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Tips for Optimal Quality

Sound Quality

If you are listening via your computer speakers, please note that the quality 

of your sound will vary depending on the speed and quality of your internet 

connection.

If the sound quality is not satisfactory, you may listen via the phone: dial 

1-877-447-0294 and enter your Conference ID and PIN when prompted. 

Otherwise, please send us a chat or e-mail sound@straffordpub.com immediately 

so we can address the problem.

If you dialed in and have any difficulties during the call, press *0 for assistance.

Viewing Quality

To maximize your screen, press the ‘Full Screen’ symbol located on the bottom 

right of the slides. To exit full screen, press the Esc button.
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Continuing Education Credits

In order for us to process your continuing education credit, you must confirm your 

participation in this webinar by completing and submitting the Attendance 

Affirmation/Evaluation after the webinar. 

A link to the Attendance Affirmation/Evaluation will be in the thank you email 

that you will receive immediately following the program.

For additional information about continuing education, call us at 1-800-926-7926 

ext. 2.
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Program Materials

If you have not printed the conference materials for this program, please complete the 

following steps:

• Click on the link to the PDF of the slides for today’s program, which is located to the 

right of the slides, just above the Q&A box.

• The PDF will open a separate tab/window.  Print the slides by clicking on the printer 

icon.

Recording our programs is not permitted. However, today's participants can order a 

recorded version of this event at a special attendee price. Please call Customer Service 

at 800-926-7926 ext.1 or visit Strafford’s website at www.straffordpub.com.
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WHAT IS 
FOOD 

SAFETY



AGENCIES AND LAWS 
INVOLVED IN FOOD 
SAFETY



Agency Products Statutes & Regs Activities

FDA

Food & beverages
Food additives & FCS
Dietary supplements
Shell eggs
Seafood, shellfish
Animal feed

FFDCA
Bioterrorism Act of 2002
FSMA (2011)
FSVP

• 300,000 domestic and foreign facilities
• No label preapproval
• Random inspections
• Inspections of registered facilities: based on risk level --- B/w 10 and 30 % inspected annually; 

high risk every year; others 5-10; hybrid inspections
• No preapproval of entities or countries for imports

USDA
Meat, catfish, poultry, 
Egg products
Protection from pests

FSIS: FMIA, PPIP, EPIA

APHIS: PPA; AHPA; Ag 
Bioterrorism Act

• Labels must be pre-approved
• “Continuous” inspection required (6400 facilities)
• Present in every slaughter plant at all times; processing establishment once per day
• Imports limited from - eligible countries, eligible establishments

CBP All • Enforces FDA and USDA regulations and port of entry
• Monitoring materials entering at port & inspections

EPA
Sets pesticide residues FFDCA

FIFRA
• Sets tolerances for maximum amount of a pesticide residue allowed on some human and animal 

food products and raw ingredients
• Enforced by FDA and FSIS

CDC
All FSMA • Works with agencies & partners to track outbreaks

• Collect, analyze, and report on foodborne illness
• Guidelines to manage risk of food allergy in schools

State/Local
Intrastate food & retail Food codes

Zoning 
Municipal ordinance

• Health departments – restaurants
• Agriculture departments – supermarkets
• Inspect intrastate sales of mean and poultry under FSIS





HISTORY OF REGULATION

• 1906 – The Pure Food Act & Federal Meat Inspection Act

• Prohibited sale of adulterated or misbranded meat; continuous inspection of red 
meat; taste, touch and smell – “poke and sniff” 

• 1938 – Food Drug & Cosmetic Act

• Authorizing standards of identity, quality, fill of container, tolerances for poisonous 
substances, inspections and injunctions

• 1990 – Nutrition Labeling and Education Act – nutrition facts panel

• 1996 – HACCP for meat, poultry, seafood following E. coli  0157:H7 
outbreak from ground beef

