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THE END OF AN ELUSIVE ERA: WHY 

THE FOOD SAFETY MODERNIZATION 

ACT APPROPRIATELY HOLDS 

IRRESPONSIBLE CORPORATE 

OFFICERS CRIMINALLY LIABLE  

I. INTRODUCTION 

More than 200 known diseases are transmitted through food.1 While not all 

foodborne illnesses are preventable, with proper care and adequate oversight, 

many outbreak crises may be averted.2 The World Health Organization 

(WHO) published a manual in 2006 titled ‘Five Keys to Safer Food’ to prevent 

the spread of foodborne illnesses.3 This manual provides detailed information 

on how to keep food safe, such as keeping food at the correct temperature 

(when storing, cooking and serving), preventing cross-contamination, and 

keeping the consumable item clean.4 The Center for Disease Control (CDC) 

estimates that each year, “one in six Americans (or forty-eight million people) 

gets sick, 128,000 are hospitalized, and 3,000 [people] die [from] foodborne 

diseases.”5 Foodborne outbreaks occur when at least two people get sick from 

eating the same food or drink that is contaminated.6  

In the United States, the Federal Drug Administration (FDA) is in charge of 

investigating possible outbreaks to ensure that they are controlled.7 When a 

corporate officer fails to ensure the safety of products being released into the 

market or knowingly allows tainted items to be released to the public, they are 

                                                                                                                                         
1 Paul S Mead et al., Food-Related Illness and Death in the United States, 

5 EMERGING INFECTIOUS DISEASES 607–625 (1999), 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2627714/pdf/10511517.pdf. 
2 Food Safety Basics: Preventing Foodborne Illness Keeping Food Safe At 

Home, MN DEPT. OF HEALTH (2016), 

http://www.health.state.mn.us/foodsafety/basics.html (last visited Nov 13, 2017). 
3 FIVE KEYS TO SAFER FOOD MANUAL, WORLD HEALTH ORGANIZATION (2006), 

http://www.who.int/foodsafety/publications/consumer/manual_keys.pdf (last visited 

Nov. 13, 2017). 
4 Id. 
5 Estimates of Foodborne Illness in the United States, CENTER FOR DISEASE 

CONTROL AND PREVENTION (2016), https://www.cdc.gov/foodborneburden/2011-

foodborne-estimates.html (last visited Nov 13, 2017). 
6 Outbreak Investigations, U.S. FOOD & DRUG ADMINISTRATION (2017), 

https://www.fda.gov/Food/RecallsOutbreaksEmergencies/Outbreaks/ucm272351.ht

m (last visited Nov. 13, 2017). 
7 Id. 
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seldom held personally liable for the misdeed.8 This is not only a grave 

injustice of public policy, but it also goes against the trend in tort and criminal 

law to hold those liable for the consequences of their actions or in the 

alternative inaction.9  

On January 4, 2011, the legislature passed The Food Safety Modernization 

Act (FSMA or The Act).10 The Act is expected to be fully implemented within 

the next few years.11 The FSMA is a major overhaul to laws and policies 

enacted in 1938 to protect the consumer against foodborne illness.12 The 

FSMA aims to remedy the shortcomings of current regulations under the FDA 

and the lack of the regulations for liability by creating a framework and the 

necessary regulations for the enforcement of the broad public policy goals of 

the FDA.13 By imposing harsher and stricter guidelines that will hold particular 

corporate individuals criminally liable through authority in the FSMA, the 

legislature intends to create safer products and better regulation.14 The FSMA 

clarifies how these corporate individuals are liable for the harm resulting from 

food products.15 

This comment will explore the Food Safety Modernization Act and why the 

extension of criminal liability against corporate officers is welcome and 

necessary reform. Part II of this comment will explain the history of the FDA 

and the FSMA. Also, this part examines why there is a need for the recently 

enacted regulations. Part II concludes with a brief history of some significant 

cases of foodborne illness outbreaks in the United States and court cases that 

are being used to support the FDA’s ability to hold corporate dignitaries 

criminally liable.  

Part III discusses the historical trend of difference in treatment under the law 

for personal individuals and corporations. This part further examines 

corporations as they have become ‘individuals’ under the law.  

                                                                                                                                         
8 See infra Part II. E. 
9 See Darryl K. Brown, Criminal Law Theory and Criminal Justice Practice, 49 AM. 

CRIM. L. REV. 73, 73 (2012). 
10 FSMA Final Rule for Preventive Controls for Human Food, U.S. FOOD & DRUG 

ADMINISTRATION (2017), 

https://www.fda.gov/food/guidanceregulation/fsma/ucm334115.htm (last visited 

Nov. 13, 2017). 
11 Id. 
12 Jordan Anderson, Food Safety: It's The Law! 5 Key Points Of FSMA, PARTECH 

(Feb. 20, 2017), https://blog.partech.com/food-safety-its-the-law-5-key-points-of-

fsma.  
13 FDA's Strategy for FSMA Training 

Who Will Provide Training for the Food Industry? Public and Private Partners 

Working Together (2017),  

 https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm461513.htm (last visited 

Dec. 12, 2017). 
14 Id. 
15 Id. 
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Part IV of this comment analyzes the more modern cases involving 

foodborne illnesses to compare and distinguish the outcome of those cases. 

This section then shows how they apply the current guidelines set by the FDA 

through the FSMA. It further explores the guidelines set by the FSMA and 

examines whether or not they present an unfair extension of liability to 

individuals. This section compares the current instances with earlier case 

analysis for the purpose of showing the benefits of holding corporate officers 

responsible for the actions/inactions of the corporations they control. 

Part V gives recommendations regarding the United States as a world leader 

in food safety. In conclusion, Part VI explains why it is not an overstep of the 

FSMA to hold high ranking corporate individuals accountable. 

