished product. The.pkduct is so&l directly to farmers as 
feed, and also to subsequent anima1 fooa manufacturers who cpmrn&$e k witjx other food ingredients and 
make a final saleable product. What ~inforrnation. must the records established and maintained by the 
original rnanufa@rrer contain? 

A: The firm manufactures a product that is both a fmished feed snc a feed ingredient. As, discussed in the 
response to comment 61 in the Final Ruiepretible, “f~?~“in~~udes fed i~~di~~t~. For the purpose of 
this rule, the only difference in the record requirements therefore concerns the~oontainer ofthe product. If 
the manufacturer is pla$ng the product incontactwith a finished co@ainer in v&ch it will be received by 
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an individual consumer (not a business), the manufacturer must establish and maintain records of the 
receipt of the f&shed container-inaceo&ance with.21 CFR 1.327(k) and must identify the specific~source 
of the finished container in the record ofrelease ef the fmished food ,v specified by $1.345(b). With 
respect to all other ingredients incorpemted in the,produc$ ~~.rn~~~~~r must @ways establish and 
maintain records of receipt that include the information specif%d in 61.337, including the lot or code 
number or other identifier if it exists. When the maimfactmer releases the fmished product, it must 
establish and maintain records ofrelease to any person who ,i~~~~t.a~~n~~id~~ consumer, including 
farms. Although farms themselves are exempt&om all requimrnerns as provided by $1.327(a), records 
must be established and maintained by the ~on~~sporter’-;icclnding”~e otiginxal manufacturer) and 
transporter immediate previous source of food released to f$rms. 

28.2, Q: [Added November ZOOS] A; &m. sells byproducts &m i~,rn~u~c~g process, but the rights to a 
certain quantity of byproduet may be resold several times. Is the itrimediate subsequent recipient the 
original buyer of the byproduct, or the entity who actually is the owner at the t&e the byproduct leaves the 
fum’s possession? 

A: The manufacturing firm may identify eitherthe original buyer or the actual, recfpient as the immediate 
subsequent recipient. S&ilar to the response’to Question 17.4ofthis doct&nt, both the original buyer 
and the actual recipient are considered~nontransporter immedi&e subsequent recipients, and both are 
responsible for complying with this regulation. 

28.3 Q: [Added November 2O&YJ Inthe cemse of normal busmess practice, packages occasianally break 
during transportation or d.istr@&ion. Th$ remaining, undamaged t&6 are,ofien repacked with other units 
for sale. Must records be established and maintained for this type of occasional repacking? 

A: Generally yes, unless an exemption appliesThe Final Rule apphes to persons who pack food, which 
includes repacking. SimiIar to the d&&ion of “packing”in the Registration of Food Facilities Final Rule, 
2 1 CFR 1.227(b)(9), FDA considers “picking” for p~oses~o~~i~~~ tu.beplacing food in a container 
other than the finished container that directly contacts the food and& received by the consumer. The 
person repacking the ~fqod must estabhsh and tiaintain records of the lot or code number or other identifier 
of the food it releases in accordtice with21 CFR 1.345(a)(4). iftbe person ~~fac~e~, processes, or 
packs food. However, if the person qualifies as a retailer in accordance with 21 CFR 1.327(e), that person 
is exempt tiom this requirement. Other @e+&who do notengage’ in manufacturing, processing, or 
packing are not required by 21 CFR 1,345 to record lot,nurnbers as part of their &cords, but still need to 
establish and maintain records identif$irig the immediate previous stmrce of all food received and 
immediate subsequent recipient o.f $11 food re&ased in accordance with.21 CFR,l:337 and 1.345. 

28.4 Q: [Added November 20051 How detailed must the record ofrep@red cases due to breakage (discussed 
in question 28.3 be? If a company repairs .a. case with one b~~l~~~om ti previous production lot, will that 
company be required to trace the one bottle, as well as the c&&r 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 backward; however, going forward to fmd where the bottle ultimately was 
shipped is difficult. 

A: The company must record the lot or code number of all food that it packs a&releases: If the company 
releases a case that contains bottles with:tw~ distinct identifiers, t&company should be able to link both 
identifiers to that case. See questions 321 and 32‘4 in this document. 

28.5 Q: [Added November 200$] A,person may engage ina number of different types of activities [such as 
transporting, distibuting,~ etc.), one of which is repacking of beverage alcohol preducts. The repacking is 
subject to the requirement to establish.and maintain records, ~~~~~~.a~ existing lot or code nnmber or 
other identifier. Please confirm that the rocordkeeping req&&&zn, apphos on@ to that person’s 
repackaging activity and does not extend to all of the person’s activities unlessthose activities separately 
are covered by the recordkeeping requirement. 

A: The person is required to establish and,maintain records forall covered act$vities as required in the 
Final Rule. A person both packing and performing other subsequent.activ$ies 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 identifier, if it exists, unless an exemption~applies.. (e.g., see 37.1 and 37.2 in the 
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document if the person is performing direct store deliveries.) 

28.6 Q: [Added November 2009 Under the Act, it is our understaudmg ~~“~a~k~~ng” that only involves 
transfer of the package: Tom one secondary contaiiser @$e) to another or”a~~‘sorne~~g to a secondary 
case {a promotional item) is not considered packing an# there$ore is ‘not subject to the lot number 
requirements. Is this correct? 

A: No. As discussed in 28.3 above, FQA considers packing to-be placing food in a container other than the 
finished container that directly contacts $he food and is received by the corjsumer. The example above 
describes repacking and is g. covered iwtivity subject to ~is,re~l~ti~n, mCluding 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 b~~~ss,~a.~hol~sal~/dis~butor of wine and 
spirits ships both full cases and single bottles to cust.omers.‘%he b@tlos contained in each case box are 
sealed prior to receipt by the wholesalertidistributor. In the process of d~s~b,~~~~ individual bottles to 
retail customers, it is most efficieut to separate these individual seal@ bot$les Born their original shipment 
packing (case box) and combine them in separate boxes destined fort&e customer. Given that there is no 
contact with the actual ‘food product in this process, do these types of acti,&tiea change the status of a 
wholesaler/distributor as a non&z~sporteer who does not ~~~~e~~~ process~orpack goods as defined in 
Sections 1.537 and 1.345 of the Final Rule on l&ablishment and Maintenance~bf Records (69 FR 71561)? 

A: Yes. The activity described above is Considered “packing” because it involves placing food in a 
container other than the finished cont@&r that directly conta~& the food and is received by the consumer, 
In the example described above; the coveied entity is subject to the lot co>& requirement, of 2 1 CFR 
1.345(a)(4) withrespect to food thiit is repacked, if a lot or code number or other-identifier exists for that 
food. 

28.8 Q: [Added November 20053 Is the status of a wholesaler/~i~~bu~~r as a ~on~~an~o~~,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 7 1562) changed if that wholesaler/distributor combines 
two sealed products into one box in order to create a promotion& item? Ifa wholesaler/distributor 
contracts with a third p&r@ to repack these se&&products, does that contract dhange its status as a 
non-transporter who does not manufa@ur~T process or p+k goods? S&nilarly, &es the status of a 
wholesaler/distributor &hange in the event that,“they received a product paeked jfoi promotional purposes 
(Le., a holiday packaging outerhox) andmat wholesal~r/~s~b~tor is reqmred to remove the sealed bottle 
from this holiday packiging in order to sell it? 

A: If a wholesaler or distributor packs sealed food pro&t@ that entity is also 2 packer and must establish 
and maintain records that include the lot or code number or other idertt&er 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, in&ding the lot or code number or 
other identifier of the food ifihat information exists. A wholesaler,or distributor who only unpacks food 
and does not repack it is not considered a packer with respect to this reguiation. 

29. Information Reasonably Available-to Identify the Specific Sbuqe of Each Ingredient si 

29.1 Q: A bulk grain elevator receives many small lots from ~div~d~al,~~~rs~ aggregates them, and blends 
them to whatever specifications are required. What records and degree-of lot $peeificity are required for 
the grain elevator? _ 

A: The grain elevator is required to establish and maintain reaords for e&h incoming shipment of grain, 
including a lot number if it ekists, in accordannde with 21 CFR 1.337” When blended grain is released by 
the facility, it must also establish and maintain s record, it@uding both the lotnumber if one is assigned 
and information to identify the speoitic source of each component g@in, to the extent that the information 
is reasonably available; in accordance with fi 1:345. In the response to commem 94 in the Final Rule 
preamble, FDA acknowledges that the degree of speciflciry may belimiteed by‘tbe current physical 
configuration of the facility. For example, the facility r&y place thirty lots from. farmers into a single 
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storage bin, place another thirty lotsinto a second bin, and draw from bo@ bins 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 for the con$ponent grain; in this exam&e there may 
be as many as sixty. : 

29.2 Q: A feed mill receives ingredients and .comm&gles individual shipments into bins which are never 
completely empty..Over the course of a year, ahundred or more lots could thhe-oretically be part of any food 
drawn from a bin. Would the feed miIl have to provide all these lot,numbers for food it releases? I 

A: Yes. Manufacturers arerequired to establish and~maintairirecards for peach food received, including the 
lot number if it exists, in accordance with 21 C$R 1.337. Whena food is releasedby a ~ufacturer, the 
firm must establish and maintain records that include information reasonably available to identify the 
specific source of eachimgredient used to make everylot+ finishes productifl accordance with Q 1.345. 
In the response to cominent 94 in the’Fi&l Rule preambl<, EDA a~~~w~e~~-~a~ certain business 
practices are not amenable to linking in@ming ingredients with s@&t%ity to the outgoing product, and 
that it may not always be pokibfe to iderrtify the spei5fid souxo(s c&an ingredk& &at was used to make a 
lot of ftished product.’ Because shipments ofmc,oming &ateri%l are ~~~~ed in the storage bin, the 
record created for every lot of food reieased by the mariufa&urer that ~~~~o~~ material from the bin 
would include all possible soumes of&e’ material placed in, that bin. - 

29.3 Qt A fm uses raw agricuhural commodities to manufacture its products. What are the recordkeeping 
requirements: (1) if the firm receives r~,ingredients~directly doom fms and commingles them in storage 
bins on site, and (2) if the firm receives ingredients that already havebeen cOmm&gled by a distributor? 

