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Why is Transportation Regulation
so Important?
An estimated 224,000 people fell ill
nationwide in August and
September of 1994 when, due to a
new contract, trucks began hauling
ice cream premix immediately after
raw eggs.
This nationwide outbreak of S.
enteritidis gastroenteritis, the
largest ever recognized in the
United States as due to a common
vehicle, was caused by the
consumption of contaminated ice
cream.
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Beginning in late September 1994, the Division of Public Health Laboratories of the
Minnesota Department of Health received an increased number of S.
enteritidis isolates from residents of southeastern Minnesota. Schwan's ice cream
had been eaten by 11 of 15 patients (73 percent), as compared with 2 of 15
controls. On October 9, the manufacturer initiated a nationwide recall of all ice
cream made at its plant in Marshall, Minnesota. The ice cream plant remained
closed until November 7, 1994.
The ice cream plant in Marshall, Minnesota, is the primary production facility for the
door-to-door distribution system of Schwan's ice cream. Ice cream was made from
premix purchased from two suppliers; no defects were noted during inspection. The
premix was transported to the Marshall plant in tanker trailers, transferred to storage
silos on arrival, and then moved to flavor vats and freezers to be made into ice
cream. Neither the premix nor other ingredients were pasteurized after delivery to
the plant.
Inspection of the ice cream plant revealed no problems with equipment, qualityassurance measures, or coliform tests of the products. Tests for salmonella
routinely performed on chocolate flavoring and French-vanilla premix before use
were negative.
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The tanker trailers that transported the premix were also used to carry
nonpasteurized liquid eggs, oils, molasses, corn syrup, and pasteurized dairy
products. The trucking company reported undertaking a new contract beginning
around July 1, 1994, that greatly increased the amount of nonpasteurized eggs they
were transporting from egg-breaking plants in Nebraska and Iowa to processing
facilities in Minnesota. After July 1, backhauling a load of nonpasteurized eggs after
transporting a load of ice cream premix became a common practice.
Written procedures called for the washing of tanker trailers after the delivery of liquid
eggs and specified that the interior of the tanker trailer was to be washed and
sanitized and the outlet valve removed for hand cleaning plus sanitization before
premix was loaded. Officials of the FDA and the Minnesota Department of Agriculture
noted soiled outlet-valve gaskets, inadequate record keeping, and the lack of routine
inspection of the interior of the tanker trailer. Documentation of cleaning was absent
for seven tanker trailers on seven occasions during the outbreak period. Egg residue
was discovered in one tanker trailer after cleaning. To save time, drivers could elect
to bypass the cleaning procedure after unloading eggs. Cracks were noted in the
lining of five tanker trailers, including one associated with products consumed by the
case patients.
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History of U.S. Transportation
Regulation
1990 Sanitary Food
Transportation Act
• Allowed inspections of
trailers and trucks used to
haul food ONLY if crossing
state lines
• Only provided for civil
penalties for enforcement
• Very general in nature and
without much specific
authority
Rev 2

2005 Sanitary Food
Transportation Act
• Required that FDA prescribe
sanitary transportation
practices to ensure that food
(including animal feed)
transported by motor vehicle
or rail is not transported
under conditions that may
adulterate the food.
• The proposed rule was
finally withdrawn in 2011
with the passage of FSMA.
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The Sanitary Food Transportation Act of 1990, 49 USC 5701
Not later than July 31, 1991, the Secretary of Transportation, shall prescribe
regulations on the transportation of cosmetics, devices, drugs, food, and food
additives in motor vehicles and rail vehicles that are used to transport nonfood
products that would make the cosmetics, devices, drugs, food, or food additives
unsafe to humans or animals. If the Secretary finds packaging standards to be
adequate, regulations may not apply to products packaged in packages that meet
the standards. LIST OF UNSAFE NONFOOD PRODUCTS- the Secretary of
Transportation shall publish in the Federal Register a list of nonfood products the
Secretary decides would make cosmetics, devices, drugs, food, or food additives
unsafe to humans or animals because of transportation of the nonfood products in a
motor vehicle or rail vehicle used to transport cosmetics, devices, drugs, food, or
food additives. TRAINING PROGRAM- the Secretary of Transportation shall
develop and carry out a training program for inspectors to conduct vigorous
enforcement of this chapter. ACTIONS- The Secretary of Transportation shall
request that a civil action be brought and take action to eliminate or ameliorate an
imminent hazard.
2005 SFTA – Proposed rule released 4/30/2010 and withdrawn 2/4/2011. This
action was also part of a larger agency effort to focus on prevention of food safety
problems throughout the food chain. The 2005 required the Secretary of Health and
Human Services (HHS) to issue regulations setting forth sanitary transportation
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practices to be followed by shippers, carriers by motor vehicle or rail vehicle,
receivers, and others engaged in food transport.
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Sanitary Transportation of Human
and Animal Food - Final Rule
• Released April 6, 2016
• One of seven foundational rules
proposed since January 2013 to
create a modern, risk-based
framework for food safety.
• The goal of this rule is to
prevent practices during
transportation that create food
safety risks, such as failure to
properly refrigerate food,
inadequate cleaning of vehicles
between loads, and failure to
properly protect food.
Rev 2