II. FACTUAL BACKGROUND 

A. The FDA 

 The FDA is a federal administrative agency under the United States 

Department of Health and Human Services.16 “Administrative agencies 

[which are] created by the…Congress, …manage contingencies, redress 

serious social problems, and manage complex matters of governmental 

concern.”17 The FDA is mainly responsible for consumer health protection.18 

The FDA’s modern regulatory functions began in 1906 with the passage of the 

Pure Food and Drugs Act, which was “an exertion by Congress of its power to 

keep impure and adulterated food and drugs out of the channels of 

commerce.”19  

The FDA officially became known as the “United States Food and Drug 

Administration” in 1930.20 The FDA was granted power by the United States 

Congress in 1938 to enforce the Federal Food, Drug, and Cosmetic Act 

(FDCA).21 The FDA is part of the executive branch but is granted authority 

through the legislative branch.22 One of the FDA’s primary responsibilities 

include “protecting the public health” by ensuring that the food supply of the 

                                                                                                                                         
16 Types Of Administrative Agency Action: Rulemaking, Adjudication, 

Investigation, USLEGAL.COM, https://administrativelaw.uslegal.com/three-types-

of-administrative-agency-action-rulemaking-adjudication-investigation/ (last visited 

Nov. 15, 2017). 
17 Id. 
18What We Do, FDA.GOV (2017), https://www.fda.gov/AboutFDA/WhatWeDo/ (last 

visited Nov. 15, 2017). 
19 United States v. Dotterweich, 320 U.S. 277, 280 (1943).  
20 What We Do, supra note 18. 
21 Federal Food, Drug, and Cosmetic Act, 21 U.S.C. §§301-399h (1938). 
22 What We Do, supra note 18. 
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country is safe and secure.23 The FDA is responsible for “advancing the public 

health” by making sure the public has help receiving the most up to date and 

scientific information available regarding foods that “maintain and improve 

their health”.24 Congress recognized the necessity of making laws to regulate 

not only food but drugs and cosmetics as there was little to no regulation of 

this market which resulted in serious abuses in the consumer product market.25 

Congress understood to ensure proper implementation of acts they needed to 

create independent agencies.26 While not perfect, the authority for the FDA 

has remained consistent with public policy: the need for consumers to be 

protected against, or free from, dangers of consumables put on the market by, 

among others, corporations.27  

The FDA can create and enforce regulations and in turn, provide for liability 

when the regulations are not followed or are ignored.28 The FDA is responsible 

for the regulation and enforcement of the Food Safety Modernization Act.29 

The FSMA is an example of Congress granting the FDA authority to regulate 

the potential dangers in the consumer product market by empowering current 

FDA officers to enforce the law through civil and criminal penalties and by 

providing funding to hire and train more enforcement officers.30 

B. The Food Safety Modernization Act 

The Food Safety Modernization Act was the first major reform to the scope 

of the FDA’s regulatory authority in decades. President Barack Obama signed 

the FSMA into law on January 4, 2011.31 The United States House of 

                                                                                                                                         
23 Id. 
24 Id. 
25 When And Why Was The FDA Formed?, FDA.GOV (2017), 

https://www.fda.gov/AboutFDA/Transparency/Basics/ucm214403.htm (last visited 

Nov. 15, 2017). 
26 See id. 
27United States Food and Drug Administration, Statement of FDA Mission (2017) 

https://www.fda.gov/downloads/aboutfda/reportsmanualsforms/reports/budgetreports

/ucm298331.pdf. 
28Michael A Walsh, United States: The Food Industry And No Fault Crimes - 

Criminal Liability For The Conduct of Others, MONDAQ (2013), 

http://www.mondaq.com/unitedstates/x/278428/food drugs law/ (last visited Nov. 

15, 2017). 
29 Background on the FDA Food Safety Modernization Act 

(FSMA), FDA.GOV (2015), 

https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm239907.htm (last visited 

Nov. 15, 2017). 
30 Id. 
31 Diana R.H. Winters, Food Law At The Outset Of The Trump Administration, 65 

UCLA L. REV. DISCOURSE 28, (2017). 
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Representatives passed the Food Safety Modernization Act on December 21, 

2010, paralleling the passage by the Senate just two days earlier on December 

19, 2010.32 The vote in the Senate was not recorded, but interestingly enough 

it was passed unanimously.33 Passage of FSMA gives a significant increase in 

power to the Food and Drug Administration.34 The bill set a goal to increase 

FDA staff from 4000 in the fiscal year 2011, to 5000 within the fiscal year 

2014.35 Under the new law, the FDA will be given power to hire state officials 

to enforce the requirements of FSMA.36 

C. The Need for Updated Guidelines Provided by the Food Safety 

Modernization Act 

In late 2008, the United States experienced one of the worst foodborne 

illness outbreaks of salmonella resulting in one of the largest ever food product 

recalls in United States history.37 In United States v. Parnell, No. 1:13-CR-12, 

2013 U.S. Dist. WL 2387714 (M.D. Ga., May 30, 2013),38 The Peanut 

Corporation of America was found to have been responsible for a salmonella 

outbreak where forty-seven states reported over 700 illnesses and nine deaths 

that were linked to foodborne complications.39 The number of total cases both 

reported and unreported is believed however, to total more than 220,000 

illnesses.40 The FSMA was born out of the shortcomings in food safety that 

                                                                                                                                         
32 Meredith Shriner, Senate Oks Food Safety Measure Politico (2010) 

https://www.politico.com/story/2010/12/senate-oks-food-safety-measure-046598 

(last visited Dec. 12, 2017). 
33 Id.  
34 See generally 21 U.S.C. 301 et seq. (2011). 
35 21 U.S.C. 301 et seq. (2011). 
36 Pete Kennedy, Esq., Congress Passes FDA Food Safety Modernization Act 

(FSMA), FARM-TO-CONSUMER LEGAL DEFENSE FUND (Dec. 29, 2010), 

https://www.farmtoconsumer.org/blog/2010/12/29/congress-passes-fsma-kennedy/  
37 Brian Hartman & Kate Barrett, Timeline of the Salmonella Outbreak, ABC NEWS 

(2009), http://abcnews.go.com/Health/story?id=6837291 (last visited Nov. 13, 2017). 
38 United States v. Parnell, No. 1:13-CR-12, 2013 U.S. Dist. WL 2387714 (M.D. 

