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More than ever before, our nation is focused on what we
are eating as the link between our food and health grows
increasingly clear. The desire to “eat healthier” is chang-
ing the spending habits of consumers in ways that de-
mand that franchisors and franchisees in the food service
industry and their counsel take notice. In a fall 2013 sur-
vey (see next page), consumers said that the number one
reason they would be dining out less frequently in the
next twelve months was their desire to “eat healthier.”1

Eating healthier ranked above customers’ concern
about their “current finances/need to cut back” (number
two reason) and their concern that “restaurant meals are
too expensive” (number three reason).2

Fad diets may come and go but legislative, societal,
and economic pressures for people to “eat healthy” only
seem to be increasing. What once might easily have
been discounted as extreme, fringe, or absurd views are
becoming more mainstream. Dr. Robert Lustig, an ex-
pert in childhood obesity and critic of sugar, refers to
sugar as a “toxin,” a “poison,” and an “evil.”3 While
some might argue this is a gross exaggeration or fear mongering,4 the growing
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1. AlixPartners, Deals and Diets, at 4 (2013), available at http://www.alixpartners.com/en/
LinkClick.aspx?fileticket=184ejv-ot7c%3D&tabid=635; see alsoNational Restaurant Association,
Executive Summary, 2014 Restaurant Industry Forecast, at 4 (2014), available at http://www.restau
rant.org/Downloads/PDFs/News-Research/research/2014Forecast-ExecSummary.pdf.
2. Id. at 4.
3. Gary Taubes, Is Sugar Toxic?, N.Y. TIMES, Apr. 13, 2011, http://www.nytimes.com/2011/

04/17/magazine/mag-17Sugar-t.html?pagewanted=all.
4. See William Leith, The Bitter Truth About Sugar, TELEGRAPH, Mar. 23, 2014, http://www.

telegraph.co.uk/health/dietandfitness/9160114/The-bitter-truth-about-sugar.html.
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consensus in the scientific and medical communities that increased consump-
tion of sugar has led to a diabetes epidemic is working its way into the Amer-
ican and global consciousness.5 For example, films such as Food Inc.,6 a 2008
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5. Taubes, supra note 3.
6. See Food Inc. (Participant Media and River Road Entertainment 2008).
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documentary criticizing industrial farming, and Fed Up,7 a 2014 documentary
linking sugar in processed foods to obesity and diabetes, are prompting
broader discussions about food in popular conversation.

Even more importantly, the business world is starting to pay attention.
“The Credit Suisse Research Institute’s 2013 study ‘Sugar: Consumption
at a crossroads’ found that close to 90 percent of general practitioners sur-
veyed in the US, Europe and Asia believe excess sugar consumption is linked
to the sharp growth in these health problems [specifically, type II diabetes
and obesity].”8 Credit Suisse reported that “the associated costs for the
global healthcare system are estimated at a staggering 470 billion US dollars
every year, representing over 10 percent of all healthcare costs.”9 If that
number does not raise alarm, “the number of people affected could be
close to 500 million by 2020, and costs could rise to a whopping 700 billon
US dollars”10 if nothing changes. The national focus on health care costs,
especially with implementation of Obamacare, leaves little doubt that the
food service industry can expect even more legislative and regulatory action
surrounding consumer food choices, especially as the federal government is
already in the midst of implementing the FDA Food Safety Modernization
Act of 2011.11

Of course, the first question is “what does it mean to ‘eat healthier?’” To-
day’s consumers want to know more than just how many calories are in their
food. They want to know: Is this food safe for everyone to eat (Salmonella,
E. coli)?12 How was this food made (sustainable farming versus industrial farm-
ing)?13 Are ingredients in this food harmful to my individual health (gluten-
free, allergens, dairy-free, other)? Does this food contain substances that may
affect long-term health concerns (antibiotics, trans fat, GMO, sugar)? Does
this food fit my personal definition of healthy (sustainable,14 ethical, natural,15

7. See Fed Up (Atlas Films 2014).
8. Cushla Sherlock, Is Sugar Turning the Economy Sour?, CREDIT SUISSE (Oct. 22, 2013),

https://www.credit-suisse.com/us/en/news-and-expertise/topics/health-care.article.html/article/
pwp/news-and-expertise/2013/09/en/is-sugar-turning-the-economy-sour.html.

9. Id.
10. Id.
11. See generally FDA Food Safety Modernization Act, 21 U.S.C. § 2201 (2011); U.S. Food &

Drug Admin., Update on Proposed Rules Under the FDA Food Safety Modernization Act
(Mar. 19, 2014), http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm389696.htm.
12. See Int’l Food Information Council, Executive Summary, 2014 IFIC Consumer Perceptions of

Food Technology Survey, at 8 (16th ed. 2014), http://www.foodinsight.org/sites/default/files/
ctools/IFIC%202014%20Food%20Tech%20Survey%20FINAL%20EXEC%20SUMMARY.
pdf (“Disease/contamination (18 percent) and food handling/preparation (18 percent) are still
the most mentioned concerns when it comes to food safety.”).
13. See generally id. at 27–29 (“Two-fifths of Millennials (43 percent) are willing to pay more

for sustainable food and beverages . . .” and “More than one-third of moms (35 percent) are will-
ing to pay more for sustainable food and beverages vs. one-quarter of non-moms (24 percent).”).
14. See id. at 20 (“Two-thirds of Americans (66 percent) say it is important that their foods

and beverages be produced in a sustainable way.”).
15. See Ricardo Carvajal & Riette Van Laack, Seeing Red over “Green”: The Fight Over “Or-

ganic,” “Natural,” and “Sustainable,” 18 BUS. L. TODAY 33, 34 (May/June 2009) (“[S]urveys sug-
gest that consumers express a preference for products labeled as “natural” over those labeled as
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organic, kosher16)? These consumer desires fuel regulation and litigation,
which is already ever present and increasing and of obvious importance to
food service businesses.

This article examines some of the many issues that franchisors and fran-
chisees in the food service industry and their counsel should consider in light
of these trends. It examines three main issues—food safety, sustainable farm-
ing versus industrial farming practices, and food ingredients, nutrition, and
labeling—and offers practical solutions for responding to increasing regula-
tion and growing societal awareness of the connection between food and
health.

I. Food Safety

Food safety is a team effort—in no small part due to the regulatory obli-
gations imposed along the supply chain—and each party has a role to play.
From farm to table, consumers and the law have long demanded that the
food industry and government provide food that will not make us sick by re-
ducing the level of pathogens, contaminants, and other adulterants; requir-
ing the use of safe food preparation methods; and allowing consumers to
make informed food choices.17 To protect and grow their brands, especially
in today’s age of instantaneous and constant information through the 24-
hour news cycle and social media, the food industry faces increasing de-
mands to provide safe products. Regulators in turn continue to adopt regu-
lations and standards with the goal of ensuring that the industry takes the
steps necessary to protect consumers.

