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Agenda
• Introduction
• Sanitary Food Transportation Act of 2005 (“SFTA”)
• Preventive Controls, insights into transportation 
• Review of proposed rules & guidance
• Preventing Adulteration 
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Why are we here?

John F Kennedy:
“The time to repair the roof is when the sun is shining.”

Source:: Doug Busch
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FDA Food Safety Modernization Act

.
Registration Hazard Analysis  

& Preventive
Controls

Verification Inspection & 
Frequency

Record Keeping 
Requirements

Penalties

The major mandates of the Act are:
1 2 3 4 5 6

• The FDA Food Safety Modernization 
Act (“FSMA”), was signed into law 
by President Obama on January 4, 
2011.

• The law moves FDA from a 
regulatory agency to a new law 
enforcement authority designed to 
achieve higher rates of compliance 
with prevention- and risk-based 
food safety standards. 

Annually Foodborne incidents 
• 48 million people (1 in 6 Americans) 

get sick 
• 128,000 are hospitalized
• 3,000 die
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Sanitary Transportation of Food Rule
• Sanitary transportation rule was 

established in the 2005 legislative 
process but not implemented.

• The rule was finally adopted and 
included in the 2011 FSMA’s Sanitary 
Transportation of Food Rule. The rule 
is now final & published (April 6, 
2016).  Compliance dates are 1 year 
after the date of publication of the final 
rule for most businesses and 2 years 
for small businesses.

• Significantly expands the powers of 
the Food and Drug Administration 
(FDA) with respect to food 
distribution. The FDA moves from a 
reactive governmental body once a 
problem was identified within the Cold 
Chain to a pro-active law enforcement 
agency with new tools at their 
disposal.
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Sec. 7. (a) A law enforcement officer may inspect a motor vehicle used to 
transport food to determine compliance with section 6 of this chapter 7 
(b) This subsection applies if, during the course of an inspection under 
subsection (a), a law enforcement officer determines that: 

(1) the temperature of the food is more than two (2) degrees above the 
acceptable temperature; 
(2) the food exhibits outward signs of contamination, spoilage, 
deterioration, putrefaction, or infestation; or 
(3) the food is improperly loaded in a manner that increases the risk of 
cross-contamination. 

A person who operates a motor vehicle described in this subsection commits 
a Class A infraction.

Sec. 1. As used in this chapter, "acceptable temperature" 
means a temperature established in a rule or regulation 
adopted by the state department of health with respect to the 
storage and transportation of a particular food and enforced by 
the state department of health or a local health department.

Food Safety: States are getting into the act 
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First, FSMA explicitly embraces the food safety role of the food industry. It rests 
on the core principle that those who produce food for the commercial market 
have the responsibility and capability to make it safe in accordance with 
recognized best practices for preventing harmful contamination. FDA has the 
job of establishing the framework of standards that help define such practices 
and then overseeing their implementation to achieve high rates of compliance 
with the standards. 
FDA will be functioning 
more as an integral part 
of the food system, rather 
than standing apart from 
the system as primarily 
an enforcer of rules. FDA 
will of course take swift 
enforcement action when 
needed to protect 
consumers, using new 
tools provided by FSMA.

In fact, one of the reasons this 
is such an historic time for 
food safety is the great degree 
of alignment that exists across 
the food system on the need to 
build modern preventive 
measures into food production 
operations and, equally 
important, verify that those 
measures are in place and 
working. That is what FSMA is 
about.

FDA Deputy Commissioner for Foods,   
Michael R. Taylor

What FDA is saying about FSMA 
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Bill Marler – “I would be 
remiss if I didn’t mention one 
final reason why the CEO 
and boards need to pay 
attention to FSMA. That 
would be these two words: 
“criminal sanctions.” 

Bill Marler is an accomplished 
personal injury lawyer and 
national expert on foodborne 
illness litigation. 