Ga., May 30, 2013). 
39 Multistate Outbreak of Salmonella Typhimurium Infections Linked to Peanut 

Butter, 2008-2009 (FINAL UPDATE), CDC.GOV (2009), 

https://www.cdc.gov/salmonella/2009/peanut-butter-2008-2009.html (last visited 

Nov. 15, 2017). 
40 Howard Sklamberg & Michael Taylor, Reflecting on New Food Protections in the 

Wake of PCA Convictions, (Sept. 25, 2014), 

https://blogs.fda.gov/fdavoice/index.php/2014/09/reflecting-on-new-food-

protections-in-the-wake-of-pca-convictions/. 
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led to the Peanut Corporation of America salmonella outbreak.41 This outbreak 

highlighted the issue and brought it into the spotlight.42 

After this devastating event, Congress began to discuss adopting the 

guidelines of the FSMA which would result in harsher sanctions against 

corporations and individuals involved in allowing an item (specifically food 

item or other consumable item), that was not suitable for consumption or 

health, to be allowed into the stream of commerce and to be consumed by the 

public at large.43 Under the FSMA, the FDA now has the authority to impose 

criminal liability for the following violations: 

 

• Operating a facility not in compliance with the FSMA Preventive 

Controls Rules (for both Human and Animal Food) 

• Failure to comply with the FSMA Produce Safety Rule 

• Failure to comply with FSMA food defense regulations 

• Refusal or failure to comply with an FDA recall order 

• Knowing and willful failure to comply with consumer recall 

notification requirements 

• The importing or offering for importation of a food if the importer 

does not have a foreign supplier verification program in 

compliance with the FSMA Foreign Supplier Verification 

Program Rule 

• Failure to comply with recordkeeping requirements for high-risk 

foods.44 

 

  

                                                                                                                                         
41 Thomas Jones, Environmental Monitoring in the Age of 

FSMA, SAFEFOODALLIANCE.COM, https://safefoodalliance.com/wp-

content/uploads/sfc2016-Environmental_Monitoring_In_The_Age_of_FSMA.pdf 

(last visited Nov. 15, 2017). 
42 Id. 
43 Mary Clarke Jalonik, New federal food safety rules issued after deadly outbreaks, 

CHI. TRIBUNE (Sept.11, 2015), 

 http://www.chicagotribune.com/news/nationworld/sns-bc-us--food-safety-rules-

20150910-story.html. 
44 Erik Lieberman, Criminal Prosecutions of Corporate Officers Under FD&C Act 

Highlight Importance of FSMA Compliance, LIEBERMANPLLC.COM (2014), 

http://www.liebermanpllc.com/criminal-prosecutions-corporate-officers-fdc-act-

highlight-importance-fsma-compliance/ (last visited Nov. 15, 2017). 
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D. The Current Status 

The FSMA was scheduled to become fully implemented in 2016, but as with 

any federal statute, there are specific steps that must be taken to ensure it 

becomes a fully enforced statute under the law.45 An incoming President has 

the authority to order that regulations enacted in a previous administration stop 

being implemented.46 This is what is known as a regulatory freeze.47 A 

regulatory freeze can be typical during the transition from one administration 

to another.48 Initially, it appeared that the new administration led by President 

Donald Trump would continue to allow the FDA to enforce the FSMA 

guidelines.49 However, President Trump has indefinitely suspended core 

protections and authorities given under the broad bipartisan supported 

legislation.”50 There has been a regulatory freeze of key aspects of the FSMA, 

and for the remaining protections under the regulation, there have been 

continuous extensions given to corporations to be in compliance.51 The claim 

is that extensions are provided for the affected corporations who need more 

time and financial resources to be in compliance with the new regulations.52 

 

  

                                                                                                                                         
45 Legislative Process: How a Bill Become a Law, SENATE.GOV, 

https://www.senate.gov/reference/resources/pdf/legprocessflowchart.pdf. 
46 Lydia Wheeler, Trump's Regulatory Freeze in Full Force, THE HILL (2017), 

http://thehill.com/regulation/administration/320014-trumps-regulatory-freeze-in-full-

force (last visited Nov. 15, 2017). 
47 Id. 
48 Id. 
49 Trump Withdraws US from Trans-Pacific Partnership, Freezes New 

Regulations, CHEESE REPORTER (Jan. 27, 2017), http://npaper-wehaa.com/cheese-

reporter/2017/01/s3/?g=print#?article=2870115. 
50 Dr. Peter G. Lurie, Trump Administration Indefinitely Delays Key Food Safety 

Protections, CSPINET.ORG, 

https://cspinet.org/news/trump-administration-indefinitely-delays-key-food-safety-

protections-20180104 (last visited Mar. 31, 2018.) While the Trump administration 

initially had no plans of suspending regulation, on the seventh-year anniversary of 

the legislation being signed into law, the announcement was made that core 

consumer protections would be indefinitely relaxed under the Trump FDA. Id. 
51 The Food and Drug Administration Food Safety Modernization Act; Extension and 

Clarification of Compliance Dates for Certain Provisions of Four Implementing 

Rules, FEDERALREGISTER.GOV (2016), 

https://www.federalregister.gov/documents/2016/08/24/2016-20176/the-food-and-

drug-administration-food-safety-modernization-act-extension-and-clarification-of 

(last visited Nov. 15, 2017). 
52 Id. 
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E. A Brief History of Major Foodborne Outbreaks in the United States 

The Peanut Corporation of America salmonella outbreak, while devastating, 

was not the first recorded foodborne illness situation that the United States has 

experienced.53 The history of these tragedies date back to at least 1919.54 To 

understand the need for the sweeping reform that Congress is attempting to 

implement under the FSMA, it is important to explore cases that go back to 

some of the first known instances of foodborne illnesses.55 

 It was widely apparent that while there was a need to protect the public from 

sickness and death, the government did little to enforce the industry standard 

of clean safe food.56 Early examples of foodborne illness outbreaks illustrate 

how criminal liability was not imposed in instances such as the 1919 Botulism 

Cases, the 1925-1926 Typhoid Fever Outbreak, and more recently, the Listeria 

Outbreak in 1985 in Los Angeles, CA.57  

In 1919, olives that were distributed to multiple locations across the United 

States were found to have been the perpetrator of a botulism outbreak.58 This 

outbreak killed nineteen people in three different states and made many others 

very sick.59 The sickness was described as being so bad that some people had 

wished they would have been killed by the outbreak.60 Symptoms of botulism 

include nausea, vomiting, and abdominal cramps (only in foodborne botulism) 

and can sometimes even lead to paralysis.61 This 1919 olive botulism outbreak 

                                                                                                                                         
53 See infra Part II. E. 
54 Dan Flynn, Canned Ripe California Olives Spread Botulism in 

1919, FOODSAFETYNEWS.COM (2012), 

http://www.foodsafetynews.com/2012/03/canned-ripe-california-olives-spread-

botulism-in-1919/#.WdUvWTPMzVq (last visited Nov. 14, 2017). 
55 Michelle Jarvie, History of food safety in the U.S. – part 