It starts with farmers raising animals and growing produce in ways
that discourage the growth of bacteria and drug-resistant pathogens and
continues through slaughterhouses, where operators can take steps to re-
duce or eliminate pathogens before they enter the supply chain. Next,
best practices in food manufacturing facilities help keep products safe
and formulate final products that are Generally Recognized As Safe

“organic.”); see also Erik Benny, Essay: “Natural” Modifications: The FDA’s Need to Promulgate an
Official Definition of ‘‘Natural” That Includes Genetically Modified Organisms, 80 GEO. WASH. L.
REV. 1504, 1504 (2012) (“Consumer demand for ‘natural’ food and beverage products has
never been higher.”).
16. See generally Timothy D. Lytton, Competitive Third-Party Regulation: How Private Certifi-

cation Can Overcome Constraints That Frustrate Government Regulation, 15 THEORETICAL INQUIRIES

L. 539, 553 (2014) (“Today, kosher food is big business. More than 10,000 kosher-producing
companies operate in the United States alone, making more than 135,000 retail kosher products
for over 12,000,000 American consumers who purchase kosher food because it is kosher. Only
eight percent of kosher consumers are religious Jews—the rest choose kosher food for reasons
related to health, food safety, . . . [M]ore products are labeled kosher than are labeled organic,
natural, or premium.”(citation omitted).).
17. Regulatory efforts to ensure the safety of food in the U.S. began in the 1800s. See generally

Significant Dates in U.S. Food and Drug Law History, http://www.fda.gov/AboutFDA/What
WeDo/History/Milestones/ucm128305.htm. President Theodore Roosevelt signed the first
Food and Drugs Act in 1906. See Pure Food and Drug Act, Pub. L. No. 59-384, 34 Stat. 768
(1906).
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(GRAS).18 Finally, it ends with food service franchisors and franchisees,
which choose the supply chain, prepare and serve food to the consumers,
and make proper labeling and disclosure efforts to let consumers know
what they are consuming. These efforts occur daily, whether in food safety
recalls19 or company announcements that franchisors and food service com-
panies are adopting new best practices. Indeed, McDonald’s recently com-
mitted to “purchasing ‘verified sustainable beef ’ during 2016”20 and Chi-
potle recently launched a Hulu series called “Farmed and Dangerous” to
teach people about sustainable farming practices and the dangers of indus-
trial farming.21 Long before the Food and Drug Administration (FDA) is-
sued its October 2013 preliminary determination that industrially produced
“partially hydrogenated oils (PHOs), which are the primary dietary source of
industrially produced trans fatty acids, or trans fat,” are no longer GRAS in
food products,22 Walmart pledged in July 2011 to “[r]eformulat[e] packaged
food items by working with suppliers to reduce sodium and added sugars and
remov[e] all remaining industrially produced trans fats.”23

18. See generally Current Good Manufacturing Practice in Manufacturing, Packing, or Hold-
ing Human Food, 21 C.F.R. Pt. 110 (2014) (regulations governing whether a food is or has be-
come adulterated during the manufacturing process); Substances That Are Generally Recog-
nized as Safe, 21 C.F.R. § 182.1 (2014) (“This part includes additional substances that, when
used for the purposes indicated, in accordance with good manufacturing practice, are regarded
by the Commissioner as generaly [sic] recognized as safe for such uses.”).
19. See Recent Recalls, http://www.foodsafety.gov/recalls/recent/index.html (food safety re-

calls and alerts issued by the FDA and U.S. Department of Agriculture); see e.g., Press Release,
U.S. Dep’t of Agric., Massachusetts Firm Recalls Raw Boneless Turkey Breasts Due to Misbrand-
ing and Undeclared Allergen (July 26, 2014), available at http://www.fsis.usda.gov/wps/wcm/con
nect/FSIS-Content/internet/main/topics/recalls-and-public-health-alerts/recall-case-archive/ar
chive/2014/recall-049-2014-release; Press Release, U.S. Dep’t of Agric., Texas Firm Recalls
Ready-to-Eat Products for Possible Listeria Contamination (updated July 25, 2014), available at
http://www.fsis.usda.gov/wps/wcm/connect/FSIS-Content/internet/main/topics/recalls-and-
public-health-alerts/recall-case-archive/archive/2014/recall-048-2014-release; Press Release,
U.S. Dep’t of Agric., California Firm Recalls Chicken Products Due to Possible Salmonella Hei-
delberg Contamination (updated July 12, 2014), available at http://www.fsis.usda.gov/wps/wcm/
connect/FSIS-Content/internet/main/topics/recalls-and-public-health-alerts/recall-case-archive/
archive/2014/recall-044-2014-release; Press Release, U.S. Dep’t of Agric., Nevada Firm Recalls
Chicken Products Produced Without Fully Implementing a Ready-to-Eat HACCP Plan
(July 4, 2014), available at http://www.fsis.usda.gov/wps/wcm/connect/FSIS-Content/internet/
main/topics/recalls-and-public-health-alerts/recall-case-archive/archive/2014/recall-045-2014-
release; Press Release, Lion Pavilion Ltd., Lion Pavilion Issues Alert on Undeclared Sulfites in
Tasty Peach Slices ( July 24, 2014), available at http://www.fda.gov/Safety/Recalls/ucm406623.
htm.
20. McDonald’s Commits to Buying Sustainable Beef,HUFFINGTON POST ( Jan. 7, 2014, 11:27 AM),

http://www.huffingtonpost.com/burgerbusiness/mcdonalds-commits-to-buyi_b_4555415.html.
21. See Opinion: A Farmer’s Challenge to Chipotle, CNN (Feb. 17, 2014, 1:15 PM), available at

http://eatocracy.cnn.com/2014/02/17/opinion-a-farmers-challenge-to-chipotle/.
22. Tentative Determination Regarding Partially Hydrogenated Oils; Request for Comments

and for Scientific Data and Information, 78 Fed. Reg. 67169 (Nov. 8, 2013).
23. See Press Release, Walmart to Open up to 300 Stores Serving USDA Food Deserts by

2016; More Than 40,000 Associates Will Work in These Stores ( July 20, 2011), available at
http://news.walmart.com/news-archive/2011/07/20/walmart-to-open-up-to-300-stores-serving-
usda-food-deserts-by-2016-more-than-40000-associates-will-work-in-these-stores.
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Modern trends focusing on the health effects of food consumption, from
types of food to amounts of food, and the related economic impact this has
across industries, leave little doubt that incremental changes to the regula-
tory environment will continue. Franchisors and franchisees in the food ser-
vice industry and their counsel alike can keep abreast of these issues and best
practices in cost-effective, practical ways. The most fear-inducing threats in-
clude pathogens like Salmonella, various strains of E. coli, Listeria, and Cam-
pylobacter.24 Pesticides, food or color additives, filth, and other harmful sub-
stances are also adulterants.25 This section will focus primarily on pathogens
and the prevention of pathogen outbreaks.