• 2004 – Food Allergy Labeling and Consumer Protection Act

• 2011– The Food Safety Modernization Act of 2011



CURRENT FDA 
SCHEME

1. FDCA established standards: adulterated, misbranded
2. FSMA regulates activity of facilities that manufacture, 

process, pack, or store food or beverages (non-meat) 
3. Facility registration required
4. Seven major rules under FSMA

1) Preventive Controls for Human and Animal Food
2) Produce Safety Rule
3) Foreign Supplier Verification Rule (FSVP)
4) Accredited Third-Party Certification
5) Sanitary Transport Rule
6) Intentional Adulteration Rule
7) Whistleblower Protection



FDCA PROHIBITED ACTS

• 21 U.S.C. §341
• Prohibits the sale of “food” that is “adulterated or misbranded”
• Food – animal and human food, beverage, chewing gum, packaging
• Secretary of Health and Human Services regulatory authority; FDA

• 21 U.S.C. §342
• Food is adulterated when:
• Poisonous or deleterious – injurious or unsafe
• Filthy, putrid or unfit
• Prepared under insanitary conditions
• Diseased
• Poisonous or deleterious packaging
• Irradiation regulation



FSMA Food Safety Plan Elements
HARPC Food Safety Plan – Hazard Analysis and Risk-Based Preventive Controls

cGMPs Demonstrate compliance with FDA’s Current Good Manufacturing Practices (CGMPs) 

Process Analysis Demonstrate manufacturing and processing from component/ingredient source to shipment.

Hazard Identification Identify the hazards that are present in the processing of materials.
Biological, chemical, physical
Classified by risk – impact and likelihood

Preventive Controls Controls to mitigate those hazards based on their risk.  The greater the impact and likelihood, the more 
stringent the control.  Can include processes, cleaning, monitoring, etc.

Corrective Action Plan Pre-emptive plans created to respond in the case that a hazard occurs. 
Including reprocessing, product disposal, FDA notification, recalls, etc.

Supply Chain Program Establish and implement a risk-based supply-chain program for raw materials and other ingredients with
hazards requiring control.  One up / one back principle. 

Record Keeping Vary between components of the plan, but generally must be available on-site.  Retention period varies.

Training Training, monitoring and corrections m/b recorded.



USDA FSIS BASICS

• Ensures domestic and imported meat (including catfish), poultry, and egg products are 
safe, wholesome, and correctly labeled and packaged.

• Four Pillars of Food Safety:  HACCP, Inspections, Label Review, Pre-Approved Imports

• Every shipment of meat, poultry, and egg products must be inspected prior to entering 
commerce.  

• To (1) verify labeling, proper certification, general condition, signs of tampering and transportation 
damage, 

• And (2) additional activities on a random and/or for-cause basis (physical product examination, 
pathogen or chemical testing)

• Federal Meat Inspection Act (FMIA) (21 U.S.C. 601 et seq.), the Poultry Products 
Inspection Act (PPIA) (21 U.S.C. 451 et seq.), and the Egg Products Inspection Act 
(EPIA) (15 U.S.C. 1031 et seq).



ENFORCEMENT



MINIMIZING RISK

• Create and Implement Strong Compliance Program 

• Identify and Educate Supervisors to Oversee Programs

• Self Audits, Third-Party Audits, Accreditations

• Employee Training, Freedom to Report & Mgmt Responsive

• Whistleblower Protection Awareness

• Mock Investigations and Mock Recalls

• Supply Chain Controls – be able to quickly track ingredients and finished product

• Supply Chain Contracts – assign controls, allocate risks

• Engage Regulators When Appropriate – avoid delay

• Use Updated Technology

MINIMIZING RISK



BABY FOOD LITIGATION

• February 4, 2021 – House Subcommittee on Economic and Consumer Policy report - baby food products contain 
“dangerous levels of toxic heavy metals”

• FDA has not set maximum allowable amount in baby food; exceeded bottled water tolerance levels
• Suits filed 5 days after report – dozens of suits – manufacturers and retailers
• Legal Theories: breach of warranty, deceptive trade practices, false advertising, failure to warn, and personal injury 

(ADHD, ASD)
• No right of action under FDCA / FSMA
• Food safety plans, policies and records will be at the heart of these proceedings

• FSMA or HACCP?
• Hazard identified or controlled?
• Who in supply chain was to control? 
• GMP’s followed?
• Adulterated or misbranded?