Confidential D. L. Newslow & Associates, Inc.

4

The Food and Drug Administration (FDA) is issuing a final rule to establish
requirements for shippers, loaders, carriers by motor vehicle and rail vehicle, and
receivers engaged in the transportation of food, including food for animals, to use
sanitary transportation practices to ensure the safety of the food they transport. This
action is part of the larger effort to focus on prevention of food safety problems
throughout the food chain and is part of the implementation of the Sanitary Food
Transportation Act of 2005 (2005 SFTA) and the Food Safety Modernization Act of
2011 (FSMA).
This rule builds on current safe food transportation best practices and is focused on
ensuring that persons engaged in the transportation of food that is at the greatest
risk for contamination during transportation follow appropriate sanitary
transportation practices. The rule is flexible to allow the transportation industry to
continue to use industry best practices concerning cleaning, inspection,
maintenance, loading and unloading of, and operation of vehicles and transportation
equipment to ensure that food is transported under the conditions and controls
necessary to prevent adulteration linked to food safety.
The requirements do not apply to transportation by ship or air because of limitations
in the law.
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Exclusions and Exemptions
•
•
•
•
•
•
•

Transshipping
Export, but ONLY after reaching the port
Revenue under $500K
Transportation performed by a farm
Indirect food additives (compressed gases)
Byproducts w/no further processing
Live food animals
What is a FARM according to the FDA?
Two types: primary and secondary
Definition was expanded by FDA to include
packers.
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Transshipment or transhipment is the shipment of goods or containers to an
intermediate destination, then to yet another destination.
One possible reason for transshipment is to change the means of transport during
the journey (e.g., from ship transport to road transport), known as transloading.
Another reason is to combine small shipments into a large shipment (consolidation),
dividing the large shipment at the other end (deconsolidation). Transshipment
usually takes place in transport hubs. Much international transshipment also takes
place in designated customs areas, thus avoiding the need for customs checks or
duties, otherwise a major hindrance for efficient transport.
Primary Production Farm: This is an operation under one management in one
general, but not necessarily contiguous, location devoted to the growing of crops,
the harvesting of crops, the raising of animals (including seafood), or any
combination of these activities. The supplemental rule proposed, and the final rule
includes, a change to expand the definition of “farm” to include packing or holding
raw agricultural commodities (such as fresh produce) that are grown on a farm
under a different ownership. The final rule also includes within the “farm” definition
companies that solely harvest crops from farms.
Secondary Activities Farm: This is an operation not located on the Primary
Production Farm that is devoted to harvesting, packing and/or holding raw
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agricultural commodities. It must be majority owned by the Primary Production Farm
that supplies the majority of the raw agricultural commodities harvested, packed, or
held by the Secondary Activities Farm.
This definition for a Secondary Activities Farm was provided, in part, so that farmers
involved in certain formerly off-farm packing now fit under the definition of “farm,” as
the packing is still part of the farming operation. In addition to off-farm produce
packing operations, another example of a Secondary Activities Farm could be an
operation in which nuts are hulled and dehydrated by an operation not located at the
orchard before going to a processing plant. If the farmer that owns the orchards and
supplies the majority of the nuts is a majority owner of the hulling/dehydrating facility,
that operation is a Secondary Activities Farm.
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Waivers
• Grade A milk is
already regulated by
the NCIMS Program.
• Retail food products
are already regulated
by the Retail Food
Program.
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The agency intends to publish waivers for:
Shippers, carriers and receivers who hold valid permits and are inspected under the
National Conference on Interstate Milk Shipments (NCIMS) Grade “A” Milk Safety
program. This waiver only applies when Grade A milk and milk products—those
produced under certain sanitary conditions—are being transported. FDA
acknowledges that controls for such transportation operations already exist under
the NCIMS program, with State enforcement and FDA oversight.
Food establishments holding valid permits issued by a relevant regulatory authority,
such as a state or tribal agency, when engaged as receivers, shippers and carriers
in operations in which food is relinquished to customers after being transported from
the establishment. Examples of such establishments include restaurants,
supermarkets, and home grocery delivery operations. FDA acknowledges that
controls for such transportation operations already exist under the Retail Food
Program, with state, territorial, tribal and local enforcement and FDA oversight.
The FDA also received comments asking for a waiver for transportation operations
for molluscan shellfish for entities that hold valid state permits under the National
Shellfish Sanitation Program. The agency continues to review comments on this
request, and will issue a determination in the near future.
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FDA will waive any requirement of this subpart with respect to any class of persons,
vehicles, food, or nonfood products, if:
(a) The waiver will not result in the transportation of food under conditions that would
be unsafe for human or animal health; and
(b) The waiver will not be contrary to the public interest.
FDA will consider whether to waive a requirement of this subpart on their own
initiative or on the petition submitted by any person who is subject to the
requirements of this subpart with respect to any class of persons, vehicles, food, or
nonfood products.
Instructions for applying for a waiver appear in § 1.918 and § 1.920.
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Compliance Dates
According to the Small Entity
Compliance Guide,
Small businesses – April 6, 2018
Everyone else (who does not qualify for
an exemption) – April 6, 2017
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Small Businesses - businesses other than motor carriers who are not also
shippers and/or receivers employing fewer than 500 persons and motor carriers
having less than $27.5 million in annual receipts.
Other Businesses - a business that is not small and is not otherwise excluded from
coverage.
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Summary of the