According to the Centers for Disease Control and Prevention (CDC), “48
million people (1 in 6 Americans) get sick, 128,000 are hospitalized and
3,000 die each year from foodborne diseases.”26 Numerous food regulations
make the details complex, but the concepts are simple. Adulterated food is
not fit for distribution or consumption because it includes an added sub-
stance, whether natural or man-made, or is missing something in a way
that fails to comply with legal standards and consumer expectations and
can cause serious illness.27 Not all food containing foreign substances or
pathogens is adulterated—meaning suppliers may legally send food service
providers such food even though it could prove harmful to consumers.28

Therefore, users of raw food products, whether as food manufacturers,
distributors, or preparers, may demand extra vigilance throughout their sup-
ply chain, carefully choosing food vendors and adopting best practices to
prevent illness. For example, Salmonella and E. coli contaminate meat during
slaughter or processing of meat and poultry.29 Foods containing these
pathogens, which occur naturally, are adulterated and illegal to distribute
only if the pathogen exists in such quantities that the food is “injurious to
health.”30

Increased information and awareness about the link between conditions
on industrial farms and exposure to these pathogens and other adulterants

24. Melanie Haiken, The 5 Deadliest Food-Borne Illnesses—and How to Prevent Them, FORBES

(Sept. 28, 2011, 3:00 AM), http://www.forbes.com/sites/melaniehaiken/2011/09/28/the-5-dead
liest-food-borne-illnesses-and-how-to-prevent-them/.
25. 21 U.S.C. § 342 (2014).
26. Press Release, Ctrs. for Disease Control & Prevention, CDC Reports 1 in 6 Get Sick

from Foodborne Illnesses Each Year (Dec. 15, 2010), available at http://www.cdc.gov/media/
pressrel/2010/r101215.html.
27. 21 U.S.C. § 342 (2014).
28. See id. (“[I]n case the substance is not an added substance such food shall not be consid-

ered adulterated under this clause if the quantity of such substance in such food does not ordi-
narily render it injurious to health.”).
29. See generally Brian Daluiso, “Is This Meat Here Safe?” How Strict Liability For Retailers Can

Lead to Safer Meat, 92 B.U. L. REV. 1081, 1086 (2012) (“During slaughter, E. coli on animals’
hides, in their intestines, and in their feces can easily cross-contaminate other carcasses.” (cita-
tion omitted)); Ground Beef, Chicken More Likely to Cause Severe Foodborne Illnesses in U.S., CBS
NEWS (Apr. 23, 2013, 2:29 PM), http://www.cbsnews.com/news/ground-beef-chicken-more-
likely-to-cause-severe-foodborne-illnesses-in-us/.
30. 21 U.S.C. § 342 (2014).
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has prompted the government, the food service industry, and consumers to
demand that food safety and sustainability begin at the source. Therefore,
when food service providers think about food safety, they also should con-
sider issues ranging from what food, medicine, and contaminants farm ani-
mals ingest to their physical environment and types of exercise, as well as
the environmental and chemical contaminants that may affect produce,
which are discussed in greater depth in Part II.

Two of the pathogens most prevalent in news and consumer con-
sciousness are Salmonella and E. coli with much recent attention focusing
on Listeria. Courts have concluded that meat tainted with Salmonella is
not automatically adulterated because the “normal cooking practices for
meat and poultry destroy the Salmonella organism, and therefore the pres-
ence of Salmonella in meat products does not render them ‘injurious to
health.’ ”31 However, the CDC has warned that “Salmonella is an
important cause of illness in the United States.”32 In 2013, an outbreak
of Salmonella that was linked to ground beef infected twenty-two people
in six states.33 As a result, two companies recalled 1,050 pounds of ground
beef.34

Because the mere presence of a naturally occurring pathogen may not sub-
ject a product to mandatory recall,35 a voluntary recall may depend on supplier
discretion.36 Those making the decision to recall a tainted, but not adulterated,
product recognize that consumer and regulator expectations about the safety
of their food may exceed the law. Being slow to respond or failing to respond
to an outbreak with a recall may bring even worse consequences as regulators
and consumers lose confidence. For example, Foster Farms did not recall poul-
try despite widespread outbreaks of Salmonella that affected hundreds of people
in 2013.37 In January 2014, after finding cockroaches on multiple occasions,
the U.S. Department of Agriculture (USDA) shut down three of Foster

31. Supreme Beef Processors, Inc. v. U.S. Dep’t of Agric., 275 F.3d 432, 439 (5th Cir. 2001).
32. Ctrs. for Disease Control & Prevention, Multistate Outbreak of Salmonella Typhimurium

Infections Linked to Ground Beef (Final Update), CDC (Mar. 15, 2013, 3:00 PM), http://www.
cdc.gov/salmonella/typhimurium-01-13/index.html.
33. Id.
34. Id.
35. 21 U.S.C. § 350 (2006), amended by Pub. L. 111-353, Title II, § 206 (2011).
36. Id. But see JAMES T. O’REILLY, 1 FOOD AND DRUG ADMINISTRATION § 9:21 (3d ed. 2014)

(“Recalls of foods have consequences; a court could award $1.4 million in damages and fees
for a finished food maker against meat-component supplier whose product was recalled by
USDA.”).
37. See David Pierson & Tiffany Hsu, Foster Farms Apologizes for Salmonella Outbreak, L.A.

TIMES (Oct. 18, 2013), available at http://articles.latimes.com/2013/oct/18/news/chi-foster-
farms-apologizes-for-salmonella-outbreak-20131018 (“Foster also defended his decision not
to recall Foster Farms poultry. . . . ‘If we had pulled our product from the market and put some-
one else’s in, we’d be lying to the consumer because you’re saying someone else is better,’ Foster
said.”); see generally USDA Food Safety & Inspection Serv., FSIS Issues Public Health Alert for
Chicken Products Produced at Three Foster Farms Facilities, http://www.fsis.usda.gov/wps/
portal/fsis/newsroom/news-releases-statements-and-transcripts/news-release-archives-by-year/
archive/2013/pha-100713 (FSIS issued public health alert following 278 illnesses reported in
eighteen states).

Responding to Increased Regulation of the Food Service Industry 181



Farms’ facilities for several days.38 Although the presence of Salmonella had not
rendered the meat “adulterated,” the cockroaches meant the meat was adulter-
ated because it was “ ‘prepared, packed, or held under insanitary conditions
whereby it may have become contaminated with filth, or whereby it may
have been rendered injurious to health.’”39 The plant closures resulted in ap-
proximately $14 million in losses for Foster Farms, which insurance may or
may not cover.40 A supplier’s failure to recall products leaves food service pro-
viders at risk of serving tainted product with the attendant risk of tort liabilities
and points to the need for franchisors and franchisees to include adequate in-
demnification clauses in their supply and distribution agreements.41

Unlike Salmonella, E. coli is found in meats and produce that people often
do not cook at sufficiently high temperatures to kill the pathogen.42 Accord-
ingly, the USDA has designated certain meat products as adulterated if they
are tainted with E. coli, while other meat and produce may be tainted with
some form of E. coli but not adulterated in ways that make it illegal for
food suppliers to distribute the products.43

Following a particularly virulent outbreak in 1993, the USDA declared
E. coli 0157:H7 to be an adulterant in raw, non-intact beef products (e.g.,
ground beef patties and mechanically tenderized beef products) as well as
raw, intact components used to manufacture the non-intact products.44 In
2012, the USDA extended the scope of this finding to conclude that the
same beef products are adulterated if they contain any one of six other strains
of the Shiga toxin-producing E. coli (STEC) pathogen.45 Importantly, E. coli
survives on produce as a result of cross-contamination during food prepara-