A: The source of each shipmemthat @ters a ~~i~~~‘st~~g~,b~~m~t be recorded in accordance with 21 
CFR 1.337. If the co$modities-are co@ningled on’site, there-willbe more sources for a given bin. In 
both cases, incoming sources of ingr&ients must be linked~to~ finished,produc& leaving the site to the 
extent that the information is reasonably available in.accor&nce with $1.345. :Foi example, if a lot of a 
product incorporated an ingredient f?om~a-particularbin a&dthatbin w,as filled w@h a commodity derived 
from five immediate previous sources; then‘$hose five sources would be the reasanably available 
information for that ingredient, If the bin was xefllled before &ing. emptied atid now may contain 
ingredients corn up to ten immediate previous sources, ,~e~~s~is.~~ portion that is reasonably 
available. Ef the ftrm receives ~~edi~~~~~ already have been commingled 1by 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 .ftished products leaving the site to the extent that the information is 

’ reasonably available in accordance with g 1,345. 

29.4 Q: A manufacturing f&rr mayhandle over a thousand different ingredientson the same day, and three or 
four lot codes of the same ingredient fro” the same supplier may be, used ona;particular day. Assuming 
the ingredients arrive at the,manufac@rmg facility with lot todes, does the manuf&urer.have to track each 
lot code and link it to a fmishe$ product? 

A: Yes. The manufacturer is requiredby 2 1 CFR 1.337(a)& $0 es~bl~sh’a~d maintain records for each 
ingredient it receives, including the lot codes of each ingredient received if they exist. When the 
manufacturer releases a footi, it must also establish and maintain r&.&s for .that food. The records must 
include both the lot code of the rmished product if it exists andthespecific sot&e of each ingredient used: 
to make every lot of ftiished product, to the extent that inf~miationis reasonably available, as required by 
$1.345(b). 

29.5 Q: A firm manufactures~many varieties of ice cream and sorbet, and deliversthese products directly to 
restaurants and scoop shops. Do the inc&ning soumes (mclu8mg lot codes) ofeach ingredient have to be 
linked to the specific outgoing products?-’ 

A: Yes. As a manufacturer, the firm must establish and~maintain records. for the ingredients that it 
receives, including lot codes iftbat information exists, inaccordar@e with?1 Cl6 1.337. The tirm must 
also establish and maintain records wberr it releases eaeh ‘article.of fo.od, ineluding information reasonably 
available to identify the specific source of e&h ingredientin every lot of ice cream or sorbet, in 
accordance with fj 1.345. 
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29.6 Q: A manufacturing firm has multiple sezppliers of particular i~~e~~n~ and packaging materials. Is it 
sufficient to simply record 413 the potential suppliers that an ingredient or pliekaging material might have 
come from? 

A: Persons who manufacture, process! or pack, food a& required to establish and maintain records 
regarding receipt of the lot or code number or other identifier c&each ingredient and any Gnished container 
that they place in contact with food, if a lot .or code numb$r or: other identifier exists, in accordance with 2’1 
CFR 1.337 and 1,327(k). When .the food’is released, records must be estsblished &d maintained that 
include the specific source of each ingredient used to make every &of finished foad and ‘any finished 
container placed in contact with food;to the ex.mnt that ~e;i~f~~a~~~ isreasonably available ( e.g., does 
not require physical re~onfigur@ion of me manufa&uring fa,cility), in accordance With 8 1.345. 
“Packaging” is defmed; m $1.328 as ‘%he outer packaging @mod &it bears t&e label and does not contact 
the food.” The manufacturer, processor, or. packer does not h@vi: to estab&h and.maintain records for any 
packaging or for ftished contairuzrs that. it does not place’ in contact with the finished food, as stated in 
6 1.327(j), All existingrelevant recbr& must,be:made available as soon as possible to FDA on request, not 
to exceed 24 hours, as required by 6 136:l. and 8 1.363, if FDA;has a r~aso~a~~e,bslief,that an article of 
food is adulterated and~presbnts a threat-of serious adverse health consequences; or death td humans or 
animals. If information is re~~~ably.~v~~~bl~ when food.is:relessed to ntiow the possible soumes of an 
ingredient, it is not sufficient to record all potential suppliera that ~;~~~i~~t or,paickaging material 
migiit have come from-if there‘is no expectation ~a~~~~~plie~~~o~u~t wauld be in the finished 
product (e.g., no shipments havg been rtieived from a vendor for monthsand onsite supply has been 
depleted). 

29.7 Q: A candy manufacturer has B starch molding operation in which a candy isdeposited into a starch that 
has impressions, The starch is used to B&m&e catidy and remove the moisture. After a period of time the 
candy is removed fi-om the starch and se&t to packaging. The starch is ~~d,‘c~o~~d and placed back into 
the starch trays for the depo$it of more bandy. ln ~e~~~~~t~ng,ope~ti~~ some star&is lost due to _ 
spillage and dusting. New starch is’ad&d to’ replace the lost starch; It is ~ssi~~e,~ha~~e starch in the 
system could have been in the system. for ,many months. The ~u~ac~r only replaces 300-400 pounds a 
day and the entire system has over 40,OOq pounds: How should the ~~rn~a~y track tliis? 

A: FDA considers the starch a food in@@ient, as defmed and discussed~in the response to comment 6 1 in 
the Final Rule preamble. However, 21 CFR 1.345(b) only requires no~~~p~~er~ to identify the specific 
source of each ingredient that was used to make every lot of ~~~h~~~~~ct to the extent that such 
information is reasonably.available, In &is case, information aboat, the source of starch fi-om which daily- 
additions to the system; are made sh&+b~ reasonably available; ar@‘thus it’sbould be possible to define a 
length of time (and ser.& of&& of caiidy) during which a spocifio~‘sour&e of starch is being used to 
replenish the suPply. Depending on the ‘size of each lot o-f star& rek.&ve’to $h$ size of the entire system 
and the number of suppliersj the ~~u~a~~~~~~~ re&onably identify multiple sources of starch that 
contribute to the system. The manufa&&mr would not need to ide~~~.s~~~e$ of starch received prior to 
the compliance date established in the Final Rule. 

. 29.8 Q: A bottling fm that bottles water and delivers it to various consqers receives returned battles for 
reuse from these customers. ‘Does thisregulation req~e;~~t.~~,~ut~o~~ refiled bottIes that are released 
by the bottling manufacturing fiimustbe linked to the stiuree of themcoming bottles returned by the 
firm’s customers (i.e., the individual co&.umem)? Does the b&thug fm have to record the lot numbers or 
other identifiers of the empty bottles collected from these ,customers? 

A: 21 CFR 1.337 requires that ~o~~~~,~ers identify the immediate previous source of all food 
received. Section 1.327(k) slates that persons who place’&od,direetly in contact with the fmished 
container must establish and mamtain records for the pac@#.&., When‘tbe b&tling firm receives new 
bottles from the bottle mtiufacturer for j%sttime use, the record of receipt must include the lot or code 
number or other identifier (if it exists) as required by Q 1.337(@(4). When.bot@ed water is released to 
businesses (but not individual consumers), #1.345(b) requires the no~tr~~p?~r who releases th& food to 
establish and maintain records that in@de ~f~~at~o~.r~as~nably svailable to identifjr the specific source 
of every ingredient used to m& every lot of fmished prodtict, Tl$s-mcludes me specific source of the 
finished container that contacts the food (e.g., bottle) if the ,nontransporter is the one who placed the 
finished food (gg. Ii water) in contact yth. the f%&hed cont+ner. W&en the ,ti receives returned bottles 
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from customers, the response to comment 21 in the Hinztl ~~e-~~~~~~e &a&s&at ,the immediate previous 
source for returned water bottles is the customer. FDA-inte@stu co&der exercising enforcement 
discretion with regard m the name of the‘spa&% customer who ret&red each empty bottle if the bottling 
company establishes records when used ,empty bottles are receiv~~~~rn ~~lti~l~ customers (businesses or 
individual consumers) indicating,“cus&ner return” or equivalent as the s&trce, provided the bottles are 
returned as is (i.e., without further.rylanufac~ngr~c~a~g, ~~e~~~‘~le~~g~ by a third party). When the 
bottles are refilled and released to” customers, FDA i&e&% &-J ~o~s~d~.~x~cis~g enforcement discretion 
with regard to $1.345(b) if the record~:indicating the sour& oftho ~corn~g-~~~~d.~o~les indicate 
“customer returns.” If, ,however, a thi@_party firm collects reusable conmmersafter use from customers (in 
this example empty water bottles), tind then releases them to ~~~-~~ firm that refills them, FDA 
does not intend to consider ctxemis~g~~~~or~~e~.dis~etion rega$mg.the r&nt$acturing firm’s (in this 
example, the bottling company’s) imniediate previous so&c& of‘thereusable containers, After reusable 
bottles are used for the ‘first time; FDA ‘mtends to ~onsid~-Lxer~is~~.enforc~~~t discretion regarding the 
requirement in & 1.337(a)(4) for lot numbers or other identifiers: ’ 

29.8 Q: [Added Novembek 2OM] Duringfood processing and ~~~t~~~prod~c~o~~ non-traditional 
ingredients such as food contact packagmg ar? used. Underthe reca~~~~~~g,~e~lat~.on, food p&essors 
and manufacturers are required to identify the iot code numberor ot~~r,.id~~~i~e~.~associat~ with the 
ingredients that go into: a product. Food‘ @@act packaging m manycsses wi@ l&&e lot code numbers or 
other identiders. ,During packaging, packagingcompcnentnents- rna~“b~,c~~~gl~, For example, during a 
bottle capping operation, it is, common to add bottle caps frorn~a variety of lots to a capping hopper and 
during the capping operations the ability to associate a ~~c~~‘ca~‘a lo&ode with a specific &al 
product is completeIy lost. In the event that’an FDA inspector requ&s ~~~~~ion, under section 306 
authority, regarding the immediate previous sources of the ingredients (iricluding food contact packaging) 
in a specific finished product, is it acceptable in this exampl& te $nform the in$ector that the cap came 
Tom any one of a specified set of Iot codes associated ~~~‘,w~t the facility’has received into its inventory 
and that no reasonable inform&ion,is @@able which would allow the food prccessor or manufacturer to 
narrcw down the list to’ a single lot cade or small set of codes? 