MAJOR PROVISIONS
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As required by the 2005 SFTA, this final rule addresses the sanitary transportation
of food (human and animal food) by establishing criteria and definitions that apply in
determining whether food is adulterated because it has been transported or offered
for transport by a shipper, loader, carrier by motor vehicle or rail vehicle, or receiver
engaged in the transportation of food under conditions that are not in compliance
with the sanitary food transportation regulations. This rule defines transportation as
“any movement of food in commerce by motor vehicle or rail vehicle” and
establishes requirements for sanitary transportation practices applicable to shippers,
loaders, carriers by motor vehicle and rail vehicle, and receivers engaged in food
transportation operations.”
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Definitions
• A “vehicle” is a land conveyance that is
motorized, such as a motor vehicle, or that
moves on rails, such as a railcar, which is
used in food transportation operations. (21
CFR 1.904)
• “Transportation” is any movement of food by
motor vehicle or rail vehicle in commerce
within the United States.
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Non-covered business: A shipper, loader, receiver, or carrier engaged in
transportation operations that has less than $500,000, as adjusted for inflation, in
average annual revenues, calculated on a rolling basis, during the 3-year period
preceding the applicable calendar year. The baseline year for calculating the
adjustment for inflation is 2011. Small business: 1. A business that is not a motor
vehicle carrier and that employs fewer than 500 full-time equivalent employees, or
2. A motor vehicle carrier that is not a shipper or receiver that has less than
$27,500,000 in annual receipts.
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Definitions
• “Transportation equipment” means
equipment used in food transportation
operations and includes items such as bulk
and non-bulk containers, bins, totes, pallets,
pumps, fittings, hoses, gaskets, loading
systems, and unloading systems.
Transportation equipment also includes a
railcar not attached to a locomotive or a
trailer not attached to a tractor. (21 CFR
1.904)
Rev 2
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Four Roles
• Shipper – arranges the transport in the US by
one or more sequential carriers.
• Loader – loads the vehicle.
• Carrier – physically moves the food.
• Receiver – receives the food after
transportation (may or may not be the final
destination of the food).
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Carrier: A person who physically moves food by rail or motor vehicle in commerce
within the United States. The term carrier does not include any person who
transports food while operating as a parcel delivery service.
Loader: A person that loads food onto a motor or rail vehicle during transportation
operations.
Receiver: Any person who receives food at a point in the United States after
transportation, whether or not that person represents the final point of receipt for the
food. Shipper: A person, e.g., the manufacturer or a freight broker, who arranges
for the transportation of food in the United States by a carrier or multiple carriers
sequentially.
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Four Areas with Key
Requirements
•
•
•
•

