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On April 6, 2016, FDA published the Sanitary 
Transportation Final Rules in the Federal 
Register as industry stakeholders awaited 
clarification on certain issues that were 
actively discussed by industry stakeholders 
during the Comment Period.

These rules — the last of the “Big Eight” 
FSMA Rules — will require those who trans-
port human and animal food in the USA via 
ground transportation to use specific sani-
tary transportation practices to ensure the 
safety of food. Committee members who 
want a “refresher course” on the FSMA Rules 
can access my 2014 article through their 
Science & Technology Law section mem-
bership access — Woodhouse, “Preparing 
for FSMA”, SciTech Lawyer, Summer 2014.

I comment that this topic is of particular inter-
est to me since my family owns a trucking 
company and, as truckers, we always like to 
remind you that. “If you bought it, a trucker 
brought it.” Americans spend $2 Trillion 

annually on food and it all reaches the con-
sumer on a truck as it moves from “farm to 
fork.” Thus, FDA estimates that compliance 
with the Sanitary Transportation Rules will 
involve some 84,000 domestic businesses 
including shippers, carriers, and receivers of 
food products.

The scope of the Sanitary Transportation 
Rules extends over substantially all of US 
ground transportation industry:

• Vehicles and transportation equip-
ment: The design and maintenance of
vehicles and transportation equipment to
ensure that it does not cause the food that
it transports to become contaminated.

• Transportation operations: The mea-
sures taken during transportation to
ensure food is not contaminated, such as
adequate temperature controls and sepa-
ration of food from non-food items in the
same load.
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• Information exchange: Procedures
for exchange of information about prior
cargos, cleaning of transportation equip-
ment, and temperature control between
the shipper, carrier, and receiver, as ap-
propriate to the situation. For example, a
carrier transporting bulk liquid non-dairy
foods would want to ensure that vehicles
that have previously hauled milk will not
introduce allergens into non-dairy foods
through cross contact.

• Training: Training of carrier personnel in
sanitary transportation practices and doc-
umentation of the training.

• Records: Maintenance of written proce-
dures and records by carriers and ship-
pers related to transportation equipment
cleaning, prior cargos, and temperature
control.

http://www.fda.gov/Food/
GuidanceRegulation/FSMA/ucm383763.htm

http://www.americanbar.org/publications/scitech_lawyer/2014/summer/preparing_for_the_food_safety_modernization_act.html
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm383763.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm383763.htm
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The Sanitary Transportation Final Rules 
will present particularly serious challenges 
to those US Importers who “cause” inter-
national shipment of food (and thus the 
domestic ground portion of transport) and 
the overseas Suppliers who “initiate” these 
same shipments.

Nearly every significant US participant in 
the food business (there are certain de 
minimis exceptions) will be required to pre-
pare a Sanitary Transportation Plan — but 
Importers will have the additional challenge 
of assisting their Suppliers in preparation of 
Sanitary Transportation Plans. 

To this end, the below FSMA documentation 
chart illustrates the relationship between 
Importer and Exporter and the relation-
ship between the FSMA mandated RBPC 

OVERVIEW OF FSMA DOCUMENTATION FOR US FOOD IMPORTERS

© 2015, Charles F. Woodhouse FSMA = Food Safety Modernization Act

Overseas Manufacturer “initiates 
shipment” (Alternatively shipper  

may be separate entity)

Documentation 
Flow

Risk-Based Preventative 
Controls Plan

Sanitary Transportation 
Plan

Movement 
of Goods

Third-Party Certification 
of “Process”

Importer Sanitary 
Transportation Plan

Importer’s Foreign 
Supplier Verification Plan

See FDA Discussion of  
“Qualified Individual” (QI) 
80 FR 56070-72 and  
21 CFR 117.180

Preparation and subsequent  
periodic review and analysis  
must be supervised by QI.  
Name of QI and educational 
qualifications must be disclosed.

ADDITIONAL DOCUMENTATION
1. Intentional Adulteration

Prevention Plan
2. Recall Plan
3. Contamination & Recall

Insurance with Third-party
Rider

4. Product Liability Insurance

US IMPORTER
“causes transaction”

(Importer may take physical delivery or instruct 
House-to-House delivery directly to Inland Customer)

Domestic US Customer

Movement 
of Goods

Importer's Recall 
Indemnification 
obligations as 
defined in Vendor 
Agreement

Importer’s Risk-Based 
Preventative Controls Plan

(Risk-Based Preventative Controls) Plans 
and Sanitary Transportation Plans.

At this point practitioners should not be-
come overly concerned — there will be ad-
equate time for domestic compliance. As 
anticipated, the Rule will become effective 
in 60-days and the compliance date for 
large companies will be June 2017. Smaller 
businesses should be aware that major 
Retail Grocery and Food Service operators 
will begin requesting the required Supplier 
Sanitary Transportation Plans in the relative-
ly near future as part of their vendor docu-
mentation packages. Thus, even Importers 
that meet the small business requirements 
may have a relatively unforgiving timetable 
for assisting their overseas Suppliers on 
compliance issues.

We will publish a more detailed guide to 
the preparation of Sanitary Transportation 

Plans in our next FCN issue. However, prac-
titioners should also be aware that the sup-
ply of Qualified Individuals (FDA definition) 
available to prepare RBPC (Risk-Based 
Preventative Controls) Plans and Sanitary 
Transportation Plans is limited and the time-
lines for compliance are short. Readers who 
are interested in earning professional quali-
fications in this area should consider one of 
the MS Food Science and LLM Food Law 
programs offered at a number of American 
research universities. For a general discus-
sion of these programs please see the “Food 
Law Education” article by Michigan State 
University Professor Neal Fortin in our Fall 
2014 issue. n

FSMA FINAL RULES 
continued from page 4

Charles Woodhouse
Typewritten Text
From: American Bar Association - Food Cosmetics & Nutraceuticals - Spring 2016


	Note from the Chairs
	The Safe Food for Canadians Act – 
Major Changes Coming for U.S. Based Food Exporters
	Microbeads Legislation
	FOOD LAWYERS: Everything
you ALWAYS wanted to know
about Indemnity CLAUSES*
	FSMA Final Rules on Sanitary Transportation of Human and Animal Food Pose Special Challenges for Food Importers
	Endnotes
	Editor’s Notes