A: Yes. In the response to com.ment 94 ~&the Final Rule preamble; FDA a&n&edges that it may not 
always be possible to ident@ the specific source of an ingredient that was usero.make a’lot of finished 
product. 21 CFR 1.345(b) only requires information reasonably available~o id&t@ the specific source. 
As discussed in response to homment 97 in the Final Rule, vha;t-is rea~o~~b~~,~vailab~e depends on-the 
particular circumstances. Further, 2 1 CFR. 1.345(b) does not req@?e the lot code of each ingredient used in 
the released food, although the frnn may choose to track lot numbers of ingredients through the 
manufacturing, proces&ng, or p.ackingprocess as a matter of business @r&cticem order to determine the 
specific source of each,ingredient. Under the circumstances described abovepthe lot codes of the caps are 
only necessary to the extent, that they &o~ the firm to id&i& tfre’sI&$% sc&ce or sources of the caps. 
Depending on the facility‘s physical cor&guration, there may bemmtiple Rossible sources of the caps for 
each lot of food released. It is not accep%ble, however,‘to simply identify allcapsreceived by de facility 
if it is possible to determine more specific information given the,faclity% physical configuration. 

29.9 Q: [Added November 20051 All manufacturers of spirits and wined> use~~ater as an element of their 
finished product. IIow much+detail is required in the records- the ‘m@acturer :establishes and maintains to 
comply with 21 CRF 1:337(a)(4) -and 1.345(b)? Is it suffieit&tto say the %atei-.was sourced from the local 
water company on a specific date, or that water was pulled from a ~oc?~~a~~.s~~ce and purified 
on-site? 

A: Yes. See the response to Gomment IXI in the Final Rule preamble. 21 CRR 1.337(a)(4) only requires 
manufacturers to establish and maintain records that include the lot or code munber of the food ingredient 
if that information exists. 

30. Adequate Description of Type of Foad 

30.1 Q: A warehouse receives imporred food that is stored in shipping containers: trpon receipt, the 
warehouse only record+ the container numbers of the containersit receives andholds. Is this sufficient 
information? 
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A: A person, such as the warehouse above, who mantiactures, processes, pa&s, distributes, receives, 
holds; or imports food must be able to provide to FDA redoS;ds containing suf&ient information to satisfy 
the requirements of 21 CFR I.337 and 1.345 as soon as p&sib& upon request, not to exceed 24 hours, as 
specified by 0 1.361 and $1.363, Recorda that only list the: container ~~~r~d~ not contain sufficient 
information to meet the requ&ments for an adequate description ok th& food, its quantity, and how the 
food is packaged. 

30.2 Q: How much detail is required in das@bmg a food (e.g.; ~~fer~~t.~s of commodity grains, different 
varieties of a particular grain)? 

A: Descriptions of co&mod&y grams and produce must be & .spec&‘ic as possble (e.g., Roma tomatoes 
versus cherry tomatoes, sweet ,corn aen& feed cdrn), ai required by 21 CFR 1.337 and 1.345. As 
discussed in the response to commebt 64 in the Final Rule preamble&is type,of description saves time 
and resources during a tracing investigation because it allows FDA to- narroti $5 focus to the appropriate 
product during the investigation 

30.3 Q: Many food manufacttuing/processing facilities have storage vessels in which. out-of-specification, 
outdated, returned and/or damaged food products are commmgled and‘stored pending transfer to animal 
fanning operations @here the commingled products are Used a$ animal feed ora& other&e reprocessed 
into an ingredient used,in asps food products. The ~ornp~~tio~ of’&& contents of the- storage vessel 
varies from day to day in terms of the,producta and ~uanti&s. Lot c~d~~,.o~~~~d~~t transferred to the 
storage vessel and the specific products $hemselves and their q~~t~~‘~e.~o~ recorded and it would be 
burdensome to do so. Es the food processor or manufacturer r$qu%d to e&b&h-and maintain records of 
the food released to farins or reprocessors for use as‘animaf feed th& ‘&&de the specific products, 
quantities and lot codes ofthe immediate-previous soumes.of th& contents (or mgredients) in the storage 
vessel? 

A: As discussed in the bswer to Question 1.6 above, FDA intendato consider exercising enforcement 
discretion regarding establishment lofmcards by food ~~~a~tuT~~p~~~si~“.f~c~l~ti~s for food waste 
or byproducts they release to farms that is fed directly to animals without ‘further 
manufacturing/processing. If food manu@tt@.ng’processing facWe.s release food that is ‘processed 
further prior to consumption by~anunals,~FDA does not intend’to consider exercising enforcement 
discretion regarding sei;tions 1.345(a))cl j, (3). and (6). However, FDA n@&s to consider exercising 
enforcement discretion regarding 21 ‘CFR.i .345(a)(2); (4), (5) and@) if ,&e food eing released is 
appropriately described as ‘ facihty waste’ ar by reference to all the,substa&es $I production during a 
specific time period in lieu of identifying the specific soume. of each @@edien,t used to make every lot of 
finished product. 

31. Rate Food Received or Released 

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

32. Lot or Code Number/Other Idehtifier 

32.1 Q: A food processor recordsthe jot co&s on pallets of food, which are then delivered to customers by 
truck. Currently, the processor does not -Ii& lot codes with:speciflc customers. Is this required by this 
regulation? 

A: Yes. Persons who manufacture, process, or pack.food. are requ@ed by 21 CFR 1.345 to identify the lot 
or code number or other identif”er af *Izr@l food.that they release.to each i&med@e subsequent transporter 
and nontransporter recipient, if thatinforpaation exists. If there is a i&t code on both the-pahet and the 
food, and only the lot code of the pallet is-reoorded,the proees&r must beiabk to ,fink each pallet to the 
lots of food it contains However, as discussed in the response to +$nri~nt 1,112 in the Final Rule 
preamble, food placed directly on the shelves of s retail stoic by a ,rn~~~~~~r, processor, or packer upon 
delivery (direct store delivery) is e?&ded from the requirement to record lot or code numbers. 

32.2 Q: If a manufacturer receives ingredients t&t have:a lot number but that lot number is not pro,vided to the 
manufacturer by the ingredient supplier, js the m~ufactnrer~requirod to adtivefy obtam the lot number for 
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each ingredient? 

A: Yes. 21 CFR 1.337,requires mat persons who manufac$ure, process, or pack foad must establish and 
maintain records that include the’lot or code number or other ide+fier for all food t&y receive, if that 
information exists. The manufacturer must obtain the lot numbers fo,u each &re&nt ‘received from the 
ingredient supplier. 

32.3 Q: A company owns retail stores and receives multiple shipments r&the sams: item into its stores. 
Currently, the company wonld be able to identify all of the ~~~o~~,~t dehvered a specific product to 
a particular store over the lasr several menths. Isowever, the mommy could not identify the specific 
transporter who delivered a particular lot to that store. I?& ~x~p~,‘~~ co?pany’s-records would show 
that on a given date, ABC Trucking Csmpany delivered 25 ‘cases of BrancIX L2oz chocolate bars to a 
specific store. However, the company could not l@ik a spe@e,boxof thoBe bars on the store shelf to a 
specific carrier, because the@ were other deliveries of that item f&m &ier ca&ers on other dates, and 
those chocolate bars are now comn%n$ed-on the shelf. Would ~~~rnp~y’~~~~~nt capabilities be in 
compliance with this regulation? 

A: 2 1 CFR 1.337 requires that ~on~~:s~o~~s establish and maintain records &at identify the transporter 
and nontransporter immediate previous sources for all food they rewive. Only persons who manufacture, 
process, or pack food are required by fi L.?37(a j(4) to inelude lot orc@e numbers or other identifiers in the 
records they establish and m&&in, if@ information.e&t& Therefore, a ret&l store receiving 25 cases 
of Brand X chocolate bars must .cre&e.,at the tin& of receipt. a record that includes the specific transporter 
and nontransporter sources of the feed, &adequate description of the.food, the d&e ofreceipt, the 
quantity of food, and how the food is p&&aged. The record does not have to include the lot or code 
number or other identifier of the produt%. 

32.4 Q: If a firm is a manufacturer, processor> and packer of a single product, wo$d all lot numbers 
associated with this process (e.9.) lot ntibers for individual caris, lot numbers” for pallets,’ etc) have to be 
tracked? , 

A: 2 1 CFR 1.345 requires persons who manufacture, process, or pack-food to establish and maintain 
records when releasing the foodto another person that include the lot or code number or other identifier (to 
the extent this information exists). EI3A recommends that avertic$lly i&tegrat$d company which generates 
several lot or code numbers or other identifiers in the course of its or;lerat$ns use-the most specific one. As 
explained in &preamble to the Final Rule, more specific .$rfotiation about the food helps FDA narrow 
its investigation and increase the speed &he-tic6 in the event that there is a reasonable belief that an 
article of food is adulterated and presents .s threat of serious. adverse.health conse@.rences or death to 
humans or animals. However, another acCeptable alternative would be for thefirrn to record identifiers of 
larger packages (such as p&As) but retain the ability to Ii& these toolob of ;c& when necessary. 

32.5 Q: [Added November 20051 A, &m manufactures many varieties of ice creas& and sorbet, and delivers 
these products directly bo resta~nts and scoop slmps. Do. the d&iverieshave to be tracked by lot code? 

A: Yes. The fti functions as a ~u~~~~er and must, when it r&e&% f?od,~es~blish and maintain 
records that include the lot or code number or other identS% if it exists, in a&ordance wit& 21 CFR 
1.345(a)(4). However, if the co&any& performing direct store delivery &lacipg food products directly 
within the restaurant) the lot number requirement is modified as discus&&in question 37.1. 
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32.6 Q: [Added November 20051 .~~f~~~ers and,processors are ~~~~ire~.~ track the lot codes associated 
with the products they ~~~~tureo~pe~“~b~~~y-aJle r&eased. If a manufa&.rrer brings ftished 
product into its manti~cturing f%Sitytobe combined~(inorders >or shipments~ with the finished products it 
sends to its customers, is the manufacturer only responsibIefor traok&the lot codes associated with the 
finished products it manufa&rres and not the lot codes&&o&ted witi third party finished products? 

A: No. 21 CFR 1,337(a)(4) requires manufacturers9 processors, and packers to record the lot or code 
number or other identifier of all foodreceived, to the e&e&t it exists. In this example, the manufacturer 
also is functioning as a packer for finished food it receives and fir&Ml food it manufactures. 2 1 CFR 
1.345(a)(4) requires it to record-the lot ntiber or,other idedti$er ofthe eombiped packaged product; 21 
CFR 1.345(b) also requires the ~~u~c~er’to include inits ree.ords i.nfor%?nuion identifying the specific / 
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source of each ingredient (including received fnished products) used to make every lot of finished 
combined product.. 