Vehicles and transportation equipment
Transportation operations
Training
Records

Rev 2
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Vehicles and Transportation
Equipment § 1.906
The design and maintenance of vehicles and
transportation equipment must ensure that it
does not cause the food that it transports to
become unsafe.
For example, they must be suitable and
adequately cleanable for their intended use
and capable of maintaining temperatures
necessary for the safe transport of food.
Rev 2
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a) Vehicles and transportation equipment used in transportation operations must be
so designed and of such material and workmanship as to be suitable and
adequately cleanable for their intended use to prevent the food they transport from
becoming unsafe, i.e., adulterated within the meaning of section 402(a)(1), (2), and
(4) of the Federal Food, Drug, and Cosmetic Act during transportation operations.
(b) Vehicles and transportation equipment must be maintained in such a sanitary
condition for their intended use as to prevent the food they transport from becoming
unsafe during transportation operations.
(c) Vehicles and transportation equipment used in transportation operations for food
requiring temperature control for safety must be designed, maintained, and
equipped as necessary to provide adequate temperature control to prevent the food
from becoming unsafe during transportation operations.
(d) Vehicles and transportation equipment must be stored in a manner that prevents
it from harboring pests or becoming contaminated in any other manner that could
result in food for which it will be used becoming unsafe during transportation
operations.
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Transportation Operations
§ 1.908