• Poisonous, deleterious, unsafe?
• Testing results / tolerance levels?

The food safety records will tell the story



ACRONYMS

• FDA – United States Food and Drug Administration
• FFDCA / FDCA – Federal Food, Drug & Cosmetic Act of 1938; 21 U.S.C. §341, et seq.
• FSMA – Food Safety Modernization Act of 2011

• HARPC – Hazard Analysis and Risk-Based Preventive Controls of FSMA
• cGMPs – FDA’s Current Good Manufacturing Practices for Food or Animal Food 
• FSVP – Foreign Supplier Verification Program of FSMA

• USDA – United States Department of Agriculture 
• FSIS – Food Safety and Inspection Service of the USDA
• APHIS – Animal Plant Health and Inspection Service of the USDA
• HACCP – Hazard Analysis and Critical Control Points (meat, poultry, seafood)
• FMIA – Federal Meat Inspection Act (21 U.S.C. 601 et seq.)
• PPIA – Poultry Products Inspection Act (21 U.S.C. 451 et seq.)
• EPIA – Egg Products Inspection Act (15 U.S.C. 1031 et seq)

• CPB – United States Customs and Border Patrol
• EPA – United States Environmental Protection Agency 
• FIFRA – Federal Insecticide, Fungicide and Rodenticide Act
• CDC – United States Centers for Disease Control
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Topics for Discussion Today

Food safety at the intersection of 
law and science

Food safety commercial litigation

Food safety consumer litigation

Food safety class actions

Best practices
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Food Safety at the Intersection of Law and 
Science

▪ Outbreaks on the rise?

▪ Huge scientific advancements = more 
outbreaks are solved

▪ Media/social media interest in food 
safety
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Food Safety at the Intersection of Law and 
Science

Source: https://www.cdc.gov/pulsenet/outbreak-detection/index.html
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Food Safety at the Intersection of Law and 
Science

▪ Pulsed-field Gel 
Electrophoresis (PFGE)

▪ Whole Genome 
Sequencing (WGS)
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Food Safety Commercial Litigation

Litigation Within the Supply Chain

▪ Theories of recovery

– Role of insurance

▪ Damages

– Recall costs

– Consumer settlements

– Lost profits

– Brand impairment
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Food Safety Commercial Litigation

• Contract

• Insurance

• Litigation

Ways to Manage/Transfer 
Risk Within the 

Supply Chain
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Food Safety Consumer Litigation

▪ Typically personal injury claims arising 
from an outbreak

▪ Most common pathogens

– E. coli

– Salmonella

– Listeria

– Hepatitis A

▪ Can also include consumer food labeling 
litigation with a food safety component
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Food Safety Consumer Litigation

▪ Incubation periods matter

▪ Be aware of what public health authorities have already done

▪ Brush up on your evidence
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Food Safety Consumer Litigation

The food industry does not “win” by prevailing 
in food safety consumer litigation
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Food Safety Class Actions

▪ Consumer injury

▪ Shot class actions

▪ “Food court” class actions 
with a food safety overlay
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Criminal Liability

FDCA violations

▪ Adulteration/Misbranding

▪ Felony = “intent to defraud or mislead” – up to 3 years

▪ Misdemeanor – up to 1 year/$250,000 fine

– “responsible officer doctrine”
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Best Practices for Managing Leading During a 
Food Safety Crisis

Be transparent 
– don’t spin

Try not to 
think too much 

like a lawyer

Stay in 
your lane
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Remember --

▪ All jurors eat food!
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Establish 
relationships with 
federal and state 
health authorities

Being Proactive is Key
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Questions?

Andy McStay

andymcstay@dwt.com 
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