32.7 Q: [Added November 2005) A firm manufactures frozen sandwiches that bear the manufacturing date on 
the packaging, but no lot nurrrbe& Each category of ‘&&-lwich does .h@ve a prc$%%..code. The sandwiches 
are released to an independeirt transporter. The transporter delivers-the sandwiches to&ozen storage sites 
also controlled by the manufacturer, The manufa&urer then transports theSandWiches from the storage 
sites to convenience stores with its own transl~ort fleet; T~~:-~~~fa~~e~c~~~~y tracks its products by 
product code. Does the manufacturer have to establish and ~~~~:~e~~rds for, the sandwliches it releases 
that include the manufacturing date? 

A: Yes. The manufacturing date assocjst&l with a set of fjro~en s~~wich~s is considered a “lot or code 
number or other identifter” tid must be m&tded in the reeord,.of release of the food because it exists, as 
specified by 21 CFR 1.345(a)(4). The @zmufacturer must establish and rn&tain this record of the released 
food when it is transferred to the ind~~ern-&nt a’tisporter a~~~h~“rn~#~,~g Sa@ity.. The records the 
manufacturer establishes and maintains when it reas&mes,C-ontrol of the food at the storage site in 
accordance with 15 1.337, and when it subsequently releases %he food to oouvenience stores in accordance 
with Ej 1.345 do not have to include the m&mf+et&.ng date, ‘At this stage, the r&mufacturer is functioning 
as a distributor, rather than a vertically integrated &nufa&urer, &&ever, if the manufacturer transports 
the food from the manufacturing facilit$ ;to the storage site with its-own fleet; the release of food to the 
convenience stores is now ma&by a.vertically integrated ~~~fa~~~r andmanufacturing date must be 
included in the record of release to the stores.‘ 

32.8 Q: [Added November 20051 If a lot or -code number or other identifier e&&s, bnt is not being used by a 
manufacturer, processor, or packer as part of current busine&s practice; is”tbis business required to include 
that identifier in the re$ords it establiskes and maintains? ” 

A: Yes. 21 CFR 1.337(a)(4) and 1.345(a)(4) require the i&u&n of a lot or co$e number or other 
identifier if it exists, regardless of its use .in current business practice. 

32.9 Q: [Added November 20051 Is a food.processorrequired to physically examine each food product it 
receives in order to obtain the lot or code numberinfo~~~i~n”~~~~~~~ under 21 CFR 1.337(a)(4), or can 
the processor rely on tiormation provided by its immediate ,previous.soi&e? If the processor’s immediate 
previous source %ils to provide this information, must the processor obtain it by physical inspection of the 
food? 

A: Manufacturers, prodessors, and packers are required to record lot or code numbers or other unique 
identifiers of the food they receive if &is information exists, as provided by 21 CFR 1,337(a)(4). These 
persons must ensure that they meet the r&liuirement regardless o~~b~~e~‘~~.~f~~a~o~ is provided by 
their nontransporter immediate previous source, FDA does” not intend to speci@ the manner in which these 
persons ensure that they have the required information, which may be obtain& invarious ways including 
direct physical inspection and contractual obligations. 

33. Quantity and Now the Food is Paekdged 

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

34. Name, Address, Telephon? Number, Fax Nunzb;er, E-Mail Addres~.o~.Tra~sp~r~rs Who Transported 
the Food To You and From You 

34.1 Q: A manufacturer loads a container that is being exported viaocean freigbtiout of the United States. 
The ocean carrier contracted by ‘the mantiactu$er is responsible for hand&g t&e inland drayage from the 
manufacturer to the port. For the piose of this regulatiomis ~e,~n~a~~~~s.~anspo~er immediate 
subsequent recipient the ocean carrier or the drayage company&at is subcontracted by the ocean carrier? 

A: 21 CFR 1.345(a)(6) defines the transporter immediate subsequent recipienr as the transporter who 
transported the food f&m the nontransporter. In this case, the ~fac~er may‘identify the transporter 
immediate subsequent recipient as either the ocean carrier with whom they contracted or the drayage \ 
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c o m p a n y  th a t direct ly rece ives th e  c o n ta ine r  T o m  th e  m ~ a n u facturer .  E ith e r  cho ice  compl ies  with th e  
r e q u i r e m e n ts o f $ 1 ,3 4 5 ( a ) ( 6 ) . _  

3 4 .2  Q : A  n o n t ranspor t& firm  c o n tracts with a n  o c e a n  carr ier  to  b r ing  i m p o r te d , fo o d  to  th e  firm ’s facility. 
T h e  o c e a n  carr ier  s u b c o n tracts with a trucking firm  to  t ransport .  th e  fo o d .fro m  th e  jport  to  th e  facility. W h o  
is th e  t ranspor ter  i m m e d i a te  p rev ious  source  fo r  th e  f& m ?  

A : 2 1  C F R  1 .3 3 7 ( a ) ( 6 )  ,d e f& e s  th e  t ra.usRorter  M e d iate p rev ious  s o u m e  as, th e  t ranspor ters  w h o  
t ranspor ted  th e  fo o d  to  th e  n o n transporter .  In  th e  e x a m @  & e r r  a b o v e , th e  n o m m n s p o r te r  f”u m  m a y  
i d e n tify th e  t ranspor te r~ immed i&e  Rrev ious  s o u m e  fo r  th e  fo o d - a s  e i t l$er the o$ancar r ie r  wi th w h o m  th e y  
c o n tracted o r  th e  t rucking fti w h o  p h y & a h y  del ivers  th e  fo o d  ‘to  th e  firm ’s fa & & y . E ith e r  cho ice  
compl ies  with th e  r e q u i r e m e n ts o f @ 1 ,33T(a ) {6 ) . 

3 4 .3  Q : W h a t a r e  th e  m a n u facturer! !  a n d  t ran~por te r’s reco rdkeq ing  o b l & & i o n s  fo r  a  fo o d  p r o d u c t th a t is 
t ranspor ted  in t racompany  by  a  c o n t ra& t ranspor ter?  For  e x a n @ e , a r n ~ u ~ ~ ~ ~  ,f& n m a y  c o n tract wi th 
a  t ranspor ter  to  m o v e  fo o d  p r o d u c t, iu t racomRany,  f rom its ~ a ~ ~ fa c ~ n ~  facil ity to  its d is tr ibut ion c e n te r . ~ ~  .’ 
A : 2 1  C F R  1 .3 4 5  requ i res  th a t pe rsons  w h o m a n u facture,  p r o @ & , p a &  distr ibutes receive,  h o l d , o r  i m p o r t 
fo o d  establ ish a n d  m a inta in records  w h o e v e r  th e y  re leas@  fo o d  to  arko ther  p e r s o tl: As  d iscussed in  th e  
responses  to  c o m m e n ts’ 1 3  @ d  7 1  in  th e  F ina l  Ru le  p r e a m b l e , ,~ ~ ~ ~ m p ~ y ,~ ~ ~ e r  o f fo o d  is n o t subject  
to  a d d i tio n a l  reco rdkeep ing . requ i remen ts, p rov ided  th a t th e  fo o d  i~ ~ ~ ~ t’~ e l~ ~ e ~  to - a n o th e r  ‘p e r s o n . in  th is  
e x a m p l e , th e  m a n u fac tur ing firm  te&porar i l y  re leases- the’ f& d @  a n o th e r  e n tip  (pe rson) , th e  c o n tract 
t ransporter .  T h e .m a n u fac tur ing firm  w o u l d  b e  r e q u i r e d  to  es tahhsh  vcl r@ i$a in  records  o f th e  t ransfer  o f 
fo o d  ( inc lud ing  lot n u n & e &  if th e y  exist) h o r n  th e  facil ity to  th e  ~ a p o ~ r  a n d  tio n t ranspor ter  ( the 
distr ibut ion’c e n ter )  i m $ e d i a te  s u b s e q u e n t recipients.  

3 4 .4  Q : T ranspor ters  m a y  d e a f wi th b roke rswho  on ly  p rov ide  a  loca t ion-and  tim e .to ,p ick,up a  p r o d u c t, b u t d o  
n o t p rov ide  o th e r  c o m a @  informat ion,  D o e s  th is r e g u l a tio n  requ i re  a I t ranspur ter  to  i d e n tify c o n tact a n d  
o th e r  in format ion fo r  th e  n o ~ ~ s ~ o ~ ~ r :~ e ~ iate p rev ious  si jurce, o r  c a n  th e b r o k e r  b e  u s e d  as  th e  
i m m e d i a te  p rev ious  sou rce?  

A : This  r e g u l a tio n  prov ides t ranspor ters  & ltip le  o p tio n s  to  c&@  with ,th e < r e c o r d s  r e q tie m e n ts fa r  
e a c h  a r ticle o f fo o d  tra.@ spor ted.  T h e  i.u & m a tio n  r e q u i r e d  by  th e  D e $ a @ nezit  o f T ranspor ta tio n  a n d  
desc r ibed  in  2  1  C F R  1 .3 5 2 ( b )  o r  1 .352(c )  wil l  satisfy th e  r e q u i r e m e n ts o f th is  & & lat ion,~ as  wil l  
in format ion m e e tin g  th e  r e q u i r e m e n ts sfth e  W a r s a w  c o n v e n tio n  ~ d e r ~ ~ ~ ~ 3 5 ~ d ) “. T h e  t ranspor ter  l ikely 
a l ready  h a s  th is in format ion.  T h e  t ra r&or termay a lso  m e e t its o b ~ ~ a t~ e ~  by  comply ing  with $ 1 .3 5 2 ( a )  
( i den tifyin g  specif ic in format ion th a t m u s t b e  k e p t). o r  $  1 ,.3 5 2 ( e )  @ x & d i n &  f&  th e  t ranspor ter  to  e n te r  
into a n  & g r e e m e n t with th e  n o n tia n s p o r te r  i m m e d i a te  p ~ ~ ~ u s s o ~ ~ e ~  Ib u t if th e  b roker  is n o t cons ide red  
th e  i m m e d i a te  p rev ious  s o m o e  th a n  th e s e  o p tio n s  requ i re  th e  trzm s p o r te r  to  ~ b ~ ~ ‘~ ~ o ~ tio n  in  a d d i tio n  
to  th e  b roker  a n d  locat iyn tid  tim e  o f pick u p . W h e th e r  th e  b roker  is cons ide red  a n  i m m e d i a te  p rev ious  
source  as  d e fin e d  in  $ 1 ,3 2 8  d e p e n d s  o n  th e  b roker’s role,  Srs  & & z .zssed in  ‘r e s p o a s e :to  Q u e s tio n  1 .1 . 