•
•
•
•

This refers to the measures taken during
transportation to ensure food safety.
adequate temperature controls
preventing ready to eat food from touching raw
food
protection of food from contamination by nonfood items in the same load or previous load
protection of food from cross-contact, i.e., the
unintentional incorporation of a food allergen
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The requirements of this section apply to all shippers, carriers, loaders, and
receivers engaged in transportation operations. A person may be subject to these
requirements in multiple capacities, e.g., the shipper may also be the loader and the
carrier, if the person also performs the functions of those respective persons. An
entity subject to this subpart (shipper, loader, carrier, or receiver) may reassign, in a
written agreement, its responsibilities to another party. The written agreement is
subject to the records requirements of § 1.912(d).
Responsibility for ensuring that transportation operations are carried out in
compliance with all requirements in this subpart must be assigned to competent
supervisory personnel.
All transportation operations must be conducted under such conditions and controls
necessary to prevent the food from becoming unsafe during transportation
operations including:
• Taking effective measures such as segregation, isolation, or the use of packaging
to protect food from contamination by raw foods and nonfood items in the same
load.
• Taking effective measures such as segregation, isolation, or other protective
measures, such as hand washing, to protect food transported in bulk vehicles or
food not completely enclosed by a container from contamination and crosscontact during transportation operations.
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• Taking effective measures to ensure that food that requires temperature control for
safety is transported under adequate temperature control.
The type of food, e.g., animal feed, pet food, human food, and its production stage,
e.g., raw material, ingredient or finished food, must be considered in determining the
necessary conditions and controls for the transportation operation.
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Transportation Operations
If a shipper, loader, receiver, or carrier becomes aware of
an indication of conditions that may render the food
unsafe, the food must not be distributed, and appropriate
actions must be taken.
Appropriate Actions Include:
Communication with other parties to ensure that the food
is not distributed unless a determination is made by a
qualified individual that the observed condition did not
render the food unsafe.
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Shippers, receivers, loaders, and carriers, which are under the ownership or
operational control of a single legal entity, may conduct transportation operations in
conformance with common, integrated written procedures that ensure the sanitary
transportation of food as an alternative to meeting the requirements of this section.
These written procedures are subject to the records retention requirements of
§ 1.912(e).
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Transportation Operations
SHIPPERS’ RESPONSIBILITES
The shipper must specify to the carrier and, when
necessary, the loader, in writing, all necessary sanitary
specifications and an operating temperature for the
transportation operation.
A shipper must develop and implement written procedures
adequate to ensure:
• vehicles and equipment used in its transportation
operations are in appropriate sanitary condition
• a previous bulk cargo does not make the food unsafe
• the food is transported under adequate temperature
control
Rev 2
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Unless the shipper takes other measures to ensure that vehicles and equipment
used in its transportation operations are in appropriate sanitary condition for the
transportation of the food, i.e., that will prevent the food from becoming unsafe, the
shipper must specify to the carrier and, when necessary, the loader, in writing, all
necessary sanitary specifications for the carrier's vehicle and transportation
equipment to achieve this purpose, including any specific design specifications and
cleaning procedures. One-time notification is sufficient unless the design
requirements and cleaning procedures change based upon the type of food being
transported, in which case the shipper shall so notify the carrier in writing before the
shipment.
Unless the shipper takes other measures to ensure that adequate temperature
control is provided during the transportation of food that requires temperature
control for safety under the conditions of shipment, a shipper of such food must
specify in writing to the carrier, except a carrier who transports the food in a
thermally insulated tank, and, when necessary, the loader, an operating temperature
for the transportation operation including, if necessary, the pre-cooling phase. Onetime notification shall be sufficient unless a factor, e.g., the conditions of shipment,
changes, necessitating a change in the operating temperature, in which case the
shipper shall so notify the carrier in writing before the shipment.
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A shipper must develop and implement written procedures to ensure that vehicles
and equipment used in its transportation operations are in appropriate sanitary
condition for the transportation of the food, i.e., will prevent the food from becoming
unsafe during the transportation operation. Measures to implement these procedures
may be accomplished by the shipper, carrier or another party under a written
agreement.
A shipper of food transported in bulk must develop and implement written procedures
to ensure that a previous cargo does not make the food unsafe. Measures to ensure
the safety of the food may be accomplished by the shipper, carrier or another party.
The shipper of food that requires temperature control for safety under the conditions
of shipment must develop and implement written procedures to ensure that the food
is transported under adequate temperature control. Measures to ensure the safety of
the food may be accomplished by the shipper, carrier or another party and must
include measures equivalent to those specified for carriers.
All written procedures and communications are subject to subject to the records
requirements of § 1.912(a).
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Transportation Operations
LOADERS’ RESPONSIBILITIES
Before loading food, the loader must determine that the
vehicle or transportation equipment is in appropriate
sanitary condition for transport.
Before loading food that requires temperature control for
safety, the loader must verify that each mechanically
refrigerated cold storage compartment or container is
adequately prepared.
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Before loading food not completely enclosed by a container onto a vehicle or into
transportation equipment the loader must determine, considering, as appropriate,
specifications provided by the shipper, that the vehicle or transportation equipment
is in appropriate sanitary condition for the transport of the food, e.g., it is in
adequate physical condition, and free of visible evidence of pest infestation and
previous cargo that could cause the food to become unsafe during transportation.
This may be accomplished by any appropriate means.
Before loading food that requires temperature control for safety, the loader must
verify, considering, as appropriate, specifications provided by the shipper, that each
mechanically refrigerated cold storage compartment or container is adequately
prepared for the transportation of such food, including that it has been properly precooled, if necessary, and meets other sanitary conditions for food transportation.
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Transportation Operations
RECEIVERS’ RESPONSIBILITIES
Upon receipt of food that requires temperature
control, the receiver must take steps to adequately
assess that the food was not subjected to
significant temperature abuse.
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Upon receipt of food that requires temperature control for safety under the
conditions of shipment, the receiver must take steps to adequately assess that the
food was not subjected to significant temperature abuse, such as determining the
food's temperature, the ambient temperature of the vehicle and its temperature
setting, and conducting a sensory inspection, e.g., for off-odors.
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Transportation Operations
•
•
•
•
•