38. See USDA Food Safety & Inspection Serv., Quarterly Enforcement Report January 1,
2014–March 31, 2014, at 6, available at http://www.fsis.usda.gov/wps/wcm/connect/56eb3d73-
0c03-488b-a4bb-16ec3f5e4871/QER-Q2-FY2014-Tables.pdf?MOD=AJPERES (noting Foster
Farms suspension from Jan. 8 to Jan. 10, 2014); see also Letter from Abdalla Amin, Deputy District
Manager, USDA Food Safety & Inspection Serv., to Ron Foster, CEO, Foster Poultry Farms
(Jan. 8, 2014), available at http://media.modbee.com/smedia/2014/01/08/18/29/1p7BbY.So.11.
pdf#storylink=relast [hereinafter Foster Farms Suspension Notice].
39. Foster Farms Suspension Notice, supra note 38, at 3 (quoting 21 U.S.C. § 453(g)(4)).
40. P.J. Huffstutter, Foster Farms Battles Insurers over Definition of ‘Recall,’ REUTERS ( July 9,

2014, 3:31 PM), http://www.reuters.com/article/2014/07/09/us-usa-fosterfarms-lawsuit-
idUSKBN0FE28S20140709.
41. Collier v. Land & Sea Rest. Co., No. 7:13–cv–00104, 2014WL 3587506, at *8 (W.D. Va.

July 21, 2014); In re Shigellosis Litig., 647 N.W.2d 1 (2002); West Am. Ins. Grp. v. Springfield
Poultry, Inc., No. 2004CA00083, 2005 WL 1491460 (Ohio Ct. App. June 23, 2005).
42. See Shiga Toxin-Producing Escherichia coli in Certain Raw Beef Products, 77 Fed. Reg.

31975, 31979 (May 31, 2012) [hereinafter 2012 E. coli Notice].
43. See Supreme Beef Processors, Inc. v. U.S. Dep’t of Agric., 275 F.3d 432, 438 (5th Cir.

2001).
44. Shiga Toxin-Producing Escherichia coli in Certain Raw Beef Products, 76 Fed. Reg.

58157 (Sept. 20, 2011); see also Michael R. Taylor, Adm’r, USDA Food Safety & Inspection
Serv., Change and Opportunity: Harnessing Innovation to Improve the Safety of the Food Sup-
ply, American Meat Institute Annual Convention (Sept. 29, 1994), http://www.foodsafetynews.
com/AMI%20Speech%20September%201994.pdf (“[T]o clarify an important legal point, we
consider raw ground beef that is contaminated with E. coli O157:H7 to be adulterated within
the meaning of the Federal Meat Inspection Act.”).
45. See 2012 E. coli Notice, supra note 42, at 31980.
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tion or from poor agricultural practices, including improperly composted
manure or contaminated irrigation or washing water.46 After ninety-four
people fell ill, Maricopa County traced E. coli to a single restaurant, which
then closed voluntarily for three days for deep cleaning.47 Further investiga-
tion revealed the source to be contaminated lettuce, which probably spread
through cross-contamination during washing, shredding, and storage.48

As the Maricopa outbreak indicates, Salmonella, E. coli, and other patho-
gens can affect produce as well as meat products.49 For example, Listeria,
which is “a bacteria found in soil and water and some animals,”50 causes un-
pleasant symptoms such as fever, stiff neck, confusion, weakness, and vomit-
ing and may be preceded by diarrhea.51 According to the CDC, Listeria
causes 1,600 illnesses and 260 deaths per year in the United States.52 As re-
cently as July 2014, Wawona Packing Co. recalled fruit potentially contam-
inated with Listeria monocytogenes.53 The Wawona recall serves as a reminder
that food safety issues remain a current and real concern for consumers and
food industry companies, especially food producers and food retailers. It also
showed how the new information age is changing consumer awareness of
food safety issues. Consumers did not learn about this recall only through
news channels. Instead, many received phone calls and direct contacts from
their grocers—grocers that consumers know many restaurants may use if
they source produce separate from any franchisor-provided supply chain.54

Those who simply use, rather than produce, food cannot turn a blind eye
to their own responsibilities to maintain food safety by simply pointing to
the food suppliers. Pathogens, bacteria, decomposed matter, and filth from
one product can infect another through direct contact, human contact, or
contaminated surfaces—for example, when fruit or vegetables are prepared
on the same surface as, or in close proximity to, raw meats.55 Established
food handling procedures and precautions can minimize these risks.

46. J.G. Davis & P. Kendall, Preventing E. coli from Garden to Plate, Colorado State University
Fact Sheet No. 9.269, http://www.ext.colostate.edu/pubs/foodnut/09369.pdf.
47. Maricopa County Dep’t of Pub. Health, Final Report: Federico’s Mexican Restaurant,

OB1239 (2013), http://www.foodsafetynews.com/files/2013/11/Federicos-Final-Report.pdf; see
also James Andrews, Final Report: 94 Sickened in Federico’s E. coli Outbreak, Lettuce Implicated,
FOOD SAFETY NEWS, Nov. 25, 2013, http://www.foodsafetynews.com/2013/11/final-report-94-
sick-in-federicos-e-coli-outbreak-lettuce-implicated/.
48. See Andrews, supra note 47.
49. See id.
50. U.S. Dep’t of Health & Human Services, Food Poisoning Causes: Bacteria and Viruses: Lis-

teria, http://www.foodsafety.gov/poisoning/causes/bacteriaviruses/listeria/.
51. Jacque Wilson, More Stores Affected by Listeria Fruit Recall, CNN (July 24, 2014, 8:40

AM), http://www.cnn.com/2014/07/22/health/costco-fruit-recall/index.html.
52. Id.
53. Id.
54. See id. (“Costco, Kroger and Walmart, which also operates Sam’s Club stores, have all

posted notices about the [Wawona Packing Co.] fruit recall on their websites. So have Whole
Foods Market, Trader Joe’s, Ralphs and Food 4 Less.”).
55. Kathy Freston, E. coli, Salmonella and Other Deadly Bacteria and Pathogens in Food: Factory

Farms Are the Reason, HUFFINGTON POST ( Jan. 8, 2010, 7:30 AM), http://www.huffingtonpost.
com/kathy-freston/e-coli-salmonella-and-oth_b_415240.html. (“Cross-contamination is
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After a Salmonella outbreak involving almost 300 patrons, a Las Vegas res-
taurant shut down for nearly a month pending investigation.56 The effects of
the negative publicity prompted the owners to reduce hours and lay off em-
ployees at nearby locations as well.57 After isolating the Salmonella to chorizo
sausage, the final report concluded that the contamination likely occurred at
the restaurant due to one of forty-four food safety violations that could have
permitted cross-contamination, including improper hand washing practices,
storage of food and utensils, and cleaning of cooking surfaces.58

Companies in the food industry know that outbreaks caused by Salmonella,
E. coli, and other pathogens are serious. In the worst case scenarios, they can
be deadly for those who ingest the pathogen. At a minimum, restaurants serv-
ing contaminated products face investigations and temporary closure of a
couple of days to a month or more. In addition to the lost profits and any re-
sulting fines, the stigma of lawsuits and negative publicity social media can de-
stroy customer loyalty even before investigations are complete. These types of
outbreaks have the ability to shut a business down. However, companies can
take steps to prevent pathogen outbreaks, specifically by understanding the
regulatory framework and adopting best practices where applicable.