3 4 .5  Q : A  w a r e h o u s e  h a s  in format ion a b o u t th e  b rokers  w h o ~ a r n m g e  del iver ies  a n d  r&eases  o f fo o d  p r o d u c ts, 
b u t n o t a b o u t th e  act@  c o n tract dr ivers  a n d  trucks th a t t ranspor t the p r o d u c ts... Is th is  in fo rmat ionrequ i red  
u n d e r  th is  r e g u l a tio n ?  

A : N o . 2 1  C F R  1 .3 2 8  d e fin e s  a ,u a n s p o r $ e r  as  s o m e o n e  w h o  h a s ~ ~ ~ s ~ ~ s i o n ~  custedy, o r  c o n trol o f a n  
a r ticle o f fo o d  in  th e  Un i ted~Sta tes  fo r th e , so le  p u r p o s e  o f tia n s ~ o r tir ig.the ,fo o d , Fo r  th e  p u r p o s e  o f th is  
r e g u l a tio n , F D A  cons iders  a  @ m spor ter  to  inc lude,  a  - p e r s o n w h o  e n ters  into a  c o n tract to  m & p o r t fo o d , 
e v e n  if th a t act ion is s u b s e q u e n tly s u b & m & a c te d  to  a n o the r -  e & i&  M h iscase, th e  w a r e h o u s e  m a y  
i d e n tify as  the i r t ranspor ter  i m m e d i a te  $ev ious  source  o ~ ~ ~ ~ ,su b s e q u e ~ t rec ip ient  e i ther  th e  freight  
b roker  o r  th e  c o n tract dr iver  - in  comp l i&e  with § 1 .3 3 7 @ ))(6)  a r n d . ~ 1 ’,3 4 5 ~ ~ ) ( 6 ) . 

3 4 .6  Q : S o m e  ite m s  th a t a i r ive a t a  d istr ibut ion c e n te r  f rom ~ ,~ ~ e ~ e ~ d ~ t sr ip l$er  & e  cross-docked.  In  
o th e r  words , th e y  a r e  n o t fo rmal ly  rece ived  a t th e  w a r e h o u s e , b u t t ransfer red to  a  c o m p a n y - o w n e d  truck fo r  
de l ivery  to  o n e  o f th e  c o m p a n y ’sstores. Fo r  th e s e  ite m s , n o .d e tile d  ite m  records  a r e  k e p t in  th e  
distr ibut ion c e n te r  a n d ’w e  d o  n o tcu r r e n tly h a v e  a  mechau i sm in  p Itice  f~ ~ i d e ~ ~ ~ ~ g  th e  t ranspor ter  
i m m e d i a te  p rev ious  source.  T h e  sto r e  invo ice fo r  th e  g o o d s ’ f rom th e ~ s u p p l i e r $  th e  on ly  tim e ly tie th o d  to  
acqu i re  th e  supp l ie r  i m & e d i a te  p rev ious  sgurce,  a l t hough ,th e r e  is n o t a  cur rent  sof tware so lu t ion fo r  this, 
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However, this invoice does not identify the transporter immediate previous source that’brought the goods 
to the warehouse. Can&e company use the invoice.from;the supples to&it: s&e as a track-baCk 
document? The supplier should be able to identify their tra&sporter imm&iate subsequent recipient (the 
company’s transporter immediate previous source). 

A: No, in most circumstances. Therecordkeeping requirements in21 CFR 1.337-and 1.345 of this final 
rule apply to persons who “hold” food for Qurposes other than ~~o~~~o~” As,‘defmed in 21 CFR 1.328 
and explained further in theresponse to Corriment 29 in t$e. pieambleil=-ti; the Final Rnle, “holding” means 
storage of food. IIolding ftiilities in&,rde warehouses,,cold ~~~~~..fa~~~~i~,‘~tor~ge silos, gram 
elevators, and liquid storage,~tankL In theabove exampie, i~~~~~~~u~~~~~~t~r is a warehouse, then it 
must establish arid maltltain records tl$identifl the &m&i&e previous soap of‘ the food received (the 
independent supplier) s&d the Cpansporter that bro&ht the food.to it, as”require&by 21 CFR 1.337, as well 
as the records required ‘by 211 CFR 1.3,&$ It cannot simp& kel$ q$$ the i&&e, because the invoke dues 
not identify the transporter. In the rare circumstance thatan, ~d~~~de~t facility, most likely a truck 
terminal, mere&provides a i~cation for ZTucks~to transfer possession, custody, ;or control to another entity 
and does not itself take. posse&ion, Gusto.dy, or~contml, even briefly (ag+; the terminal provides a location 
for one truck to transfer goods dire&& to another truck when bothtrucks are present at the terminal at the 
same time), then the in&pendent,:facility is not subject to’these regu&ions. If the facility is not 
independent but instead is owned by a transporters then the ~Mmsporter must ~intain records that include. 
the identity of the person ,from whom tbo transporter received the foo$l,the per&on to whom the transporter 
delivered the food, andthe routeof movement of the foo”d, :which ti# ir$lude:the terminah as required by 
2 1 CFR 1.352(a) or 21 ,CFR 1.352(b), ,depending on which option p tra&porWselects for complitiance. 

34.7 Q: [Added November 21)0$] A.publie *arehouse releases food to a ~?n~~s~o~~r immediate subsequent 
recipient who makes~ its own arrangemen& for transporting the food from tie warehouse ~to the recipient. 
The reseiving f&m sometimes does not Ijrovide details about tbe’c&?ier whu till transport the food from 
the warehouse. Is the warehouse no’w required to obtain $f6tiation about the~cariier? 

A: FDA intends to consider exertiising enf6rcement discretion with regard to d 1,345(a)(6) if the 
warehouse identifies the receiving fm’&at made the contra&& a~ngem~~~,for transport of the food as 
the transporter immediate snbse~~ent,r~ci~ient. ’ 

34.3 Q: [Added November 20053 An animal feed manufacturer purchases a feed ingredient-from a vendor. 
The vendor arranges transportation of the.‘ingredient to t&e ~~nf~~~-fa~~~~. Does the feed 
manufacturer have to establishsnd ma&ainrecords that id&&y the ~~~,~~spo~~r of the feed 
ingredient? 

A: FDA intends to consider exercising,~forsement discretion with regard ti $ 1.337(a)(5) if the feed 
manufacturer identifies the vendor that tide ~~,~on~c~a~ ~~ge~n~for transport of the feed as the 
transporter immediate previous source. 

34.9 Q: [Added November 20053 Is it acdept&ble to use a po&of%e bo;u as the address of an immediate 
previous source or immediate snbseqnent recipient? 

A: No. Section 306 (a):of the,Bioterro&sm Act &odified &?l. USC 414(a))‘@Fteq that a person shall grant 
access to FDA to recor@s “u~on~~r~e~t~~o~ of approprizite credentiati and a~vWten notice to such person. 
. . . ” For FDA to preserij credkntia1.s ar&tik= n&ice, the bek$on $0 whom the r&$est is beit3g made must 
be present. Because such personsare not, physically present at $&t,of&e boxes, FDA needs a physical 
address where the immediate’previous~ source or immediate subsequent recipient is locatedso that FDA 
may make a records access request if n&&sary. 

35. Vertically Entegrated Coq~pa~+s 

35.1 Q: If Company Z owns Fa#ties 1,2 $d 3, must it also own theVtrucl@ that transfer product from 
Facility 1 to Facility 2 and from l%cility 2. to Facility 3 in order to be considered a vertically integrated 
company? 

A: Yes. A vertically integrated comwy, as describedin the responses to comrrnmts 13 and 7 1 in the Final 
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Rule preamble, is defmed by ~~~t~uo~ posses@on of an article offocd. Once a covered person receives 
food and keeps information on its immediate previous sonme, that pe&n does not need to keep additional 
records until it releases; the food to, another person. “Person” ‘as added ‘in 21 CFR 1.328 includes 
individuals, partnerships, corporations, arid associations. ~e~~fo~ a company is no longer integrated if 
the food passes out of its control.and is released to another. person before re@rG.ng to the company’s 
possession. For example, if an independqt transporter takes passe@on of @u$fodd in order to transport it 
between two facilities ayed bythe same.company, the companj ~~t.~~ta~l~s~ and”tiaintain records 
identifying the transporter a~~“~on~p~~er immediate previvus soumes ~d~~ed~a~e Subsequent 
recipients. 

35.2 Q: Does mode oftransportati& matter% cases of verrically integrated companies? 

A: No, A vertic?lly integrated comp-anyj as described in the responses to eommems 13 and 7 1 in the Finaf 
Rule preamble, is defmed by continuous possession of an.&tioleof.f&d rather than its mede~of transport. 
A person or company must establish and maintain records whenever it releases the food to another person 
or company, including a transporter. - 

35.3 Q: If a nontransporter has a transporter subsidiary and uses that s,ubSidiary to$ransport food to others, is 
the transfer from the ndntransporter to the transpozter snb~~~~ considered an internal transfer? 

A: No. As described in the response to comment 7 1: in the Finai Rule pr&mble, a person must establish 
and maintain records vrihene@er ii.rele~s~s’ food;to,ano~er persmi. :I%rson” &&&med in 21 CFR 1,328 
includes individuals, partnerships, corporation& and asso&$ion.s. A sub&d* is a d&net legal person 
and records of the transfer of possession from the ~on~a~spo~~r lo the transpoj-ter subsidiary must be 
established and maintained. 

35.4 Q: Are two corporate. entities pa&o&he same vertically integrated Gompany if they .have the same 
controlling parent? _ 

A: No. As described in the response to &mment 71 in the H&l Rule pr&mbl~, a person must establish 
and maintain records *henever it releases food to .another person. “Person” as!de@ned in 21 CFR 1.328 
includes individuals, partnerships, corpe~ations, and asso&tions. ‘Ifthe two oorporateentities are legally 
distinct persons, they are rroi ~o~si~re~~ ofthe same~v&ti&&y i&eg&&ed @tipany, and records of 
transfers of food be&v&n them must be ‘established and ~&&tGne& 

35.5 Q: If~subsidiariesare Iegally distinct:bnt are managed o~~ra~i~~~l~ as a sin&e entity, are they a single 
entity for the purpose of this reg&tion? 

A: No. As described in the response TV comment ,7 1 in the,Finaf Rulepreamble, a person must establish 
and maintain records Whenever it r~le~~~.foo~tu‘ano~er~~n. “@rso~” as:deGnecl in 22 CFR 1.328 
includes individuals, partner~h&s, cor+rations? and assooiatio~s. Ihe ex~mpt@n for vertically integrated 
companies only applies to d&in& legal persons _ . . 