CARRIERS’ RESPONSIBILITIES
Ensuring vehicles and equipment meet
specifications
Providing operating temperature and proof
that temperature was maintained
Pre-cooling of refrigerated units
Providing wash information for bulk trailers
Developing written procedures for cleaning
and sanitation, temperature control, and bulk
shipping requirements.
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A carrier must ensure that vehicles and transportation equipment meet the shipper's
specifications and are otherwise appropriate to prevent the food from becoming
unsafe during the transportation operation.
A carrier must, once the transportation operation is complete and if requested by the
receiver, provide the operating temperature specified by the shipper and, if
requested, demonstrate that it has maintained temperature conditions during the
transportation operation consistent with the operating temperature specified by the
shipper. Such demonstration may be accomplished by any appropriate means
agreeable to the carrier and shipper, such as the carrier presenting measurements
of the ambient temperature upon loading and unloading or time/temperature data
taken during the shipment.
Before offering a vehicle or transportation equipment with an auxiliary refrigeration
unit for use for the transportation of food that requires temperature control for safety
under the conditions of the shipment during transportation, a carrier must pre-cool
each mechanically refrigerated cold storage compartment as specified by the
shipper.
If requested by the shipper, a carrier that offers a bulk vehicle for food transportation
must provide information to the shipper that identifies the previous cargo
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transported in the vehicle
If requested by the shipper, a carrier that offers a bulk vehicle for food transportation
must provide information to the shipper that describes the most recent cleaning of the
bulk vehicle.
A carrier must develop and implement written procedures that:
• Specify practices for cleaning, sanitizing if necessary, and inspecting vehicles and
transportation equipment that the carrier provides for use in the transportation of
food to maintain the vehicles and the transportation equipment in appropriate
sanitary condition;
• Describe how it will comply with the provisions for temperature control, and;
• Describe how it will comply with the provisions for the use of bulk vehicles.
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Training § 1.910
Training must be given to carrier personnel in sanitary
transportation practices, potential food safety issues, and
carrier responsibilities, at the time of hire and as
necessary thereafter.
This training is required when the carrier and shipper
agree that the carrier is responsible for sanitary conditions
during transport.
The carrier is responsible for maintaining records of the
training for 12 months after the person trained stops
performing the duties for which the training was provided.
Rev 2
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When the carrier and shipper have agreed in a written contract that the carrier is
responsible, in whole or in part, for the sanitary conditions during transportation
operations, the carrier must provide adequate training to personnel engaged in
transportation operations that provides an awareness of potential food safety
problems that may occur during food transportation, basic sanitary transportation
practices to address those potential problems, and the responsibilities of the carrier.
The training must be provided upon hiring and as needed thereafter.
Carriers must establish and maintain records documenting all training. Such records
must include the date of the training, the type of training, and the person(s) trained.
These records are subject to the records requirements of § 1.912(c).
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Training
• Training does not need to be approved by FDA,
instructors do not need to be certified, and it is not
required that the FDA web-based training be used.
• Third parties may offer training.
• D.L. Newslow & Associates, Inc. developed one of
the first publicly-available Sanitary Transportation
training courses.
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Assignment of Responsibility
Entities may assign their responsibilities to others in
the chain, as long as there is a written contract or
similar record that demonstrates acceptance of the
responsibility by that entity.
An example of this would be a loader who assigns the
responsibility for checking the pre-cooling of the truck
to the carrier. In this case, the carrier would then be
responsible for maintaining the records associated
with this action.
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Records § 1.912
The required retention time for records does not
exceed 12 months.
There are distinct, specific records requirements for
shippers, carriers, receivers, and loaders.
Records do not need to be in electronic format, but if
electronic systems are used, they must be compliant
with 21 CFR 11.
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Records: Maintenance of records of written procedures, agreements and training
(required of carriers). The required retention time for these records depends upon
the type of record and when the covered activity occurred, but does not exceed 12
months.
Information provided by shippers to carriers: Shipper records must demonstrate
that the shipper: Provided, as a regular part of transportation operations,
specifications and operating temperatures to carriers as required by 21 CFR
1.908(b)(1).
Written agreements and the written procedures of a shipper: The shipper’s
written agreements and written procedures must meet the requirements of 21 CFR
1.908(b)(3), (4), and (5).
Written procedures of a carrier: The carrier’s written procedures must meet the
requirements of 21 CFR 1.908(e)(6).
Any written agreements subject to the rule that are not otherwise noted:
Written agreements that assign tasks required by the rule to another person.
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Records documenting required training by carriers: The training records must:
(1) Include the date of training, the type of training, and the persons trained; and (2)
Be established and maintained in accordance with other records requirements.