1, MUSE.ANR.MSU.EDU (2014), 

http://msue.anr.msu.edu/news/history_of_food_safety_in_the_us_part_1 (last visited 

Nov. 14, 2017). 
56 See supra note 25. (Industry standard being a stated standard with no little 

regulation at the time. The standard was the general standard of supplying clean and 

safe food.). 
57 Valencia Higuera, Worst Foodborne Illness Outbreaks in Recent U.S. 

History, HEALTHLINE.COM (2017), https://www.healthline.com/health/worst-

foodborne-illness-outbreaks#hepatitis-a6 (last visited Nov. 13, 2017). 
58 See supra note 54. 
59 Id. 
60 Chas. Armstong et al., Botulism From Eating Canned Ripe Olives, PUBLIC 

HEALTH REPORTS, Vol. 34, No. 51 (Dec. 19,1919) 

https://www.jstor.org/stable/pdf/4575421.pdf?refreqid=excelsior%3A1de0d2fb129ac

bf3455364d5293123b9. 
61 Danielle Moores, Botulism -- What is Botulism? HEALTHLINE.COM (Apr. 10, 

2012), http://www.healthline.com/health/botulism#causes-and-risk-factors3. 
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did not result in any criminal liability for the deaths, nor the suffering of the 

persons who became sick because of the food mishandling.62  

From 1925 through 1926, it was reported that oysters kept in tainted water 

made 1500 sick and killed at least 150 people.63 The sickness caused by these 

mishandled oysters was typhoid fever.64 No criminal liability in this instance 

could be attributed to the oyster corporations because the technology did not 

exist to find the actual cause of the illness.65 Not one person was held liable 

under the law for the deaths and sicknesses that resulted from the mishandling 

of the oysters.66 The oyster companies did however, have to make changes due 

to the mishandling of the oysters that led to the illnesses and deaths.67 The 

individual states decided that there should be guidelines for sanitation within 

the oyster industry and the local governments swiftly enacted stricter 

regulations.68 

The Food Safety Modernization Act was born out of the continuing need to 

protect innocent citizens, paired with the authority of historic cases regarding 

criminal liability and corporations and those who are in control of them.69 

 In United States v. Dotterweich, 320 U.S. 277 (1943), the United States 

Supreme Court first explored the idea of enforcing criminal punishment for 

adulteration in the food industry.70 In Dotterweich, the President of the 

corporation was held liable for shipping into interstate commerce misbranded 

and contaminated drugs.71 He was charged by two informations, one charging 

the corporation and one charging Mr. Dotterweich.72 This was a case of first 

impression and held that a corporate player could be held liable both strictly 

and vicariously for events that resulted in a negative effect upon public 

welfare.73 The new ruling imposes upon persons exercising authority 

and supervisory responsibility reposed in them by a business organization not 

only a positive duty to seek out and remedy violations but also primarily, a 

                                                                                                                                         
62 See supra note 54. 
63 Dan Flynn, Oyster-Borne Typhoid Fever Killed 150 in Winter of 1924-25 

FOODSAFETYNEWS.COM (2012) http://www.foodsafetynews.com/2012/03/editors-

note-in-the-winter/#.WdUwWDPMzVo. 
64 Id. 
65 Id. 
66 Id. 
67 Id. 
68 Flynn, supra note 54. 
69 What is the Food Safety Modernization Act?, NATIONAL SUSTAINABLE 

AGRICULTURE COALITION, http://sustainableagriculture.net/fsma/overview-and-

background/ (Last visited Jan. 29, 2017). 
70 United States v. Dotterweich, 320 U.S. 277 (1943). 
71 Id. at 285.  
72 Dotterweich, 320 U.S. at 278. 
73 Dotterweich, 320 U.S. at 284. 
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duty to implement measures that will ensure that violations will not occur.74 

While the jury did not find the corporation itself guilty, they did find its 

president as an individual liable.75 Mr. Dotterweich was fined $500 for each 

count with most counts being suspended, was given no time in custody, and 

only sixty days of probation for each count, run concurrently.76 Although the 

Second Circuit Court of Appeals found that Mr. Dotterweich should not be 

held responsible because the ‘person’ responsible in this case was the 

company, the Supreme Court found that Mr. Dotterweich was responsible for 

his inaction as the president and general manager of the company.77 The 

Supreme Court disagreed with the appellate court ruling noting that the only 

way a corporation ‘person’ could commit any act is through persons who could 

“act on its behalf.”78  

The next time that the court recognized criminal liability for corporate 

individuals was in United States v. Park, 421 U.S. 658 (1975).79 This case 

revolved around John Park, the president of food store chain Acme Markets.80 

Mr. Park was informed by the FDA over the span of two years that at least one 

of the chain’s warehouses had a rodent infestation.81 Mr. Park spoke with 

Acme counsel and was informed that the employee in charge of the location 

was taking all remedial action to remedy the situation.82 Upon continued 

inspection, the officers of the FDA found Acme noncompliant and the 

corporation was charged under the law.83 This case created a doctrine know 

today as the Responsible Corporate Officer (RCO) Doctrine.84 

 “Under the RCO Doctrine, the CEO of a company can be held personally 

liable for these and other violations of the Food, Drug & Cosmetic Act for 

violations committed by their employees.”85 The Park court expanded on 

Dotterweich by including in the majority opinion that “first, ‘any person –

including a corporation [charged]—' within the meaning of 21 U.S.C. §333 

                                                                                                                                         
74 Id. 
75 Dotterweich, 320 U.S. at 278.  
76 U.S. v. Dotterweich, UNODC.ORG, https://www.unodc.org/cld/case-law-

doc/fraudulentmedicinecrimetype/usa/1943/usa_v._dotterweich.html (last visited 

Nov. 15, 2017) ; Suspended Sentence: the defendant has no penalty to pay. However, 

the defendant’s criminal conviction will remain part of the public record. 
77 Dotterweich, 320 U.S. at 281. 
78 United States v. Dotterweich, 320 U.S. 277, 281 (1943). 
79 United States v. Park, 421 U.S. 658 (1975). 
80 Park, 421 U.S. at 658. 
81 Park, 421 U.S. at 658. 
82 Park, 421 U.S. at 658. 
83 Park, 421 U.S. at 659. 
84 This is also known as the Park Doctrine. 
85 Erik Lieberman, Criminal Liability Exposure Under the Food Safety 