35.6 Q: A grain testing company operates o& its customer’s property. T&e customer o&s the facilities, but 
testing company employees sample graiiiitru~ks and rail cars and then perfom gmde testing while the 
truck or rail car,+aits. Some &the sample is destroyed by the,ttist.; Ihe rest &the sample ds colleGted in a 
grain wagon owned by:the customer. Qnoe the wagon is f$l; the testing company sells the grain back to 
the customer. Is the testing company exempt~fram this regulation? 

A: No, 2 1 CFR 1.328 defmes a nontr+u&porter as a person who *ov&s food or who holds, manufactures, 
processes, packs, imports, receives, or distributes food for purposes other than :~~spo~tion. Although in 
this case the testing operation o~&rs &thin the customers facility”&udtbe s~l~~~ain never leaves the 
site, the grain testing company has ownership of t&sampled grain and $eUs it .back to‘the customer. This 
would be considered,release-of the food%oanother person #&both ~~~~~e~,.rn~st establish and maintain 
records of this transfer as reqmred by‘ 8 1.337 and 5 1.345. 

35.7 Q: Does a franchisor’a warehouse that delivers to a fran@ise$s store compriqe a, vertically integrated 
operation? 
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A: No. As described in the response to comment 7 1 in the E”ma1 Rule pre~bl~, a person must establish 
and maintain records whenever it releases food to anotherperson. “Person” asdefined in’21 CFR 1.328 
includes individuals, partnerships, cor@ations, and associations. ‘Ihe franchi&e’s store is a legally 
distinct person and records ofm~emenr of food products from warehouse to fran@ise store must be 
established and maintained. If the frarichise store is a restaurant,~the frantihise store does not need to 
establish and maintain records because restau&mts are exemljt ‘from all requirements in accordance with 
5 1.327(-b). 

35.8 Q: A retail grocery stere.chain contrasts exclusively with a wholesale company for distribution. Does 
that wholesaler, under specific contra&, have to track td which stores the p‘attieular product went? 

A: Yes. As described in the response to cpmment 71 in the‘Fin& Ruie preamble, a person must establish 
and maintain records whenever it, releas& food to another person. %?erson” as ‘defined in 2 1 CFR 1.328 
includes individuals, partnerships, corporations; and asspeiations, The ‘whole&et is required to establish 
and maintain records of the movement of food to the warehuuse in acc;ardaace~with§ 1.337 and from the 
warehouse to the grocery stores in accordance with 5 1.345,‘because it is releasing food to another legal 
person. The retailer is required to establish and maintain recdkds of the r&eipt of’ food in accordance with 
91.337. 

35.9 Q: If a vertically integrated manufacturer, packager, and d@ributor~ contracts with a second firm for 
dedicated use of the sec;ond &m’s warehouse, would this~qualify’as a&zing ve&ally integrated? In this 
case the first firm may have control oft& warehouse but net ownership of the’wldrehouse. 

A: Yes. A vertically integrated company, as described”in the responses t~ommentts 13 and 7 1 in the Final 
Rule preamble, is defined by con$inuous:possession of an article of food. Iathe’example above, because 
the integrator has ‘dedicated use” of the second firm’s warehouse, it has retained continuous and sole 
possession of the food tithin i& +‘persen.” 

35.10 Q: A combined airline and caterer retrieves and reuses urrused soda, coffee, peanuts, and pretzels. The 
company currently does not linkincoming untied food prod~.@s intended for reuse to outg&g ones on 
restocked planes. Is thecompany e$$&ed to trace all ~~o~~pro~~~ts ~~~~~r~or~e~ping? 

A: No. As discussed in the responses tocomments 13 and 71 ~&the ~i~~~~R~l~;pre~ble, a company is 
vertically integrated to the extent that it does not release food to ~~~~r~erso~, Capture of unused food 
products from one flight and res@cking on another by an ai&ine~ that Gate&s its ewn flights does not involve 
release of the food to another pemon. Since the products never leave ,the possession of the company, 
records do not have to be established and maintained regarding movement-of the food, If the airline and 
caterer were distinct persons, they would be required to record any movemem Bf food between them in 
accordance with 2 1 CFR 1.3 3 7 and 1 .S45. Such records must include, the ~imrnediate previous source or 
immediate subsequent recipient @he&ad, an adequate descriptio,n ofthe foo& the quantity of food, and 
how the food is packaged. N;owever, records showing distribution offood to ~on&rners are not required. 

35.11 Q: Can a legal entity. select asubset of %$ities.in the chain of &stody tobe a vertically integrated 
operation, and if so, under ~~at.~~~i~~~~ ? For examkle, can legal entity ?I+;” who manufactures, 
packages and distributes pr~du~t~“M,‘“,des~~a~ the ~~f~~~ f&&$ and tiarehouse used to store 
newly made inventory 10 miles z&ay.as a one vertically ~~~t~d ,&era&n but -exclude 4 T-owned 
regional warehouses that product will be subsequently s~~~ed’.~~~~ before delivered to retailers? 

A: As discussed in the response to comment 13 in the Fins1 Rule ~re~b~~, a vertically integrated 
operation must establish and mamtainrecords that identify the ~~e~~t~ previous sources of all food it 
receives, but does not have to establish a&d maintain rec&ds idiom immediate subsequent recipients 
of the food until-that food is released to rinolher,person~(includ~g ~.~~~~e~). Wowever, the vertically 
integrated operation may choose to rna$tain records’ of someor all &e&l tra&sfers of food as a matter of 
business practice. Sections 414(a) and 704(a) of the A& provide &DA a6eess tu existing records relating to 
manufacture, processing, paeking, transiyortation, distribution, receipt, holding, or importation of food 
when the records access requirements .of the I$ioterrorism Act are satisfied. 

35.12 Q: [Added November 2005] If a fm administers a disnibution center for a retailer under con&act, are 
records required for transport between, the distribution cent@r and the varjous &tail butlets? 
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A: Yes. The distributiotion co&&x, a person distinct &om the retailer, has custody and control of food 
products at the distribution center and &leases them to the retail outlets, under control of the retailer, The 
distribution center and retail outlets are t&refor!e not vertically ~te~t~~~or the purpose of this regulation 
and records of release of food from one facility and receipt at the othermust be established and maintained 
in accordance with 21 CFR 1,337 and 1,345. 

35.13 Q: [Added November 20051 A vert@lly integrated ~o~~~~o~~~,a.~r~d~~~ and distributes it to reta% 
outlets directly. Does the route truck d&t$buting the praduct have to record lot numbers delivered to each 
retail outlet? 

A: Yes. The company must establish and maintain records m a~~or~~e.~i~~l CFR 1:345 when it 
releases the food to andtherpe&on. I&his case, that release o&umw&n theefood is delivered to retail 
stores. As a manufact$er, the company mnst establish a& maintain re&~ds, for the food it releases that 
include lot numbers if they exist, inaeco@ance with 5 1.34$(a)@). ,Hewever, ifthe company is pe&orming 
direct store delivery (pl;acing,food produ@s directly within the @taij store) the lot number requirement is 
modified as discussed m question 37.1. 

35.14 Q: [Added November 2005] A food manufacturer releases frozen sandti&es to~an independent 
transporter, The transp@ter~delivers thesandwiches to f@zen’stcuage sites also controlled by the 
manufacturer. The manufacturer then transports the sandvicbes f%m the ~storage sites to convenience 
stores with its own transpoti tleet. Is ~e’,rna~u~ac~~r required to establish maintain records of the 
release of the food to the independent tmnsporter as well as,subseq~~ntlreceipt,,~~m that fransporter and 
release to the convenience store& 

A: Yes. For the purpos$ of this ruIe, t& ~u~~~er/dis~b~~~~ is not a.wxti~ally integrated entity? as 
discussed in question 3F. 1 of this dooun+%. Tlie manufacturer must establish and maintain records when it 
releases food to the independent transporter in a$cordanee with 2 1 CFR 1~345. ‘These records must include 
the lot or code number or other wique~ identifier of the fo@, ifit exists, as‘ rq&ed by ~$J .345(a)(4), The 
manufacturing firm also must establish a@ maintain records in ac~rdance with 64 1.337 and 1,345 when 
the food is received from the independ@ transporter at its storage.s&e and upon its,snbsequent release to 
convenience stores. At &is stage, the manuf~turing firm&&~tions as a disn-lbutor, and the record of 
subsequent release to the convenience &ore does not have to incIu~e,~~~‘R~b~s. 

35.15 Q: [Added November 20051 If a company (e.g., a Control ~~~~or~!~~v~t~~y~~~d business) makes a 
transfer between two of its oi;vn retail steres orbetween two of its ov$r w&eheuses using an outside 
transporter (e.g., UPS or a ~o~-~~ed~~~k~g company)* shouldn% the company be exempt under the n&z 
from maintaining records of the tram&~? 

A: No. As explained in question 35.1 of this ddcument, the’company is no longer ver&ally integrsited for 
the purpose of this mgnlatian if it releases -food to another person as part of ‘a $inafer from- one f&Sty 
owned by the company to another. 

35.16 Q: [Added November 20051 Two s$@diaries share .the same faeitity. :IZ?oes.this regulation require the 
establishment and maintenance of records when food is. transferred, f&m the possession of one subsidiary 
to the other? 

A: Yes. LegalIy distinct persons must-es$ablish and main* reeords whq foql is transferred between 
them. -. 

36. Reclamation Centers 

36.1 Q: A supermarket ch$n processes foo$ product,re~.t~~~gh a r~l~ati~~ center. Some products go 
from the center to donations, ‘some back t-6 stores in the chain, some goes ba& to the, vendors, and some is 
sold to salvagers for resaIe. What are the recordkeeping r~~ui~~rn~~~ forthes~ products? 