FDA’s New Tools 
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The FDA Food Safety Modernization Act (FSMA), the most
sweeping reform of our food safety laws in more than 70
years, was signed into law by President Obama on January 4,
2011. It aims to ensure the U.S. food supply is safe by shifting
the focus from responding to contamination to preventing it.

www.fda.gov/Food/GuidanceRegulation/FSMA

Final Sanitary Transportation of Food Rule - March 31, 2016 

FSMA includes new sanitary transportation practices that will 
impact shippers, transportation carriers, loaders, brokers, 

insurance companies & others

 Data Retention

 Trailer Design 
 Sanitary Cleaning 
 Pre-Cooling

 Temperature Tracking  
 Data Exchange 

 Driver Food Safety Training

Sanitary Transportation of Food Rule 
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The rule applies to: 
• Shippers, receivers, loaders and carriers 

who transport food in the United States by 
motor or rail vehicle, whether or not the 
food is offered for or enters interstate 
commerce. 

• Shippers, in other countries who ship 
food to the United States directly by motor 
or rail vehicle (from Canada or Mexico), or 
by ship or air, and arrange for the transfer 
of the intact container onto a motor or rail 
vehicle for transportation.

Who is Covered?
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• Companies involved in transportation of 
food intended for export are covered by 
the rule until the shipment reaches a port 
or U.S. border.

• The rule does not apply to exporters who 
ship food through the United States (such 
as from Canada to Mexico) by motor or 
rail vehicle if the food does not enter U.S. 
distribution.

Who is Covered?(Con’t)
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• The shipper will set or assign the 
requirements. 

• The shipper is defined as a person, e.g., 
the manufacturer or a freight broker, 
who arranges for the transportation of 
food in the US by a carrier or multiple 
carriers sequentially. 

• The person who arranges for 
transportation of food by a carrier is 
best suited to perform functions of a 
shipper, for example a broker, as long as 
they have, or obtain, the necessary food 
safety information (§1.904).

FDA Deputy Commissioner 
Michael R. Taylor

“The key... is that the new 
law explicitly places primary 
responsibility for food 
safety and prevention on 
food producers and 
processors.”

Who will set the requirements 
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Sanitary requirements  

• Shipper must specify to carrier and, 
when necessary, the loader, in writing, 
all necessary sanitary specifications for 
the carrier's vehicle and transportation 
equipment including any specific design 
specifications and cleaning procedures.

• One-time notification is sufficient 
unless design requirements and 
cleaning procedures required for 
sanitary transport change based upon 
type of food being transported, in 
which case the shipper shall so notify 
the carrier in writing before the 
shipment.
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Sanitary requirements

• The shipper may rely on contractual 
agreements to assign some responsibilities 
to other parties, such as a loader or carrier, 
if they agree to accept the responsibility. 

• If a task under this rule is assigned via 
contract to a party who is not covered by 
the rule,  FDA would hold the party covered 
by the rule ultimately responsible for 
compliance with the provisions of the rule.
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As such, the rule will similarly apply sanitary maintenance requirements to 
food  transportation vehicles and equipment as such requirements have 
been and will continue to be applied to equipment and utensils that are 
used to produce food in facilities.

Sanitary requirements  
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Guidance:  Sanitary Refrigerated Equipment

CDC & Manufactures all agree

Warm soapy water

The use of corrosive chemicals to clean 
refrigerated equipment are detrimental.



P E B

The rule requires that carriers provide 
training to personnel engaged in 
transportation operations that 
provides an awareness of potential 
food safety problems that may occur 
during food transportation and basic 
sanitary transportation practices to 
address those potential problems. 

Driver Food Safety Training   
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Is Training Necessary? 
• The FDA  puts substantial emphasis on training of personnel and 

maintaining records. 
• Food safety training is essential.

• Executives, owners, dealers, sales, booking, 
operations, drivers, M&R,  loss prevention & 
claims

• Computerized controls and settings – OptiSet and 
IntelliSet

• Cleaning equipment
• Record keeping

Human error accounts for up to 80% of cargo 
losses during transport.  
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Guidance: Driver Food Safety Training   

• To date there are no 
“authorized” driver food 
safety courses.  Keep 
up to date with the FDA 
website for the latest 
information on driver 
food safety training to 
meet compliance.

• FDA envisions a one 
(1) hour driver food 
safety training course.  

