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• Enacted January 4, 2011

• Sweeping new enforcement authority for FDA

• Self-enacting provisions and FDA deadlines on 

issuing regulations

• Lack of targeted funding

• FDA Structure for Enforcement

Food Safety 

Modernization Act

(FSMA)

PL 111-353, 124 Stat. 

3885



EAS Consulting Group, LLC 3

Seven (7) Foundation FSMA 

Rules
1. Human Food preventive controls

2. Animal Feed preventative controls

3. Produce rules – includes farm growing practices 

4. Foreign Supplier Verification Proposed Rule – importer 

accountability program to ensure imported foods are  

produced under the same standards/level of protection

5. Accredited Third Party Certification of Foreign 

Suppliers.

6. Sanitary Transportation of Human and Animal Food

7. Mitigation Strategies To Protect Food Against Intentional 
Adulteration
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1. How Many Pages in the Mitigation 

Strategies (Food Defense) 

Regulation?

2. How Many Pages are the actual 

Regulation?

3. How Many Pages in the Sanitary 

Transport of food and Feed  

Regulation?

4. How Many Pages are the actual 

Regulation?

59

4

80

4
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1. Guidance for Industry: Mitigation Strategies to Protect Food 

Against Intentional Adulteration - What You Need to Know 

About the FDA Regulation: Small Entity Compliance Guide

2. Appendix 3 to Qualitative Risk Assessment: Risk of 

Activity/Food Combinations for Activities (Outside the Farm 

Definition) Conducted in a Facility Co-Located on a Farm (PDF: 

50KB) May 2016

3. Appendix 3 to Qualitative Risk Assessment: Risk of 

Activity/Food Combinations for Activities (Outside the Farm 

Definition) Conducted in a Facility Co-Located on a Farm: 

Evaluation of Food Manufactured, Processed, Packed, or Held in 

a Facility Co-Located on a Farm for Risk of Intentional 

Adulteration: Response to Public Comments

Food Defense – FDA Supporting 

Material
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4. Constituent Update: FDA Guidances Explain Certain 

Exemptions from FSMA

5. Constituent Update: FDA Releases Compliance Guide for Small 

Businesses under FSMA Intentional Adulteration Rule

6. FDA Issues Final Food Defense Regulation

7. FSMA Inflation Adjusted Cut Offs

8. Questions & Answers

9. Regulatory Impact Analysis 

10. Protecting the Food Supply from Intentional Adulteration, such 

as Acts of Terrorism

11. More on Food Defense Tools & Educational Materials

12. Fact Sheet (PDF: 252KB)

13. Food Defense Plan Builder

Food Defense – FDA Supporting 

Material
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14. Explanatory Diagrams (PDF:  145KB)

15. Diagram 1: Does the rule to protect against intentional 

adulteration apply to me?

16. Diagram 2: Requirements for the rule to protect against 

intentional adulteration

17. Explanatory Diagrams (Black & White) (PDF: 180KB) 

Food Defense – FDA Supporting 

Material
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1. Guidance for Industry: Sanitary Transportation of Human and 

Animal Food: What You Need to Know About the FDA 

Regulation - Small Entity Compliance Guide

2. Analysis of Comments Regarding Waivers from the 

Requirements of 21 CFR Part 1, Subpart O – Sanitary 

Transportation of Human and Animal Food

3. Constituent Update: FDA Guidances Explain Certain 

Exemptions from FSMA

4. Constituent Update: FDA Announces Three Waivers to Sanitary 

Transportation Rule

5. Constituent Update: FDA Finalizes Rule to Ensure Food Safety 

During Transport

Sanitary Transport – FDA 

Supporting Material
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6. Federal Register Notice: Waivers from Requirements of the 

Sanitary Transportation of Human and Animal Food Rule

7. FDA Training Module

8. FSMA Inflation Adjusted Cut Offs

9. Guidance for Industry: Clarification on Food Establishment 

Waiver from Requirements of the Sanitary Transportation of 

Human and Animal Food Rule

10. Sanitary Transportation Rule: Implementation Fact Sheet (PDF: 

65KB)

11. Questions & Answers

12. Print-Friendly Fact Sheet (PDF: 113KB)

Sanitary Transport – FDA 

Supporting Material
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FDA’s Most Recent Timeline 

FSMA Regulation

Final 

Publica-

tion

DETAILS

Mitigation Against

Intentional Adulteration

(applies to both

domestic and foreign

companies that are

required to register with

FDA as food facilities) –

Requirement to build a

food defense plan

5/27/16

7/27/16

5/276/21

5/27/20

5/27/19

Publication of final rule

Effective date of final rule

Very Small Businesses (averaging less

than $10 million per year on based on a 3-

year average for the sales of all human

food processed or held for a fee)

Small Businesses (fewer than 500

employees) if processing, packing or

holding human food for a fee

Other Businesses (not small and not

otherwise excluded

(Note: Shippers, carriers and receivers inspected under the (NCIMS)

Grade “A” program are exempt from this rule for only when

handling/hauling Grade “A” raw materials and finished products.)
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Who Controls The Hazard?