Modernization Act: What Every CEO Should Know, RETAILLEADER.COM (2014), 

https://retailleader.com/criminal-liability-exposure-under-food-safety-modernization-

act-what-every-ceo-should-know (last visited Nov 15, 2017). 
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may include any corporate officer or employee ‘standing in responsible 

relation’ to a condition or transaction forbidden by [an act]”.86 Second, a 

person may be convicted of a criminal offense under the Act even in the 

absence of “the conventional requirement for criminal conduct-awareness of 

some wrongdoing.”87 First, Park affirmed that corporate individuals could be 

held liable for criminal misconduct.88 Next, the court expanded that liability to 

include corporate officers.89 And lastly, the court provided that the standard 

for convicting such persons may be lower than the traditional standard used in 

criminal convictions.90 

 Park’s interpretation of the legislation was fairly narrow in scope by 

limiting corporate officer’s liability to misdemeanors.91 John Park was only 

charged $50 per count for five counts and served no jail or prison time.92 While 

this case did better define and strengthen the rule from Dotterweich, the author 

maintains it should have gone further in defining the scope of criminal 

liability.93 

Even after the Responsible Corporate Officer Doctrine was enacted, another 

notable outbreak occurred in 1985, when consumption of Mexican-style 

cheeses was linked to an outbreak of listeriosis that killed over twenty-five 

people in Los Angeles County.94 The deaths included newborn babies, new 

mothers, and unborn fetuses.95 In the civil case against the Alta-Dena Dairy, 

that never went to trial, the court granted injunctive relief to consumers for the 

mislabeling of potentially dangerous products.96 The corporation’s lower 

management team pleaded no contest to criminal misdemeanor charges.97 The 

                                                                                                                                         
86 Federal Food, Drug, and Cosmetic Act, 21 U.S.C.A. § 321(e) (1938). 
87 United States v. Park, 421 U.S. 658 (1975). 
88 Id. 
89 Park, 421 U.S. at 683. 
90 Park, 421 U.S. at 676. 
91 United States v. Park, 421 U.S. 658 (1975). 
92 John R. Fleder, et al., FDA and the Park Doctrine, FDALAWBLOG.NET (2010), 

http://www.fdalawblog.net/wp-content/uploads/archives/docs/fda-and-the-park-

doctrine.pdf. 
93 An Examination of Strict Criminal Liability Under the Food, Drug and Cosmetic 

Act of 1938: Is It Time For Change?, DASH.HARVARD.EDU (1999), 

https://dash.harvard.edu/bitstream/handle/1/8889485/Holt,_Breanna_-

_Paper.pdf?sequence=1 (last visited Nov 15, 2017). 
94 Robert Lindsey, 62 Deaths From Cheese Traced To Single Source, N.Y. TIMES, 

(Jul. 14, 1985) http://www.nytimes.com/1985/07/14/us/62-deaths-from-cheese-

traced-to-single-source.html. 
95 Id. 
96 Consumers Union of U.S., Inc. v. Alta-Dena Certified Dairy, 4 Cal.App.4th 963, 

966 (Cal.App.1992). 
97 Dan Flynn, Remembering the Sad 1985 Listeriosis Outbreak, 

FOODSAFETYNEWS.COM (2011), 
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employee manager served the longest sentence: sixty days in jail and received 

fines totaling $48,000, while the owner only served half the time.98 The 

company caused over one hundred million dollars in damages but only 

maintained an insurance policy with approximately ten million dollars in 

coverage.99 Later, in Consumers Union of U.S., Inc. v. Alta-Dena Certified 

Dairy, 4 Cal.App.4th 963, 970 (Cal. App, 1992), the company was found 

guilty for the inclusion of the harmful ingredient in the cheeses and was 

mandated to label their items with harsh labels that included warnings that the 

products were known to cause deaths.100 

With the exception of the 1985 case,101 in all of these prior cases there was 

little to no criminal liability charged or imposed against anyone.102 With more 

than twenty-five people losing their lives, the person held the most responsible 

for the outbreak only served a de minimis sixty days in jail.103 This appears to 

go against the basic public policy to protect against preventable harm and to 

protect human life.104  

The FSMA provides for criminal liability under the authority of the RCO 

Doctrine.105 In the Park case in 1975, the Supreme Court of the United States 

held that “before a person can be convicted of a criminal violation of this Act, 

a jury must find--and must be clearly instructed that it must find--evidence 

beyond a reasonable doubt that he engaged in wrongful conduct amounting at 

least to common-law negligence.”106 Stated differently, if a person could 

prevent a foodborne illness from occurring, or prevent a tainted product from 

entering into the stream of commerce, and the individual failed to do so, there 

could be criminal sanctions, albeit minor.107 The RCO Doctrine put 

corporations on notice that there could be consequences, criminally, for 

misdeeds or inaction to correct misdeeds, for persons responsible for oversight 

within the corporation.108 
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III. LEGAL AUTHORITY 