The FDA Food Safety Modernization Act of 2011 requires the FDA to
build “a food safety system for the future that makes modern, science-,
and risk-based preventive controls the norm across all sectors of the food
system.”59 Like existing rules, the proposed rules would apply to covered
“food facilities” required to register with the FDA (not to retail food estab-
lishments or restaurants) and would require covered facilities to prepare
written food safety plans; conduct hazard analyses; and adopt preventive con-
trols tailored to address identified risks, which may include monitoring, cor-
rective actions, verification, and increased record keeping. After receiving
substantial feedback about the proposed rules, the FDA has indicated it
will publish revised materials and may request additional comments.60

Importantly, although restaurants and food retailers themselves may not
be directly subject to all of these rules,61 their supply chain—unless falling
into certain exemptions—will be, and this necessitates examining that supply
chain from farm to table. The currently proposed rules address facilities pro-

thought to account for the bulk of infections. For example, chicken carcasses are so covered in
bacteria that researchers at the University of Arizona found more fecal bacteria in the kitchen—
on sponges and dish towels, and in the sink drain—than they found swabbing the toilet.”).
56. See Jackie Valley, Firefly Owners Reduce Hours, Lay Off Workers at Sahara Ave. Location, LAS

VEGAS SUN, June 4, 2013, http://www.lasvegassun.com/news/2013/jun/04/firefly-owners-reduce-
hours-henderson-location/; see generally So. Nev. Health Dist., Salmonella I 4,5,12:i:- Gastroenter-
itis Outbreak Among Patrons of Firefly on Paradise Restaurant—Las Vegas, Nevada (2013).
57. See Valley, supra note 56.
58. See id.
59. FDA Food Safety Modernization Act, 21 U.S.C. § 2201 (2011).
60. Update on Proposed Rules Under the FDA Food Safety Modernization Act, supra note 11.
61. Restaurants will be subject to the supplier verification requirements for imported food.

See Foreign Supplier Verification Programs for Importers of Food for Humans and Animals,
78 Fed. Reg. 45729 ( July 29, 2013) (to be codified at 21 C.F.R. pt. 1).
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ducing and manufacturing food,62 requirements for those that import food
from overseas,63 how to transport food safely,64 how to conduct audits to en-
sure food safety compliance,65 and how the industry must steel itself to pre-
vent threats from bioterrorists.66 Although the proposed rules may be
months, if not years, away from implementation, the D.C. Circuit recently
upheld the government’s authority to regulate food safety and labeling
when rejecting an industry challenge to a 2013 rule67 requiring “country-
of-origin labels on . . . meat products”68 to “reveal[] the location of each pro-
duction step.”69 Notably, the court concluded that “several aspects of the
government’s interest . . . combine to make the interest substantial . . . [, in-
cluding] demonstrated consumer interest in extending country-of-origin la-
beling to food products[,] and the individual health concerns and market im-
pacts that can arise in the event of a food-borne illness outbreak.70

While waiting for more definitive regulatory guidance and the resolution
of any challenges to the regulations, the food industry is left in many in-
stances to create and follow its own best practices. Importantly, the food in-
dustry is not one cohesive actor, and franchisors and franchisees are likely to
find themselves as the more public face of a problem for which they may have
had very little direct responsibility. For example, factory workers at a Chi-
nese supplier for McDonald’s, KFC, and Pizza Hut allegedly picked up ham-
burger patties and meat from off the floor and tossed the meat into meat
mixers.71 Footage from a local television station revealed sewage and trash
spread on the floor of the Chinese supplier’s plant.72 Furthermore, the “ex-
pired meat, which was described as ‘stinky’ by workers themselves, was either
concealed by mixing it together with non-expired meat, or simply altering

62. Current Good Manufacturing Practice and Hazard Analysis and Risk-Based Preventive
Controls for Food for Animals, 78 Fed. Reg. 64735 (Oct. 29, 2013); Current Good Manufactur-
ing Practice and Hazard Analysis and Risk-Based Preventive Controls for Human Food, 78 Fed.
Reg. 3646, 3650 ( Jan. 16, 2013).
63. See Foreign Supplier Verification Programs for Importers of Food for Humans and An-

imals, supra note 61.
64. Sanitary Transportation of Human and Animal Food, 79 Fed. Reg. 7005 (Feb. 5, 2014)

(to be codified at 21 C.F.R. pt. 1).
65. Accreditation of Third-Party Auditors/Certification Bodies to Conduct Food Safety Au-

dits and to Issue Certifications, 78 Fed. Reg. 45781 ( July 29, 2013) (to be codified at 21 C.F.R.
pts. 1, 16).
66. Focused Mitigation Strategies to Protect Food Against Intentional Adulteration, 78 Fed.

Reg. 78013 (Dec. 24, 2013) (to be codified at 21 C.F.R. pts. 16, 121).
67. Mandatory Country of Origin Labeling, 78 Fed. Reg. 31367 (May 24, 2013).
68. Am. Meat Inst. v. U.S. Dep’t of Agric., No. 13-5281, at 3–4 (D.C. Cir. July 29, 2014) (en

banc) (citing 7 U.S.C. §§ 1638, 1638a, 1638c (2014)).
69. Id. at 5.
70. Id. at 9.
71. Roberto A. Ferdman & Jiaxi Ln, A Quarter of McDonald’s Restaurants in China May Have

Been Serving Expired Meat, WASH. POST, July 21, 2014, http://www.washingtonpost.com/blogs/
wonkblog/wp/2014/07/21/a-quarter-of-mcdonalds-restaurants-in-china-have-been-serving-
expired-meat/.
72. Id.
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its expiration date.”73 All three of these giant brands in the fast food industry
apologized in response to this incident.74 But an apology may not be enough.
As Benjamin Cavender, a Shanghai-based principal at China Market Re-
search Group, noted in response to the incident: “I don’t know that this is
something an apology can fix so easily, because at this point people don’t
have a whole lot of trust that they have good systems in place.”75

Although many of the laws apply to suppliers, manufacturers, and produc-
ers and not restaurants, franchisors often act as suppliers, subjecting them to
the same rules, or they may face vicarious or joint liability if dictating faulty
standards to a contractual supplier. Similarly, these risks highlight the im-
portance of having adequate indemnification clauses to protect franchisors
and franchisees from third-party claims based on a supplier’s failure to com-
ply with regulatory requirements—whether the supplier is the franchisor or
completely neutral. With or without legal requirements to do so, best prac-
tices for franchisors include adopting and imposing stringent policies and
systems throughout the supply chain to ensure that food products are safe
and free from contaminants, pests, and pathogens.

Although not meant to be all-inclusive, the following list contains best
practice tips for franchisors and franchisees in the food service industry:

• Create and implement internal food safety policies.
• Dedicate franchisor staff to address food safety concerns across the sup-

ply chain and throughout the system but target training and compliance
efforts.

• Emphasize the importance of food safety when training franchisees and
their staff.