A: As described .m the response to comment 44 in the Final Rule preamble, a reclamation center owned by 
the supermarket chain viii be treated qif it is pqt of tJxhe~supennaxke$ f&tie ,quqj.ose of this regulation. 
The response to comment 44 also s.tates that the release of food to nonprofit orgarnzations is considered 
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equivalent to direct distribution to a consmner and is exempt from re~~r~eep~g requirements. However, 
if the food is rettirned to the~manu&ctt+z or sold to ~~~~r,no~cons~~~ the re,clan&on center must 
establish and maintain records identif@ng the immediate subsequent recipient #the food, to the extent this 
information is reasonably available. If the reclamation center is an ~~ep~~d~t entity, then both the 
supermarket and the reclamation center ‘must establish and maintain records of product movement between 
them. The other transa&ions are treated-as described above: 

37. Direct Store Delivery 

37.1 Q: The fmal regulation requires persbnswha tie manui%%trers to keep production code/lot data. The 
fulal regulation also prbvides certain exemptions f 1’. e., from lat controls to persons who directly. place their 
products into a retail es,tablishm&n. For a:vertically integrated company that encompasses both activities, it 
is not clear which requirements apply. C,an. sue% an operaticiu inaintain lot” tracking f%om the 
processing/packaging facility throughreceipt.at the last company o~~~‘di~~~~tian center prior to 
delivery to a retail outlet? I 

A: Yes. Sections 1.337’and 11345 require persons who manufacture, process, or pack food to record the lot 
number or other ident$er 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 doliveries (DSD) is 
performing mixed nontransporter a&vi&s: (I) it is manufactriring~ processin packing, holding, 
transporting, receiving,: and”distrzbutirrg its products; and (2) it is actizrgas a retailer (Retailer A) that is 
essentially renting shelf space from.another retailer (Retailer B)~vi&@ it stocks itsproducti on Retailer B’s 
store shelves. Accordingly, the ~e~ic~~y,~te~ted cam@any must ~~ta~~h a&n%intain records for each 
ofthese two distinct ~fuirctions. As required by sections 1.337 and 1.345, the manufacturer must establish 
and maintain records of all food, it receives, and all food it rel+es i&its &stributi&r or warehouse 
location, including lot $n.unberor .other idemifler (ta,the eXtent tl$s ~fo~atio~ 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 required to recordlot numbers. Retailer B also. is anontransporter who is subject to 
these regulations because it has custody’@ cant& of the food:, -Ac~o~~~gly~it”~ust establish-and maintain 
records of all food it receives from theDSD in accordance with section 1,337, but it is not required to 
record lot numbers, as it is not’manufac,turing, processing or p&i@$he foo,d, (See Question 61 for 
another exampleof a person performing mixed~ac,tivities - in that cas&an in-store bakery within a retail 
store,) 

37.2 Q: A company manufactures a food:product (e.g., a gallon of ~~~.~d,plac~s that milk on a truck owned 
either by the company or by a third,party for delivery to a ~?r~~o~~~dis~b~tio~ facility. Does the 
company have to keep recordstbat contain the lot or codengber or O&X ide$fier of that gallan of milk 
(in addition to the normal immediate $rev$ouw sour& an~~e~i?~e:s~bseq~e~t recipient information.}? If 
instead the samecompany 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 comI&ny need to keep records that contain the lot or 
code number or other idemi&r of that gallon of milk? ’ 

A: Yes. Sections 1.337’and 1345 require persons who rn~uf~~e, process, or pack food to record the lot 
number or other identifier of&food, (to the extent this information exists) for,food they receive or 
release, respectively. 1~ both example&, -the company is a ~~f~~r.that”is ,releasing the fuod to another 
person. In the first sitnatiou, the ~imm&iate subsequent recipient is ffie s%&ehousbdistributor and the 
transporter taking the food to the, ~~~~~se/d~s~~u~r is either the ~~~~~er or the third party. In the 
second case, the releask from the manufacturer is to the retail&r directly. &cord&glys section 1.345(a)(4) 
requires the manufactt&er to inch&c the’ lot number or ~bthe~‘identifler oft& fcod to the extent this 
infurmation ai@-s. If the m&n$@urer does not providelot’numbers or o&er iderrt@rs, the rule does not 
require it to create one.: The ‘w~eh~us~/d~s~but~r is not required to record the lot numbers .or other 
identifiers, even if they exist,. unless it, is @bsequently packing (including &pr$king) t&e milk after 
receipt. The retailer also is -not.required.to record .the lot rmmbers or other i~e~~~~rs, even if they exist, as 
it is not manufacturing, processing, or packing the milk. 
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38. General Questions 

38.1 Q: There are ship owners that simply haul freight where the transpotier is the%Ter of the container. 
The vessel owner is nod con&en& the transportec the owner of-the container h~asthebill of lading and 
other information about the container’s contents and destination I&MS the owner of the vessel now need to 
establish and maintain records? 

A: A transporter is defmed as a pei$on.who has possession, custody, or control of an article,of food in the 
United States for the sole puSpose of transporting the food, w~et~e~‘b~ road, rail, water, or air. This 
definition also ineludesja fore&-i person that transports food in the United States, regardless of whether,the 
foreign person has possession, custody, or control‘af +e food for the sole &rpose of transporting the 
food. In the situation described above; the vessel owner has ~~~sica~~~~sses~~ of the food container for 
the sole purpose of tra&porting tie: fo+nd is considered a~tinsporter. .21 CI?R 1.352 requires that each 
transporter estabhsh and mamtain records that identify the i~ediate pretioussource anti the immediate 
subsequent recipient ofan article-of ftiod, regardless of whether tie i~~~ate.Fr~vio~s source and 
immediate subsequent recipient are transporters or nontrans$@ars,! $be relevarnt iecords must be created 
at the time of each transfer of the food, The transporter may en& into ti ‘ag@ement in which the 
nontransporter immediate previous souree’or immediate subsequent $eeipient establishes, maintains, or 
establishes and maintains,‘the requi.red,inforniation as described inEjk,352(e). The vessel owner is 
therefore required to establish and maint$n records as specified in # 1.352, as lolrg as that vessel is 
transporting the,food in the United States. 

38.2 Q: [Added November 20051 Must. a foreign transporter ftmnsporting wi&in the United States) have a 
place of business in the United States to comply with this regulation? ’ 

A: No. However, the transporter must be. able to comply with the record availability requirements of 2 1 
CFR 1.361 for the records they have estiblished and maintained in ~~~~rd,~~~:~i~ §,1,352. The records 
must be made available as soon.+ possible foliovving an ~pp~op~ate-~~~~~t by FDA, not to exceed 24 
hours. 

38.3 Q: [Added November 20053 A &m’s @eight brokerage_division negotiates fireight rates and assigns 
shipping to independent carriers. Is the brokemge division held liable ,if an, independent carrier under 
contract is not in compliance with, this Yegulation? ~ ’ 

A: No. Both the &-eight brokerage and the independent carrier are ~~s~~~~s~~nbject to this regulation. 
Both are responsible foi complying .tit&this rule, which either may do for the @her a& a matter of business 
practice, but legal responsib,ilityfor est&lishrnent and m&tenance ofreeor+ ,and fo.r,meeting the records 
access timeframes specified in §1;361 rem,aihs’~ith bothparties. For the purpose ofthis regulation, a 
person, such as the+eight brokerage above, who ~entera $6 a&ontraot to ~a~~~o~ an article of food and 
has control over the food is considered a&ansporter, even if the act@ transport is subsequently 
subcontracted to another entity. If the’brokerage is relying on the i&qendent ~ar@er under contract or 
business practice to sat& the brokerage’s duty to comply with t~~,~guI~~on~~d the carrier fails to keep 
the requisite records, the brokertige is liable for the &okemge$ failtie to ‘comply. 

39. General Questions 

39.1 Q: A transporter picks up a container &om a‘pier; what informationis the transporter required to have 
about the contents of the contaitier? 

A: The transporter must establish and maintain records that co&tin the information specified in 2 1 CFR 
1.352(a), (b), (c># or (d) unless there isspre-existing agreement with the ir?nmedi$e previous soume or 
immediate subsequent redipient to establ& maintain; or establish‘and maintain that’information as 
described in $1.352(e). 

39.2 Q: [Added November 2005] An independent transporter ~es,~t~pl~.d~l~~~es of food from a single 
distribution center to multiple retail stores owned by a single compauy, Does :e tr&sporter have to 
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establish and maintain records for each separate delivery along its route to stores in the. retail chain? 

A: Yes. 21 CFR 1.352 provides multiple ways in which a transporter &food may establish and maintain 
records to comply with I&is regu&tion+, However, 8 1,352@), &),$-), a& cd) alI inelude the requirement 
that the transporter ider& the food’s de@nation. Each ~hysical’lo~~~~o~ -&at receives food is considered a 
destination The transporter may’ also enter into &r agreement with the ~o~~o~er immediate 
subsequent recipient to establish; m&tam, or establish and, jnannam .the req$r&d information in 
accordance with 0 1.352(e). In the exampje above, the non~bporter could enter into an agreement with 
the retail chain or the nontrans~orter i&mediate previous source to est@l&h and maintain the required 
information, ._ 

39.3 Q: [Added November’2OOSJ v\Fhen bat&d water is delivered to. asingle cotiarcial account with several 
physical locations, what records need to be kept? Wherrdelivered to several buildings at the same 
location? ;./ 

A: The answer depends, on whether the person delivering the, water &.a ~~~~s~o~~r or transporter. A 
nontransporter is required by’2 1 CFR l..3W&( 1) to establish a& maintain .records for all fo,od it releases 
that identify the name of the fir-n& ad&e&,.telephone number and, i-f‘Ep&ilablc, .+he faxnumber and email 
address of the nontransyjorter immediate subsequent recip~t~~~~~~~~o.~e no&ransporter receiving 
product from a vendor with multi,ple ship.points discussedin& rel~~e~qne~~~~ 17~3 of this document, 
the nontransporter delivering the water,must ideritifjr the add&~ and other’cont&ct.information of the legal 
person (the commercial~account):receiving the watei but does laot need to pmvme information on each 
physical location. A tmrjsporter~must insteadestablish and.mam&n recerds as specified in Q 1.352, which 
provides multiple options to comply with the records requ$rements for each artiele~of food transported. 
Sections 1.3S2(a)p (b), (c}, and (d) all include&e requirem&t that ~e-~~~o~~r identify the food’s 
destination. -Each physical location thatreceives food is considemd a ~~~atiu~~ The transporter may also 
enter into an agreement with the nontra+s+-ter immedi@e sub,sequ&t recipient~to establish, maintain, or 
establish and maintain. the required information in accordance wit% Q 1.3S&e). 

‘_ 
39.4 Q: [Added November 200512 1 CFR 1,3$2(a)(6) states-t%+ ~~o~r$ must establish and maintain 

records that include the route nf movementof an article of food in their possession. Row detailed should 
this record of the route be? 

A: Transporters complying with 2‘1 CFR 1.352(a)(6) should reoord-every transfer of the food between 
different vehicles owned by the f%m while the food remains & that +r$s posse&on, including the 
location of each transfer: If uo internal’tiansfer of the food occurs+ the origin and d&&nation points at 
which the transporter received and rele&ed the food are su’ffrcie~~t. to chgmAxi@ theroute of movement. 