A. The Trend of Different Treatment Under the Law Between 

Corporations and Corporate Officers 

The Food and Drug Administration (FDA), the United States’ leader in 

regulating food safety, has toughened up on threatening criminal liability to 

individual players within the chain of command in a corporation.109 While a 

corporation is considered an ‘individual’ under the law, a corporate officer has 

seldom been held liable criminally for food illness related suits.110 Even on the 

rare occasion of corporate dignitaries being held liable, the punishment does 

not appear to rise to the level that punishment for other crimes resulting in 

death or injury often do.111  

Generally, persons affected by foodborne illnesses are informed by public 

health centers on how to settle the matter through civil court.112 Extreme 

illness and death, if caused by a private individual’s wrongful behavior, often 

results in criminal punishment.113 Whereas the same injury if caused by a 

corporate dignitary acting for a corporation, ordinarily goes unpunished.114 

When a private individual commits any action with intent or reckless disregard 

of consequence, the individual is held liable, either civilly or criminally.115 

This includes liability regarding something one had no immediate control over, 

for example vicarious liability or something “referred to as strict, or no-fault, 

liability because the employer itself is not actually or personally at fault.”116 

These are examples showing that under the law, a person may have liability 

for something that they were unaware of or had no control over, similar to the 

liability a corporate officer would face under the FSMA/RCO Doctrine.117 
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There are also instances of liability with a lack of specific intent in both civil 

and criminal courts.118 An example of such criminal liability is involuntary 

manslaughter, ‘the unlawful killing of a human being without malice 

aforethought and without an intent to kill.’119 Under tort, in the realm of civil 

liability, there is recompense for what is referred to as intentional infliction of 

emotional distress (IIED).120 IIED has elements that must be met in order to 

bring a successful tort action.121 “[T]o state a [claim] ... for intentional 

infliction of emotional distress[,] a plaintiff must show…(2) the defendant's 

intention of causing or reckless disregard of the possibility of causing 

emotional distress.122 These are examples where someone could have intended 

a harm, but even go so far as to find liability even where there was no intent 

for harm to occur.123 Harm caused does not have to be intentional but merely 

foreseeable.124 The standard of “reckless disregard” has led to civil and 

criminal liability for individuals.125 Yet until recently, individuals acting on 

behalf of corporations have not faced the same consequences.126 Corporations 

have tended to get the rights afforded to individuals, but not the responsibilities 

by being permitted to escape criminal liability by the corporate cloak.127 

B. Corporations as Individuals 

If corporations are legally people under the law, they should be held liable 

for criminal misconduct under the law as would their individual personhood 

counterparts.128 In order to come to this conclusion, it is important to examine 
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its history.129 The idea of corporations as individuals was apparent in the early 

history of our country, beginning with Santa Clara County v. So. Pacific R.R. 

Co., 118 U.S. 394, (1886).130 This case involved challenging the State of 

California taxing certain railroads.131 Before the trial even took place the 

unanimous court was of the opinion that corporations were clearly intended to 

be protected by the Fourteenth Amendment.132 Chief Justice Waite stated that 

the issue was moot because the entire court was of the opinion that the 

Fourteenth Amendment protections did extend to corporations.133 Another 

early example dates back to language in the Fair Labor Standards Act of 1938, 

where a ‘person’ was defined as an individual, partnership, association, 

corporation, business trust, legal representative, or any organized group of 

persons.134  

Further, in 1977, the United States Supreme Court heard arguments in 

United States v. Martin Linen Supply Company, 430 U.S. 564 (1977).135 This 

case was centered around Martin Linens and Texas Sanitary Towel Supply, 

two corporations alleged to have violated antitrust/consent decrees that 

prohibited the corporations from “threatening, coercing, inducing or 

attempting to induce any linen rental supplier to refrain from furnishing linen 

supplies to any customer.”136 The jury in the civil action was hung and the 

judge granted an acquittal as to the defendants.137 The case was appealed by 

the state, however the defendant claimed that this would violate the Double 

Jeopardy rule.138 The Supreme Court granted certiorari and found that double 

jeopardy not only applied to humans but also to corporations and that the 

double jeopardy rule applied to Martin Linen Supply Co., meaning it could not 

be tried twice for the same offense.139 

In Citizens United v. Federal Election Commission, 558 U.S. 310 (2010), a 

political action committee organization sued the Federal Election Commission 

arguing that people's campaign donations are a protected form of speech, and 

the fact that corporations and people enjoy the same legal rights, the 
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government can't limit a corporation's independent political donations.140 The 

Supreme Court agreed, reasoning that “[g]overnment may not suppress 

political speech on the basis of the speaker's corporate identity.”141 

The Citizens United ruling might just be the most sweeping expansion of 

corporate personhood to date.142  

More recently in 2014, Burwell v. Hobby Lobby Stores, Inc., 134 S. Ct. 2751 

(2014), a private, for-profit corporation challenged the constitutionality of the 

Affordable Care Act’s mandate to provide certain services, including 

contraceptives, for its employees.143 The United States Supreme Court held 

that “[a]s applied to closely held corporations, the regulations promulgated by 

the Department of Health and Human Services requiring employers to provide 

their female employees with no-cost access to contraception violate the 

Religious Freedom Restoration Act.”144 In other words, the court ruled that the 

corporation had the right for the enjoyment of the protection of the Religious 

Freedom Restoration.145 

The FDA through the FSMA has now been granted the resources and an 

increase in personnel to be able to extend criminal liability to the officers of 

the corporations.146 Corporations should answer to the same criminal justice 

system as individual persons do because they enjoy the benefits and 

protections of being a “person” under the law.147  
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IV. LEGAL ANALYSIS 

A. The Food Safety Modernization Act is Welcomed Reform 

The FSMA, enforced under the authority of the FDA, is a welcomed reform 

regarding how the drug and food administration is ran and enforced.148 

Historically, there has been minimal to no criminal liability for the individuals 

who oversee the corporations that are introducing the consumables/food 

products into the stream of commerce.149  

More recently, since the passage of the FSMA in 2011, there has been a 

greater push for criminal liability for corporate individual players.150 For 

instance, the grandfather of cases that sparked the outrage and the action by 

the Obama administration to update and modernize the FDA guidelines 

specifically criminal liability, is the Peanut Corporation of America case, 

supra Part II. C.151 In this case the Parnell brothers, among others, were found 

to have placed misbranded or adulterated food products into the stream of 

commerce.152 The prosecution showed evidence that the defendants, the 

Parnell brothers deceived their customers by not being transparent with the 

fact that at least some of their products had tested positive for salmonella.153 

The brothers were charged with many counts, including a violation of 

introduction of adulterated food with the intent to mislead the public or to 

defraud.154 Prosecutors said Mr. Parnell’s company, Peanut Corporation of 

America, repeatedly sold contaminated peanut products and misled customers 

about test results.155 They also said the company, which was “headquartered 

in Virginia but also had facilities in Texas and Georgia, sometimes shipped 
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products that Mr. Parnell knew were tainted.”156 The corporate officers were 