○ Train the trainers. Give franchisees the tools to train new staff.

• Adopt a shelf-life dating policy to prevent use of expired products.
• Ensure that all parties in the supply chain—from farm (suppliers) to table

(franchisees) maintain current copies of recall procedures and know their
respective responsibilities to respond to specific recall situations.

• The best policies and procedures mean nothing if not enforced: Perform
regular inspections of franchisees, suppliers, and distributor facilities.

73. Id.
74. Id.
75. Id. The reputational damage has negatively affected sales at all three franchise giants. See

Leslie Patton, Yum Slumps After Expired Food Probe Hurts China Sales, BLOOMBERG NEWS

(July 31, 2014, 3:13 PM), http://www.bloomberg.com/news/2014-07-31/yum-slumps-after-
expired-food-probe-hurts-china-sales.html (“Yum! Brands Inc. (YUM), owner of KFC and
Pizza Hut, fell to its lowest in almost six months after it said sales in China have been hurt
by the latest food scare there.”); see Yuki Yamaguchi, McDonald’s Japan Pulls Profit Goal on
China Food Scandal, BLOOMBERG NEWS ( July 30, 2014, 1:54 AM), http://www.bloomberg.com/
news/2014-07-29/mcdonald-s-japan-pulls-profit-goal-on-china-food-safety-scandal.html
(“ ‘We are losing 15 percent to 20 percent of our daily sales projection’ after halting sales of
chicken nuggets processed at the Shanghai [plant]. . . . ‘It is highly difficult for us to achieve
our earnings forecast.’ ”).
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• Use third party auditors to verify franchisees, supplier, and distributor
compliance with food safety laws (at a minimum) and any more strin-
gent requirements contractually imposed.

○ At a minimum, auditors evaluating those in the food industry supply
chain should evaluate vendor compliance with Hazard Analysis and Crit-
ical Control Point (HAACP), Good Manufacturing Practices (GMP),
Good Agricultural Practices (GAPs), and Good Handling Practices
(GHPs).76

• Establish adequate controls to prevent “rogue” suppliers by providing
clear expectations, implementing a zero tolerance policy for food safety
violations, and drafting supply agreements with relevant enforcement
provisions.77

These ideas are a good starting point, but remember to work with each
franchisor and franchisee to analyze existing food safety policies and tailor
the food safety plan and program accordingly. Requirements for food safety
training should be built into franchise agreements, standards, and operating
procedures. Similarly, supply agreements should include explicit safety compli-
ance requirements with detailed statements of work and key performance in-
dicators that allow the franchisor to monitor performance on a regular basis.
The larger the value of the supply agreement, the greater the detail should
be beyond simple requirement of “compliance with all Applicable Law.”

II. Sustainable Farming versus Industrial Farming Practices

More than ever, consumers recognize food safety begins on the farms.
Much attention today focuses on the alleged ills of industrial farming prac-
tices. Globally, the world is seeing increased threats from antibiotic resistant
viruses attributed in part to the overuse of antibiotics.78 Similarly, food sup-
ply animals are generally no longer farmed in the traditional sense, but raised
in animal factories where their diets and exercise dramatically differ from

76. See U.S. Dep’t of Agric., Grading, Certification and Verification (Oct. 20, 2013), http://
www.ams.usda.gov/AMSv1.0/GAPGHPAuditVerificationProgram; Food & Drug Admin., Safer
Fruits and Vegetables: FDA Aims to Set Production Standards (Aug. 23, 2013), http://www.fda.
gov/forconsumers/consumerupdates/ucm262031.htm. (“Since 1998, produce growers have had
available the “Good Agricultural Practices” issued by FDA and the U.S. Department of Agricul-
ture (USDA). But this guidance is not an enforceable regulation. . . .”).
77. For more information about minimum standards to incorporate in food safety policies,

see generally FDA, Food Code 2013 New, http://www.fda.gov/Food/GuidanceRegulation/
RetailFoodProtection/FoodCode/ucm374275.htm; ServSafe National Restaurant Association,
ServSafe, http://www.servsafe.com/home.
78. Freston, supra note 55 (“The pork industry in the U.S. feeds pigs millions of pounds of

human antibiotics every year just to promote growth in such a stressful, unhygienic environ-
ment, and now there are these multi-drug resistant bacteria and we as physicians are running
out of good antibiotic options. As the UK’s chief medical officer put it in his 2009 annual report:
‘Every inappropriate use of antibiotics in agriculture is a potential death warrant for a future
patient.’ ”).
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historical practices.79 The result of this change has led to new questions
about the effects on animal health and what it means for consumers.80

The increasingly mainstream nature of these concerns is best illustrated by
McDonald’s recent commitment to purchasing “verified sustainable beef ”
during 201681 and Chipotle’s launch of a Hulu series called “Farmed and
Dangerous,” a satirical look at the claimed dangers of industrial farming.82

When trying to address these concerns, at a minimum franchisors and
franchisees in the food service industry should discuss the use of antibiotics
and genetically modified organisms (GMOs) with suppliers. The FDA has
issued non-binding guidance encouraging the farming industry and pharma-
ceutical companies to voluntarily limit usage of antibiotics to medically neces-
sary instances that involve veterinary oversight or consultation rather than
simply over-the-counter administration of the drugs.83 The FDA specifically
discourages use for “increased rate of weight gain” and “improved feed
efficiency.”84

While antibiotics have garnered much attention in the medical commu-
nity, the most public of these issues surrounds the use of GMOs in food
products. Industrial farming now includes bioengineering or genetic engi-
neering plants and animals to make them more disease or pesticide resistant
or to enhance certain nutritional qualities.85 The FDA imposes the same
safety requirements on foods from these GMOs as it does on foods from tra-
ditionally bred plants and offers a consultation process for developers of
GMOs to have their products evaluated before marketing them.86 The
mere fact that a product includes GMOs does not prevent its retail use
under federal law. Yet significant global and national debate surrounds the
environmental and health impacts of using GMOs today. For more informa-
tion about issues surrounding GMOs, see below in Part III.

More regulation is sure to come in these areas.87 Food producers, manu-
facturers, providers, and operators alike may want to proactively evaluate
their strategy and decide whether to shift toward sustainable practices as

79. See Animal Abuse on America’s Farms, CNN, http://www.youtube.com/watch?
v=gN97uvvEkK4.
80. See generally Anastasia S. Stathopoulos, You Are What Your Food Eats: How Regulation of

Factory Farm Conditions Could Improve Human Health and Animal Welfare Alike, 13 N.Y.U.
J. LEGIS. & PUB. POL’Y 407, 413 (2010) (“Factory farms are unsanitary environments where in-
fectious diseases thrive and spread.”).
81. McDonald’s Commits to Buying Sustainable Beef, supra note 20.
82. Opinion: A Farmer’s Challenge to Chipotle, CNN (Feb. 17, 2014, 1:15 PM), http://

eatocracy.cnn.com/2014/02/17/opinion-a-farmers-challenge-to-chipotle/.
83. See Food & Drug Admin., Guidance for Industry #213, New Animal Drugs and New An-

imal Drug Combination Products Administered in or on Medicated Feed or Drinking Water of
Food-Producing Animals: Recommendations for Drug Sponsors for Voluntarily Aligning Prod-
uct Use Conditions with GFI #209.
84. See id.
85. See Food & Drug Admin., Questions & Answers on Food from Genetically Engineered

Plants, www.fda.gov/food/foodscienceresearch /biotechnology /ucm346030.htm.
86. See id.
87. H.B. 4100, 77th Sess. (Or. 2014); H.B. 2942, 54th Sess. (Okla. 2014).
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McDonald’s, Chipotle, Cheesecake Factory, and others are doing. If so,
business needs will help determine the level of resources to devote to due di-
ligence within the supply chain and how cautious to be when using these in-
creasingly popular, but undefined, terms to describe products.