• Must maintain driver 
food safety training 
record for 12 months 
beyond driver leaving 
the position.
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Documentation for Compliance

Documentation for compliance may be accomplished by any 
appropriate means agreeable to the carrier and shipper such as the 
carrier presenting printouts of a time/temperature recording device or 
a log of temperature measurements taken at various times and 
locations during the shipment.

Telematics is your best solution
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Temperature Requirement  

A carrier must demonstrate to the shipper (if 
requested) and to the receiver (if requested) 
that it has maintained temperature 
conditions during the transportation for food 
safety as specified by the shipper.  
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Re-actively try to figure out
where the problem started.

Proactively prevent problems 
before they start.

Preventive Controls for Human Food
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FSMA Preventive Controls for Human Food Rule
This rule is now final. The first compliance date begins September 19, 2016 for the majority of food processors.  A Food Safety Plan prepared by a "Preventive Controls Qualified Individual (PCQI) will be required.
The final rule implements the requirements of FSMA for covered facilities to establish and implement a food safety system that includes hazard analysis and risk-based preventive controls. The rule establishes requirements for:

A written food safety plan;
Hazard analysis;
Preventive controls;
Monitoring;
Corrective actions & corrections;
Verification;
Supply-chain program;
Recall plan; and
Associated records.
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How will the requirements of the Prevention rule apply to transportation 
practices? 

Preventive Controls

Whether a particular facility 
identifies food transportation as a 
critical control point through its 
hazard analysis would depend on 
the circumstances, such as whether 
the food is a Time/Temperature 
Control for Safety (TCS) food. 

The FDA expects a facility that identifies 
temperature control, including during 
transportation, as a preventive control 
(whether or not as a CCP), to 
communicate the need for appropriate 
temperature control to the person 
transporting it.
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How do you intend to do that?
What are your temperature tolerances?

Page 437: For the purpose of the hazard analysis, whether a 
particular facility would identify food transportation as a critical 
control point through its hazard analysis would depend on the 
circumstances, such as whether the food is a TCS food. 

We expect a facility that identifies 
temperature control, including during 
transportation, as a preventive control 
(whether or not as a CCP), to 
communicate the need for appropriate 
temperature control to the person 
transporting the food.

Preventative Controls 
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Who  is  writing your Facility’s Food Safety Plan (HACCP/HARPC)?

When will you tell the carrier what your HACCP/HARPC transportation requirements are?

Will I be asked to be part of your Food Safety (HACCP/HARPC) Planning Team?  

Initial Carrier Concerns:

Hazard Analysis and 
Preventive Controls 

– Sec. 103
Final Rule 
Published: 

September 15, 2015

Why Shippers (Facilities) Need to Talk to Their Carriers.
Preventive Controls for Human Food – Carrier Concerns
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What are your intentional adulteration compliance requirements for me?

How did you determine your risks of intentional adulteration during refrigerated transportation?

How did you determine that your compliance requirements are adequate solutions for your transportation risks? 

Initial Carrier Concerns:

Intentional 
Adulteration / Food 
Defense Plan (IA) –

Sec. 106
Final Rule  to be 

Published: 
May 31, 2016

Preventive Controls for Human Food – Carrier Concerns
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• Insect infestation
• Food spoilage and poisoning organisms, mycotoxins
• Moisture damage 
• Measurements, record keeping, traceability
• Cross contamination
• Sanitation

Key Transportation Issues
Dried Fruit & Tree Nuts 

Source: FDA
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Dried Fruit & Tree Nuts 
Preventing Adulteration

• QC Inspections
• Assure clean transit vehicle interiors.
• Avoid delays in transit.
• Avoid dew point conditions and maintain reduced 

relative humidity levels in vans during transit.
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Dr. Brecht’s Perspective

Adoption 
of 

Transport 
Food 
Safety 

Measures

Consumer 
Pressures

Media

Retailers

Litigation

Commercial
Brand 

Enhancement/
ProtectionGovernment

Market forces will continue to raise the Food Safety bar in addition  
to government regulations.

Source:  Dr. Patrick Brecht
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