found guilty and were criminally punished.157 

While cases are still seeing mixed results since the salmonella outbreak, the 

overall trend is imposing or at least charging for criminal punishment when a 

corporate officer could have prevented contaminated food from entering the 

stream of commerce.158 Another example of the justice system seeking 

criminal liability with regard to foodborne illness was with brothers Eric and 

Ryan Jensen.159 The Jensen brothers owned a farm in Colorado.160 A listeria 

outbreak was traced back to their corporation.161 The brothers pleaded guilty 

to charges brought on after around three dozen people died from listeria 

resulting from mishandled food and sanitation guidelines.162 The Jensen 

brothers asked the judge for probation, as federal guidelines had been recently 

put into place that would minimize a repeat tragedy.163 The judge in the case 

ordered restitution and probation for the Jensen brothers, but no incarceration 

time.164 The Jensen brothers were ultimately found guilty for their crime, but 

did not serve any time for punishment.165 

In United States v. DeCoster, 828 F.3d 626  two members of the DeCoster 

family, who were corporate dignitaries in supervisory positions claimed lack 

of knowledge of any wrongdoing and were held liable for contamination of 

eggs that tested positive for harmful bacteria.166 The men were sentenced to 
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prison and appealed the Eighth Circuit Court of Appeal’s ruling.167 On appeal 

to the Supreme Court, the DeCosters planned to argue that the Court should 

overrule the holdings in Dotterweich and Park.168 The Supreme Court denied 

certiorari, upholding the appellate court.169 

Finally, in 2014, three higher-ups of the Rancho Feeding Slaughter House 

were sentenced to prison time.170 This case presented facts that show there was 

an actual intent to deceive the public by processing meat from cattle that were 

known to have eye cancer.171 Jesse Amaral, owner of Rancho, directed his 

supervisory staff to sell meat condemned by the United States Department of 

Agriculture veterinarian.172 The supervisory staff instructed their employees to 

carve out the ‘condemned’ branding and to sell the meat.173 The court found 

that these corporate individuals should be held accountable.174  

More regularly in recent cases, there has been criminal prosecution of 

corporate individuals in court proceedings.175 While this appears to act as a 

stern warning to promote deterrence for the inaction on behalf of corporate 

individuals, the question that is presented now is whether it goes far enough to 

meet the intent of the FSMA.176 The general trend appears to answer this in the 

affirmative.177 The FSMA was signed into legislation in 2011, with the 

instruction that all guidelines will need to be implemented by 2015, however, 

compliance dates appear to have been extended to early 2018.178 Since being 

signed into law, the number of cases per year has been on a general decline 
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with the exception of 2016.179 The goals of the Food Safety Modernization Act 

with respect to extension of criminal liability to corporate officers makes a 

great deal of sense when examining the broad public policy purposes justifying 

our criminal justice system.180 

The criminal justice system was established by the early founders for 

fundamentally noble reasons, including to protect the rights of the innocent.181 

Those basic purposes include: deterrence of future criminal conduct, either for 

the individual or for the public as a whole; retribution on behalf of society and 

the victims of crime, incapacitation, punishment, and rehabilitation of the 

offender.182  

Of all the traditional purposes, perhaps the most compelling reason behind 

the imposition of the agencies stronger regulations is deterrence.183 One of the 

fundamental goals of the FDA is to protect the public, so this in accord with 

the basic public policy purpose behind the FDA, the protection of the public.184 

This is effectuated by punishing those who did not keep their promise to 

society to ensure that safe food/consumables were going to be hitting the 

market.185 “The state must redress imbalances caused by those people who take 

illegal advantage of another or diminish their human dignity.”186 

B. Congress Should Avoid Technical Challenges by Creating Clearer 

Guidelines 

A clearer and more focused law is more enforceable and less likely to be 

disputed.187 Making laws consistent with fundamental fairness and which are 

not vague helps ensure fewer constitutional challenges.188 To best avoid these 

challenges, the FSMA should establish more stringent guidelines that 

affirmatively describe who will and who will not be found in violation of the 
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current FSMA regulations.189 Issues that regularly arise with vagueness 

include arbitrary enforcement and inadequate notice.190 Every person, 

seemingly including corporations, are guaranteed certain protections.191 The 

Fourteenth Amendment states that “nor shall any State deprive any person of 

life, liberty, or property without due process of the law.”192 Criminal 

defendants have relied on the “void for vagueness” doctrine to be liberated 

from charges against them because the average person should not have to guess 

what the enactment encompasses.193 When a law is vague it could lead to 

prosecution of otherwise innocent persons.194 “Where the conduct in question 

is at the margins of the meaning of an unclear statute, however, it will be struck 

down as applied.”195 

Under the new guidelines and funding under the FSMA, were they to be 

implemented by this administration, there would be more FDA agents 

conducting domestic inspections and sending warning letters letting a 

corporation know when it is either A) at risk of falling out of compliance or B) 

out of compliance.196 This, paired with the fact that technology is much more 

efficient now than before, and it is easier for food safety tests to be done, the 

reasons to not punish corporate overseers would begin to diminish.197  

To avoid injustice the FSMA should revise and incorporate an informational 

plain letter language rule set for corporate dignitaries who cannot understand 

the language of the current regulations and guidelines. This will also reduce 

any risk of a fundamental fairness defense to the regulations.198 The FSMA 

should punish those responsible for sickness and death by continuing to hold 

irresponsible corporate officers criminally liable so that there is a clear 
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punishment. This will help to deter the inaction of said dignitaries and give 

redress to the victims affected and their loved ones.199 

C. Opposition to the Food Safety Modernization Act 

The FSMA is without doubt a controversial legislative reform, especially to 

farmers who see it as an expensive regulation that imposes a financial burden 

upon small farms and farmers.200 Some farmers argue that imposition of the 

regulations would result in: the reduction in the availability in safe and healthy 