Customer

• Manufacturer, 
processor or 
preparer

Receiving 
Facility

• Manufacturer
, processor

Supplier

Source: Microsoft Office Clipart

• Manufacturer, processor
• Raise the animal
• Grow the food
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Introduction to the 

New FDA Food Defense Rule

1. Use the FDA Food Defense Vulnerability 

Assessment Tool

2. Based on the outcome of #1, write a Food 

Defense Plan 

3. Implement the Food Defense                            

Plan
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Background & Steps

• The rule takes a tiered approach 

• only applicable to those individuals who perform 

activities found in Subpart C ’Food Defense 

Measures’. (Actionable Steps)
– the food defense plan, 

– vulnerability assessment, 

– mitigation strategies, 

– food defense monitoring, 

– food defense corrective actions, 

– food defense verification and reanalysis

Hazard

Analysis

CriticalControl

Points
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Introduction to the 

New FDA Food Defense Rule

• Generally, a reanalysis is required every three 

years unless other certain criteria are met. 

• three to five years to comply depending on the 

size of the firm

• For very small businesses, there are modified 

compliance requirements with a five year 

implementation requirement

• Training requirements 
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Training Under the 

New FDA Food Defense Rule

• Anyone involved with ‘actionable steps’ must be 

Qualified Individuals

– Is that everyone?

– What is appropriate training?

• Increased qualifications are required for those 

individuals who; 

– (1) prepare the food defense plan, 

– (2) conduct a vulnerability assessment, 

– (3) identify and explain the mitigation strategies, or 

– (4) conduct the reanalysis of the food defense plan.   
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Training Under the 

New FDA Food Defense Rule

• Training more extensive for those individuals 

performing a vulnerability assessment (VA)

• What are the skill sets to do a Food Defense VA

• FDA has indicated that the 

curriculum designed for this 

activity may require multiple days.

If You See Something, Say 
Something
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OUR PROBLEM

I like to remind firms that although an act of 

intentional adulteration is not likely to occur in 

the US based upon a historical perspective,

violence in the workplace 

is much more common 

and our history will back

this up. 
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Companies must protect their 
facility, brand, product, and 

their employees.

• Actions to protect a facility, the brand , product and 

employees have many similarities and in fact it is a very 

gray area that separates between overall facility security, 

personnel security, and food defense. 

• Example:  Who knows if a disgruntled employee may 

attack the food product (food defense training), coworkers 

(violence in the workplace training) or seek to damage the 

facility (facility security training)



EAS Consulting Group, LLC 20

Componenets of a Written 

Food Defense Plan

I. Incoming Materials

A. Milk & Dairy Product Tankers

B. Other Incoming Materials

C. Security in the Receiving Bay

II. General Plant Security

A. Plant Perimeter/Interior Security

B. Processing Areas

III. Personnel 

A. Employee Access

B. Visitors and Vendors/General Surveillance

IV. Final Product Distribution

V. Crisis Planning
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2.7.1 Food Defense (M)

• Define and implement methods to protect sensitive

processing points

• Define methods to ensure secure storage of raw materials,

packaging, equipment and hazardous chemicals

• Ensure harvested crops and/or finished product is securely

held and transported

• Implement methods to control access to the premises,

equipment, vehicles and storage areas

• Implement methods to record and control access to the

premises
21
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FDA’s Most Recent Timeline 

FSMA Regulation

Final 

Publica-

tion

DETAILS

Sanitary 

Transport of 

Foods
(Note: Shippers, 

carriers and 

receivers 

inspected under 

the (NCIMS) Grade 

“A” program and 

LTL carriers are 

exempt)

4/06/16

6/06/16

4/06/18

4/06/17

Publication of final rule

Effective date of final rule

Small Businesses (other than motor

carriers not shippers and/or receivers

employing fewer than 500 persons and

motor carriers having less than $27.5

million in annual receipts)

Other Businesses (not small and not

otherwise excluded)
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“WHO” Is Covered by the FSMA 

Sanitary Transport Regulation
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FSMA Sanitary Transport 

Regulation - Definitions
• Bulk vehicle - a tank truck, hopper truck, rail tank car, hopper car, cargo 

tank, portable tank, freight container, or hopper bin, or any other vehicle in 

which food is shipped in bulk, with the food coming into direct contact with 

the vehicle.

• 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.

• Food not completely enclosed by a container - any food that is placed 

into a container in such a manner that it is partially open to the surrounding 

environment. Examples of such containers include an open wooden basket 

or crate, an open cardboard box, a vented cardboard box with a top, or a 

vented plastic bag. This term does not include food transported in a bulk 

vehicle as defined in this subpart.
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FSMA Sanitary Transport 

Regulation - Definitions

• Loader - a person that loads food onto a motor or rail vehicle 

during transportation operations.