III. Food Ingredients, Nutrition, and Labeling

Modern food labeling goes far beyond disclosing calorie counts. From
limiting trans fats and sugars to protecting people with food intolerances
and allergies, substantial regulation requires disclosure of ingredients and
nutritional value so consumers can make informed choices in their diets.
This creates opportunities for the food industry to engage in targeted market-
ing efforts by designing products and packages that emphasize the healthy
qualities valued most by consumers. Broad consumer protection laws make
it easy for consumers to bring claims that allege false and misleading adver-
tising or labeling to challenge food manufacturing practices even before
the law prohibits a practice, suggesting that product formulators, food
manufacturers, and restaurant operators alike should proceed cautiously.
The Supreme Court’s recent opinion in POM Wonderful v. Coca Cola
“opens the door to Lanham Act claims amongst competitors in the food in-
dustry, even where food companies comply with federal food labeling
regulations.”88

Not every lawsuit means that food producers, suppliers, and servers will
face new regulations. But where the links to health concerns or individual
choices gain greater acceptance in the medical community and society at
large, regulation tends to follow. The industry saw this in the early 2000s
with regulations requiring disclosure of common allergens.89 More recently,
the FDA has published its final rule on use of the term “gluten-free”90 and
has taken steps to further decrease the use of trans fats.91 The industry has
long awaited the FDA’s publication of the final menu labeling requirements
adopted pursuant to the Patient Protection and Affordable Care Act.92 Many
franchisors and franchisees in the food service industry are already following
these new regulations but may want to track the debates surrounding use of
GMOs or the designation of food as natural or kosher more closely, espe-
cially given increased public attention to the matter.

88. POM Wonderful LLC v. Coca–Cola Co., 134 S. Ct. 2228 (2014); Breena M. Roos, Su-
preme Court Holds That the FDCA Does Not Preclude Lanham Act Claims Amongst Competitors,
FOOD LITIG. NEWS (June 12, 2014), http://www.foodlitigationnews.com/2014/06/supreme-
court-holds-that-the-fdca-does-not-preclude-lanham-act-claims-amongst-competitors/.
89. 21 U.S.C. § 321 (2014).
90. Food Labeling; Gluten-Free Labeling of Foods, 78 Fed. Reg. 47154 (Aug. 5, 2013) (to be

codified at 21 C.F.R. § 101.91) [hereinafter Gluten Labeling Rule].
91. See Tentative Determination Regarding Partially Hydrogenated Oils, 78 Fed. Reg. 67169

(Nov. 8, 2013).
92. 21 U.S.C. § 343 (2014).
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A. Gluten

With more than two million people in the United States unable to toler-
ate gluten as the result of living with celiac disease,93 it comes as no surprise
that the FDA issued regulations surrounding use of the terms “gluten-free”
or “no gluten.”94 For these individuals, a gluten-free diet is a serious health
matter, requiring that they determine that the products they consume are
gluten free. Additionally, a growing number of Americans are adopting a
gluten-free diet by choice.95 Indeed, “[t]he gluten-free business could
reach at least $6.6 billion by 2017.”96

Under the final rule, consumers now have a uniform definition of “gluten-
free” because without a uniform definition “individuals with celiac disease
would not be able to rely on that term [“gluten-free”] to understand the amount
of gluten the food may contain and thereby use the term to identify appropri-
ate dietary selections.”97 As a starting point, “ ‘gluten’ means the proteins that

“I’m trying to cut back/avoid Gluten in my diet.”

Source: Press Release, NPD Group, Percentage of U.S. Adults Trying to Cut Down or Avoid Gluten in
Their Diets Reaches New High in 2013 (Mar. 16, 2013) (citing the NPD Group/Dieting Monitor, fifty-two
week data year ending January 30, 2013.

93. Nat’l Digestive Diseases Info. Clearinghouse, U.S. Dep’t of Health & Human Servs., Ce-
liac Disease ( Jan. 27, 2012), http://digestive.niddk.nih.gov/DDISEASES/pubs/celiac/.
94. See Gluten Labeling Rule, supra note 90.
95. Press Release, NPD Group, Percentage of U.S. Adults Trying to Cut Down or Avoid

Gluten in Their Diets Reaches New High in 2013 (Mar. 16, 2013), https://www.npd.com/
wps/portal/npd/us/news/press-releases/percentage-of-us-adults-trying-to-cut-down-or-avoid-
gluten-in-their-diets-reaches-new-high-in-2013-reports-npd/ [hereinafter NPD Report].
96. Kim Severson, Gluten-Free Eating Appears to Be Here to Stay, N.Y. TIMES, June 16, 2014,

http://www.nytimes.com/2014/06/18/dining/gluten-free-eating-appears-to-be-here-to-stay.
html?_r=0.
97. Gluten Labeling Rule, supra note 90, at 47175–76.
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naturally occur in a gluten-containing grain and that may cause adverse health
effects in persons with celiac disease.”98 To label a product as “Gluten-Free,”
“No Gluten,” or similar labeling requires being able to verify:

(i) That the food bearing the claim in its labeling:

(A) Does not contain any one of the following:

(1) An ingredient that is a gluten-containing grain (e.g., spelt wheat);
(2) An ingredient that is derived from a gluten-containing grain and that

has not been processed to remove gluten (e.g., wheat flour); or
(3) An ingredient that is derived from a gluten-containing grain and that

has been processed to remove gluten (e.g., wheat starch), if the use of
that ingredient results in the presence of 20 parts per million (ppm) or
more gluten in the food (i.e., 20 milligrams (mg) or more gluten per
kilogram (kg) of food); or

(B) Inherently does not contain gluten; and

(ii) Any unavoidable presence of gluten in the food bearing the claim in its label-
ing is below 20 ppm gluten (i.e., below 20 mg gluten per kg of food).99

Labeling food as gluten-free if it does not meet these requirements violates
the Federal Food, Drug & Cosmetic Act because the product is mis-
branded.100 Similarly, a food product cannot be labeled as gluten-free and
include wheat as an ingredient.101

In June 2014, the FDA issued a gluten-free labeling of foods compliance
guide for small businesses in which it noted that “[t]he rule does not require
anyone to use the term ‘gluten-free’ on a food label.”102 Those that choose to
label their products as gluten-free, however, are now subject to these rules.103

“The rule does not require the claim [of ‘gluten-free’] to be in any particular
size or color.”104 Furthermore, “[t]he rule does not limit where the ‘gluten-
free’ claim on the product.”105

B. Trans Fats

While less of a cause célèbre these days than gluten, the link between
use of trans fats and heart disease continues to cause concern. Last fall, the
FDA published a Tentative Determination Regarding Partially Hydroge-
nated Oils (PHOs) in food products.106 The FDA’s explicit focus is on the
artificially produced trans fats and not the trans fats included in all refined

98. 21 C.F.R. § 101.91(a)(2) (2014).
99. 21 C.F.R. § 101.91(a)(3), (b) (2014).
100. See 21 C.F.R. § 101.91(b) (2014).
101. See 21 C.F.R. § 101.91(b)(3) (2014).
102. U.S. Dep’t of Health & Human Servs., Food & Drug Admin., Guidance for Industry:

Gluten-Free Labeling of Food, at 5 (2014), available at http://www.fda.gov/downloads/Food/
GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/UCM402559.pdf.
103. See id.
104. Id. at 6.
105. Id.
106. See Tentative Determination Regarding Partially Hydrogenated Oils, 78 Fed. Reg.