39.5 Q.: [Added November ZOOS] Certain expressdelivery f%ms are able to track domestic shipments and can 
identify the shipper and reciljient of every abipment. Howev.er, the current ays@n does not include 
descriptions of the freight. If FDA made L records access request $o one of these,~tirms, the agency would 
presumably already know the.ide&y of the shipment, Given this, do these ‘firms have to include 
descriptions of the freight in the records they es&b&h ~~.~ai~t~i~~ _~ 

A: Yes. An express delivery f~.~e~c~b~d.~ this example that transports foodmust comply with record 
retention requirements of2 1 CFR 1.360(@ and the record ~v~il~b~~ ‘requirements .of 8 1,361. The firm 
will not be aware of its legal ~e~on~i~~~~~s undur this r~~~~~~~.~~~ it is awtie that it is, transporting 
food, and to what degree the food is per@hable,. In addition, rf FDA 4s c~~d~~~ a traceback or 
traceforward investigation, the‘ agency may know the identity ofthd%&d that w&s transported but not the 
quantity. Such int6rmation may $lloW FlZ%AtoO‘rapidly deter&e whither so&e of the food was diverted or 
whether multiple transporters carried food between two na~~spo~~~. 

40. General Questions 

40.1 Q: A facility receives a pro,duct with two-year record ret&&u xequi&ment, holds it for three years, and 
then releases it. Is the facilityrequired to’retain :tbe. incoming records uuti M some time after the product 
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is released, regardless of the holding petiod? 

A: The facility is ,not required to maintain any r+ord for longer than two years after its creation at the time 
of the transaction it describes, because, Section 306 of the Bioterrorn+m Act exl&citly limits the, retention of 
records to two years or less. Records cre@ed when a foods s,ubj’ect to the @VO y&r record retention 
requirement is received may be discarded after two years, evenif’the product remainsin the f&&y. The 
facility still must establish and maiutam r”ecords* identifying&e .transpo&er ~d~~~~~apo~~r immediate 
subsequent recipient when the’food is released,in accordance w&21 CFR. 1.3$, even if tie retention 
period for the record identif$ng the-immediate previous source has expired. Ifa f&@ty anticipates that it 
may hold food for longer t&n tvVo yea&it may:wish to ret&n rezords of&c&t for more than two years as 
a matter of business practice. SWre~ords could be helpful to both the f&%&y and FDA in the event of a 
trace back or trace forvGard investigation. 

J. What Are the Record Av&lak@ity ~c~~~~e~e~ts? (Se$km ld@) _ 

41. General Questions 

41.1 Q: The regulation requires each ~on~~a~o~~~ to establish and ma,imain records onsite or at a reasonably 
accessible location. The recordkeeping requirementa maybe a burden for .small~r businesses that assist in 
product development and prod&t sarnl$e testing. Can a larger firm .&at hires’d~smaller one for food 
development and testing maintain the rreoms on behalf, of the smaller.:f~? 

A: 2 1 CFR 1.360~requims each nonlmnsporter to estibhsh and ~i~t~..r~or~s.at the.loc#ion where the 
covered activities described in the records occurred, or at & ~~aso~~l~~a~~~ss~b~e location. FDA does not 
intend to specify the method,or systemby which this is done. &i th$s case, in the event that FDA has a 
reasonable belief that an article of food is.adulterated and presents athr~at‘ofserio~us adverse he&h 
consequences or death to humans-or a&n&, relevant records “must ‘he made accessible on&e, at the testing 
facility or at a re&onably accessible l&$&n as soon as possible upon re&& by ,FDA, not to exceed 24 
hours, as required by 5 L36 1 and sj 1.363. Regardless oftbe speciEi. ~~,~~~~~ ‘the legal responsibility 
for estiblishing and maintaining records, ,and for producing &em in zr ‘timely fa@ion, &uld remain with 
the testing facility. 

41.2 Q: It is possible that an investigation rnsy lead FDA to suspect that aproduct may have been tampered 
with inside a vertically mtemted operati@, forexample $n route ~~~e~~~..~~li~~s. If company 
systems are set up to establish re+~~dsas a’vertically integnated operation, what would be ,FDA’s 
expectations if intra-company records ‘v&-e requested? 

A: Sections 414(a) and 704(a) of the Act provide access for ~~~~~g~~~c~rd~ relating, to manu-facture, 
processing, packing, tisportation, dist&bution, receipt, holding, or ~rn~~~a~o~ If FDA requests 
intra-comply records under’ fhe Bioterrcn-i.sm Act, FDA ex@cts a vertiea$y &$egrated‘o$eration to 
provide access to such existingrecords& soon as possible, not to’exceed 24 hours, from the time of receipt 
of &official request, as required by 21 CFR 1.361’. 

41.3 Q: [Added November;2005] A large firm may produce large mounts of:,&ta;m response to a records 
access request by FDA ( 15 b~xes.~~~~ material or 5-4 ~ig~h~s of eie~tronic data, or more). How 
should these data be supplied to FDA?. 

A: As discussed in the response to commeut 1 of the.Final R~~,~re~ble~.~s &gulation does not specify 
the form or type of system in which reGords must be estab$she& and rna~~~e~. FDA’s intent is to have as 
little impact as possibleIon &+-em ~ec~~~~e~~g,~r~ti~es ift$ose r!eeords &&meet the requirement of 
this regulation. Howev+, the &m must have a system to, retrieve the records and be able to meet the record 
availability requirements ‘of 2 1 CFR 1.363 by producing, in response to an appr?priate request from FDA, 
the desired information as soon as possible,not to exceed24’hours. It& not &f&ient to sjmply produce 
all records from a given time period or facility in response to. &nore,.specj& request for information. 

41.4 Q: [Added rirovember ,2005] A nontrzmsporter establishes and maima@ recoils &the site where covered 
activities are performed. The site is operated se&o&lly i~,a,~e~~t~~ocati~ and tbe.nontransporter’s 
representatives may not be able to reach t&e site within 24 h.ours of’E”DA’s request for mcords access. 
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Alternatively, the nontransporter’s representatives may be able to reach~ the site -within 24 hours to present 
the records but FDA’s representatives sre. unable to reach the site in.,tbaz time: Is tl& nontransporter failing 
to comply with the recopd availability requirements of 21 CFR 1.361‘? 

A: Yes, 21 CFR I .361 requir&s that in the appropriate circ&&ances, any applicable records must be made 
readily available‘for inspection and phatoeopymg or o~er,~e~~o~~~ro~~ti~n as soon as possible, not 
to exceed 24 hours from the time of receipt of the request. :A ~~~~~1~ ogerated remote location that may 
not be reachable within :24-hours by &t&r the rion,transporter or FDA is not a readily available repository 
for records. Under these cirC,umstancesj the nontransporter sbonld ~~~id~.~~~~g the records on-site 
or at a reasonably available offsike location as provided by 24 CFR 1.36~(,@ to’avoid noncompliance with 
this regulation. 

K. What Records Are Excluded F&m tbi$ &de’! ,(Sectian l&2) I 

42. General Questions (Reseryed) 

L, What Are the Consequences :@f ~~~~~~~t~ Establish a& ~~i~~~~ Re(4l)rds’w Make Them 
Available to FDA as RequiFed by&is R&? (Section 1.363) 

43. General Qu&ions 

FDA has addressed quest%& we.receivedon this issue in tbe~Fina1 R&L 

M. What Are the Complian~ce D,atrrts forl~i~~Rub?‘(S;~~~~.5.3 

44. General Questions 

44.1 Q: Some multinational companies have, subsidiazies which m&y not be food oriented (e.g. trucking lines, 
barge companies, -industrial hrodncts). T&ese subsidiaries may ~beloeated ,in many count&s around the 
globe. Should the total number of,employees from all the s~~si~~~~~rn~~e~ be included inme total 
count for the purpose of determmmg the.+mplrance date fof this regu%tiun; orshould the count be of 
those employees within the corporate subsidiary manufacturmg (or otherwise associated with) the food 
article? 

A: The employee count islimite& to the individual company performing cover+ ktivities in the United 
States. 2 1 CFR 1.368 specifiesthat all f$l-timeemployees .inthe i&ividu$l company (Lo., a single legal 
person) are to be,counted, wbetber or notkthose employees are engaged inactitities related to food subject 
to this 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 regulatioa; : : 

44.2 Q: A company is foreign-owned and has refmeries in 3 o@r coukiew The company’s only U.S, 
location has approximately 60 &R-time employees. W~r~wid~~ we &tve nearly 1000 full-time 
employees. 
employees? 

For .me purposes of eomplyin~ with this isreguIation, are we’considereil to have 60 or 1000 

A: The company-has 60 employees for me purpose ofdeterrnining the ~o~p~i~~e”~te for this regulation. 
2 1 CFR 1.327(h) provides 6% foreign persons (except foreign persons who tr&sport food in the United 
States) are not covered by this regulation. 

44.3 Q: [Added November: 20053 In cases where a state agency. isthe vendor ,for liquor, is the compliance 
deadline based on the nmnber of employees in the agency or in the entire state kovemment? 

A: The compliance deadline is based on the m&l&r of empkoyees inthe state government. As discussed in 
question 44.1 of this dokment, 2-l CFR ‘I ,338 specifies that all f&time equiv$lent employees of a single 
legal person are to be counted, whether ar not they are engaged in activities se&.&d to food subject to this 
regulation. 
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44.4 Q: [Added November 20051 Hew does tie defnition of,~~l~yees in the fma;l I-&($& total number of 
hours a store is open divided by ,nmbez? afho~ worked by $11 employees in ,o~e year, 40 hours x 52 
weeks) apply to a store that may be opqtiore than 40 hours a week? 

A: 21 CFR 1.328 of the Final-Rule speci%G t&t the n~b~~.of~l~~~~ eqtiv@z@ employees is 
determined by dividing the toti,@mxbe~ of ho? of sal&y or Wage? p&d &rec$$ to employees of the 
person and of all of its affiliates by the mmxber of hours of Work in on? ye& (2@30;hours = 41) hours x 52 
weeks). This is not related to the numbq ,of hours per week th@+i store is open for,business. 

N. General Comments 

r _ -._.- ._-... -^-..-.-_- ..___ -_ . . --- ..^.. *--.- ._ ., ._.. ~_ .~7^ “.“, A_- - ,_.. 

* This is a revision of the first edition &the EDG,guifjance “Questio~~,a~~~w~~R~~a Establis~ent and 
Maintenance of Records,” which @IA issued on &ptember 2,20QS.’ ’ ” 
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