Written procedures of firms that operate in more than one capacity under the
rule, under the ownership or operational control of a single legal entity, for
example, as a shipper and a carrier: The written procedures must: Be common
integrated procedures that ensure the sanitary transportation of food consistent with
the requirements of the rule.
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Records
SHIPPERS’ and CARRIERS’ RECORDS
Specifications and operating temperatures MUST BE
maintained for 12 months beyond agreement
termination.
Written agreements and procedures MUST BE
maintained for 12 months beyond when they were in use.
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Shippers must retain records that demonstrate that they provide specifications and
operating temperatures to carriers as a regular part of their transportation
operations for a period of 12 months beyond the termination of the agreements with
the carriers, of written agreements and the written procedures, and for a period of
12 months beyond when the agreements and procedures are in use in their
transportation operations.
Carriers must retain records of written procedures for a period of 12 months beyond
when the agreements and procedures are in use in their transportation operations.
Carriers must retain training records for a period of 12 months beyond when the
person identified in any such records stops performing the duties for which the
training was provided.
Any person subject to this subpart must retain any other written agreements
assigning tasks in compliance with this subpart for a period of 12 months beyond
the termination of the agreements.
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Records
All records must be made available to FDA inspectors
upon request, and are subject to copying under FSMA.
Records must be originals, true copies, or electronic.
Off-site storage of most records is permitted as long as
they can be retrieved within 24 hours for official review.
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Shippers, receivers, loaders, and carriers, which operate under the ownership or
control of a single legal entity must retain records of the written procedures for a
period of 12 months beyond when the procedures are in use in their transportation
operations.
Shippers, receivers, loaders, and carriers must make all records required by this
subpart available to a duly authorized individual promptly upon oral or written
request.
All records required by this subpart must be kept as original records, true copies
(such as photocopies, pictures, scanned copies, microfilm, microfiche, or other
accurate reproductions of the original records), or electronic records.
Offsite storage of records is permitted if such records can be retrieved and provided
onsite within 24 hours of request for official review. The written procedures must
remain onsite as long as the procedures are in use in transportation operations.
Electronic records are considered to be onsite if they are accessible from an onsite
location.
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All records required by this subpart are subject to the disclosure requirements.
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On-site Records
Records that must remain on-site include a
carrier’s written procedures that describe
practices for cleaning, sanitizing and inspecting
vehicles and transportation equipment.
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You can store your records offsite, except for records of a carrier’s written
procedures required by 21 CFR 1.908(e)(6)(i) that describe practices for cleaning,
sanitizing and inspecting vehicles and transportation equipment that the carrier
provides for use in the transportation of food. These carrier written procedures must
remain onsite as long as the procedures are in use in your transportation
operations. (21 CFR 1.912(i))
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Animal Food
• The requirement that the food must not become
unsafe in transport is the same.
• FDA recognizes that sometimes different best
practices exist for human and animal food.
• For example, mild steel (rather than stainless) is
acceptable for transportation of bulk animal feed.
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FDA Resources
• The FDA released the Small Entity Compliance
Guide for Sanitary Transportation of Human
and Animal Food on November 21, 2017.
• The FDA also developed a one-hour webbased carrier training module that is free of
charge.
• These can be accessed at www.fda.gov.
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Small Entity Compliance Guide link:
https://www.fda.gov/downloads/Food/GuidanceRegulation/GuidanceDocumentsReg
ulatoryInformation/UCM584453.pdf
Web-based Training link:
https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm576097.htm
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Best Practices
This rule allows the industry to continue to use Best
Practices, such as those developed by the JPA or
under GFSI-approved food safety schemes for
cleaning, inspection, maintenance, loading, unloading,
and operations.
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This rule allows the transportation industry to continue to use best
practices, i.e., “commercial or professional procedures that are accepted or
prescribed as being correct or most effective,” concerning cleaning, inspection,
maintenance, loading and unloading, and operation of vehicles and transportation
equipment that it has developed to ensure that food is transported under the
conditions and controls necessary to prevent adulteration linked to food safety.

Thank you for choosing D.L. Newslow &
Associates, Inc. www.newslow.com

29

Questions and References
Questions?
Comments?
Concerns?
D. L. Newslow & Associates, Inc.
407-290-2754
www.newslow.com
Sanitary Transportation of Human and Animal Food– A Rule by the US FDA on 4/6/2016
https://www.federalregister.gov/articles/2016/04/06/2016-07330/sanitary-transportation-of-human-andanimal-food#h-9
21 CFR 117 Current Good Manufacturing Practice, Hazard Analysis, and Risk-based Preventive Controls
for Human Food
http://www.ecfr.gov/cgi-bin/textidx?SID=e9ca025764f8adff02bc93a2655d8450&mc=true&node=pt21.2.117&rgn=div5
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