• Receiver - any person who receives food in the United States, 

whether or not that person represents the final point of receipt 

for the food.

• Shipper - a person, manufacturer or a freight broker who 

arranges for the transport of food in the United States by a 

carrier or multiple carriers sequentially.

• Vehicle - a land conveyance that is motorized, e.g., a motor 

vehicle, or that moves on rails, e.g., a railcar, which is used in 

transportation operations.



EAS Consulting Group, LLC 26

FSMA Sanitary Transport 

Regulation - Definitions

• Transportation operations - all activities associated with food 

transport that may affect the sanitary condition of food including 

cleaning, inspection, maintenance, loading and unloading, and 

operation of vehicles and transport equipment. Transport operations 

do not include any activities associated with the transport of food 

that are completely enclosed by a container except a food that 

requires temperature control for safety, compressed food gases, 

food contact substances as defined in section 409(h)(6) of the 

Federal Food, Drug, and Cosmetic Act, human food byproducts 

transported for use as animal food without further processing, or live 

food animals except molluscan shellfish.  In addition, transportation 

operations do not include any transportation activities that are 

performed by a farm.
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VEHICLE & TRANSPORTATION 

EQUIPMENT REQUIREMENTS 

(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.
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VEHICLE & TRANSPORTATION 

EQUIPMENT REQUIREMENTS
• (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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Sanitary Transport -

Temperature Control
• 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. 

• One-time 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. The information 

submitted by the shipper to the carrier is subject to the records 

requirements in § 1.912(a).



EAS Consulting Group, LLC 30

Sanitary Transport -

Temperature Control

The shipper of food that requires temperature control for 

safety under the conditions of shipment must develop and 

implement written procedures, subject to the records 

requirements of § 1.912(a), 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 or by the carrier or another party covered by this 

subpart under a written agreement subject to the records 

requirements of § 1.912(a) and must include measures 

equivalent to those specified for carriers under paragraphs 

(e)(1) through (3) of this section.
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Sanitary Transport - Sanitation

All transportation operations must be conducted under such conditions 

and controls necessary to prevent the food from becoming unsafe 

during transportation operations including:

(i) 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.

(ii) 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 cross-contact during 

transportation operations.

(iii) Taking effective measures to ensure that food that requires 

temperature control for safety is transported under adequate 

temperature control.
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Sanitary Transport - Training

• 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 under this part. The training must be provided upon 

hiring and as needed thereafter. 

• Carriers must establish and maintain records documenting the 

training. Such records must include the:

✓ Date of the training

✓ Type of training

✓ Person(s) trained.  

These records are subject to the records requirements of § 1.912(c).
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Sanitary Transport –

Training
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Sanitary Transport 

Recordkeeping
Shippers must retain records:

(1) That demonstrate that they provide specifications and operating 
temperatures to carriers as required by § 1.908(b)(1) and (2) as a 
regular part of their transportation operations for a period of 12 
months beyond the termination of the agreements with the carriers.

(2) (2) Of written agreements and the written procedures required by §
1.908(b)(3), (4), and (5), for a period of 12 months beyond when the 
agreements and procedures are in use in their transportation 
operations.

Carriers must retain records of the written procedures:  

1) Required by § 1.908(e)(6) for a period of 12 months beyond when the 
agreements and procedures are in use in their transportation 
operations.

2) Carriers must retain training records required by § 1.910(b) 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.



EAS Consulting Group, LLC 35

Sanitary Transport 

Summary

1. Temperature control

2. Sanitation

3. Loading & Unloading

4. Segregation & Prior Cargo

5. Training of transport staff

6. Recordkeeping
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FDA Records Access

1.361 When FDA has a reasonable belief that:
• An article of food is likely to be adulterated and presents a threat of 

serious adverse health consequences or death to humans/animals, or 
• When FDA believes that there is a reasonable probability that the use 

of or exposure to an article of food is likely to cause serious adverse 
health consequences or death to humans or animals

Then, any records and other information accessible to FDA under 
section 414 or 704(a) of the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 350c and 374(a)) must be made readily available for inspection, 
photocopying or reproduction. Such records and other information must 
be made available within 24 hours from the time of FDA’s official 
request, from an officer or employee who presents appropriate 
credentials and a written notice.
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Records Excluded from FDA 

Access

1.362 - The establishment and maintenance of records as 
required by this subpart does not extend to:

• recipes for food
• financial data
• pricing data
• personnel data
• research data
• sales data (other than shipment data regarding sales).
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https://www.fda.gov/Food/GuidanceRegulation/FSMA/
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THANK YOU                                                       ANY Questions?

Allen R. Sayler, Senior Director of Food Consulting Services
EAS Consulting Group, Alexandria, Virginia 22193