food; difficulty for farms to diversify; excessive water testing; and an over-

regulation of new food.201 

The need for the FSMA outweighs the inconveniences for farmers when it 

protects lives versus the inconvenience to livelihood.202 While no act can be 

perfect, the FSMA provides much needed safeguards, and the nuisance is 

slight compared to the burden on corporations.203 Foodborne illnesses cause 

sickness and death and are also costly to the United States economy, being 

estimated at about $15.6 billion annually.204 There may be portions of the 

FSMA that might not survive criticism, however certain regulations of the 

FSMA, specifically, criminal liability, should be enforced.205  

V. RECOMMENDATIONS 

A. The United States as a World Leader. 

“International food [safety] agreements provide a reasonably uniform level 

of protection in terms of public health and food standards.”206 Many countries 
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follow guidelines set out by the World Trade Organization (WTO.)207 The 

code standards established by WTO are called the Codex Alimentarius.208 The 

Codex Alimentarius, or "Food Code," is a collection of standards, guidelines 

and codes of practice adopted by the Codex Alimentarius Commission.209 

“The Commission, also known as CAC, is the central part of the Joint The 

Food and Agriculture Organization of the United Nations (FAO)/WHO Food 

Standards Programme and was established by FAO and WHO to protect 

consumer health and promote fair practices in food trade.”210 

Members of the World Trade Organization (WTO) recognize Codex 

Alimentarius standards as the basic standards upon which national measures 

will be judged.211 These are known as the Recommended International Code 

of Practice General Principles of Food Hygiene.212 While these are guidelines 

set to maintain uniform food safety, they are not requirements.213 

Canada has recently expanded on criminal liability and penalties by 

“increas[ing] criminal penalties for violations of their corollary act of the 

FSMA, the Safe Food for Canadians Act (SFCA.)214 For example, under their 

newer guidelines, penalties for convictions under the act increased from 

$50,000 fine and/or six months imprisonment to $250,000 fine and/or six 

months imprisonment.”215 Canada, however, did not impose any criminal 

liability for one of its most serious foodborne illness outbreaks in their 

country’s history.216 A 2008 outbreak of listeriosis was eventually credited to 

Maple Leaf Foods.217 Just a year later, the company agreed to settle all 

wrongful death claims with a $27 million dollar settlement.218 This led to a 
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circumstance where “[c]laimants who became ill may qualify for up to 

$125,000.”219  

Similarly, the European Union, under the Food Standards Agency, holds 

corporations and officers criminally liable for offences.220 “Regulation 5 lays 

down the penalties for the breaches of the articles listed above: on conviction 

in a Crown Court, a fine or imprisonment for a term not exceeding two years 

or both.”221 In South Wales in 2005, the largest outbreak of Escherichia coli 

(E.coli) resulted in the tragic death of a five-year-old boy.222 The law in the 

United Kingdom failed the public by not charging manslaughter against the 

dignitary and only sentencing him to one year in prison with his imprisonment 

lasting only a fraction of the sentence.223 The corporate officer was released 

after serving twelve weeks.224 

How would these corporations and corporate dignitaries fair against a 

department of justice with FSMA regulations and enforcement power? Simple, 

they would likely be serving jail sentences longer than three months.225 The 

FSMA, while not perfect, if fully implemented, gives the FDA officers 

authority to enforce those regulations through warnings, mandates, and actual 

criminal prosecution.226 Of the last three major foodborne illness outbreaks, 

the United States has charged all of the irresponsible corporate officers 

involved, and more significant penalties have been imposed than was 

previously the case.227  

The United States has some of the safest food products and cleanest water in 

the world.228 The United States has a unique opportunity to become a leader 
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when it comes to regulating officers in the food industry.229 The United States, 

being a world leader, made a great statement by the passing of legislation in 

regard to the food safety in the United States and has been recognized as a 

world leader in food safety.230 It is apparent, that when there are insufficient 

and/or unenforced guidelines for the corporate wrongdoers, the public 

generally sees an insufficient punishment for crime resulting in serious 

harm.231 This author believes that the United States has the chance to send a 

stern reminder to corporate dignitaries and a message of hope to the public at 

large.232  

As recently as 2016, Chipotle was under investigation for a norovirus 

outbreak that made 189 customers and eighteen employees ill.233 The federal 

government is in the process of investigating Chipotle for the outbreak.234 The 

federal government should use the new authority under the FSMA to prosecute 

to let consumers understand the government is on their side and has food safety 

as a top priority.235 U.S. Attorney Kevin W. Techau of the Northern District 

of Iowa states the idea clearly, “[t]he message [a foodborne illness related] 

prosecution and sentence sends is a stern one to anyone tempted to place 

profits over people’s welfare”236 If the court uses the correct standard created 

in Park there must be criminal liability.237 Chipotle is alleged to have practiced 

unsafe food handling in at least one of its stores resulting in foodborne 

illness.238 Under Park, to be held responsible, a corporate officer must need 

only to be a person with reasonable responsibility and control and have a 

violation of current law or regulation occur under their management of the 

corporation.239 The lawyer for Chipotle has stated that, “Through these 
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lawsuits we will make sure that Chipotle learns to put the safety of its 

customers first.”240 This statement is quite telling. Shouldn’t Chipotle 

corporate officers put safety first, not due to current lawsuits but because of 

basic public health policy?241 

The idea behind food safety agency’s main goals can best be summed up by 

the Food Standards Agency. “Everyone involved in the production and 

distribution of food has a role to play in ensuring food safety - from food 

producers to people in their homes. When rare outbreaks such as this occur, 

we must learn from them and further strengthen our systems.”242 While there 

are not yet studies on the Act’s impact, it appears as though the passage of the 

FSMA has given a stern warning to corporations that they need to be safer 

when handling food.243 

VI. CONCLUSION 

Whether it is the threat of actual authority under the RCO Doctrine244 or the 

visibility of criminal prosecutions against corporate officers, the decline in 

foodborne illnesses, albeit limited, shows progress and hope in the realm of 

food safety.245 The Food Safety Modernization Act appropriately provides for 

criminal prosecution of corporate officers who are found responsible for 

violating the health and safety provisions under the act. 

JOSEPH GOOD
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