67169 (Nov. 8, 2013).
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edible oils as “an unintentional byproduct of [the] manufacturing process” or
the naturally occurring trans fats in animal and dairy products.107 Even
though some state and local jurisdictions impose stricter requirements, pend-
ing this Tentative Determination, federal law allows food manufacturers to
use the most common PHOs, such as partially hydrogenated soybean oil
and partially hydrogenated cottonseed oil, subject to certain labeling require-
ments that became effective in 2006. These require manufacturers to identify
the number of grams of trans fats in each serving of food unless the product
contains less than 0.5 grams of total fat in each serving and the manufacturer
makes no claims “about fat, fatty acid or cholesterol content.”108

The 2006 labeling requirements allow manufacturers to italicize the word
trans, but the trans fat line item must be “indented and expressed as grams per
serving to the nearest 0.5 gram, (1/2) gram increment below 5 grams and to
the nearest gram increment above 5 grams.”109 “If the serving contains less
than 0.5 gram [of trans fat content],” the manufacturer may identify the
trans fats content as zero.110 Unless subject to simplified labeling procedures,
products that do not require a statement of trans fat content must include
the statement “ ‘[n]ot a significant source of trans fat’ . . . at the bottom of
the table of nutrient values.”111 Simplified labeling rules apply when food
products contain insignificant amounts of six to eight of the nutrients
reported.112

The FDA has tentatively determined that PHOs are “no longer
GRAS under any condition of use in food and therefore are food additives.”113

If the FDA determination becomes final, the question would not be one of just
labeling the trans fats; rather, “food manufacturers would no longer be per-
mitted to sell PHOs, either directly or as ingredients in another food product,
without prior FDA approval for use as a food additive.”114 Manufacturers
would likely face substantial challenges when seeking petitions to use PHOs
as additives because granting the petition would require the FDA to find
the additive safe for its proposed use on the heels of having concluded
that they are not GRAS. The FDA has suggested it will implement the
rule in a way that “would be adequate for producers to reformulate any
products as necessary and that would minimize market disruption.”115

The agency appears to be considering implementation periods of one to
three years116 but has not identified a target date for implementation.

107. See id. at 67169.
108. 21 C.F.R. § 101.9(c)(2)(ii) (2014).
109. 21 C.F.R. § 101.9(c)(2)(ii) (2014).
110. 21 C.F.R. § 101.9(c)(2)(ii) (2014).
111. 21 C.F.R. § 101.9(c)(2)(ii) (2014).
112. See 21 C.F.R. § 101.9(f ) (2014).
113. See Tentative Determination Regarding Partially Hydrogenated Oils, supra note 106, at

67169.
114. Id.
115. Id. at 67174.
116. See id. at 67173 (Ref. 46).
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C. Genetically Modified Organisms

Although the FDA has not issued proposed rules regarding use of genet-
ically modified organisms (GMOs), the use of GMOs in products is garnering
significant global attention. The biotech and industrial farming industries
are steadfast in their position that use of GMO products creates no increased
health risks,117 but the organic farming lobby and consumers are equally ve-
hement in their arguments to the contrary in courts, grassroots campaigns,
and state legislatures. To date, the FDA has only issued non-binding guid-
ance regarding GMO labeling requirements.118 In the absence of clearer
regulatory guidance, food service providers can look to the Non-GMO Proj-
ect’s Product Verification Program (PVP),119 which assesses compliance
with the Non-GMO Project Standards, allowing verified products to use
the following logo:

Manufacturers of many common restaurant products may find it difficult to
make this assertion because so many products contain soybean or cottonseed
oil, soy flour, or corn syrup solids. Accordingly, franchisors and franchisees
in the food service industry using products they believe contain these ingre-
dients should question such claims more closely.

Similarly, recent lawsuits have challenged use of the terms “natural,” “all-
natural” or “100% natural” as false and misleading whether because the
products include bioengineered food or other “synthetic” ingredients.120

Notably, Trader Joe’s settled a class action lawsuit in 2014 for $3,375,000

117. See, e.g., Questions about syngenta, http://www.syngenta.com/global/corporate/en/
investor-relations/questions-about-syngenta/Pages/technology.aspx#9 (last visited July 28,
2014) (“People around the world have safely consumed GM foods on a daily basis for the last
15 years and leading scientific bodies, regulatory agencies and international organizations
have concluded that GM crops are as safe as or safer than similar crops developed using
more conventional breeding methods.”).
118. See Food & Drug Admin., DRAFT Guidance for Industry: Voluntary Labeling Indicat-

ing Whether Foods Have or Have Not Been Developed Using Bioengineering (2001), http://
www.fda.gov/food/guidanceregulation/guidancedocumentsregulatoryinformation/labelingnu-
trition/ucm059098.htm.
119. SeeNONGMO Product Verification Program, http://www.nongmoproject.org/product-

verification-program/.
120. See, e.g., Jones v. ConAgra Foods, Inc., 912 F. Supp. 2d 889 (N.D. Cal. 2012); Larsen

v. Trader Joe’s Co., No. C 11–05188 SI, 2012 WL 5458396 (N.D. Cal. June 14, 2012); Epstein
v. Aidells Sausage Co., No. 9:14cv80916-WJZ (S.D. Fla. July 10, 2014).
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“over allegations that it labeled and sold a number of foods . . . as ‘all natural’
or ‘100% natural’ despite the fact that they contained ingredients like xan-
than gum and SAPP.”121 Plaintiffs were able to obtain a settlement in
their action against Barbara’s Bakery, Inc. for claiming that the cereal bars,
chips, and other snack foods were “all natural” when they contained “syn-
thetic” or “artificial” ingredients or GMOs. The settlement covered more
than forty products sold nationwide.122

As noted above, the FDA has stated that food is natural if “nothing arti-
ficial or synthetic (including all color additives regardless of source) has been
included in, or has been added to, a food that would not normally be ex-
pected to be in the food.”123 The FDA just recently refused to modify this
definition outside of the rulemaking process.124 Despite this seemingly
broad requirement that “nothing artificial or synthetic” be included, some
plaintiffs bringing class actions are finding it difficult to bring these claims,
especially if the food manufacturer carefully presents the claim and any lim-
itations or exceptions.

Plaintiffs’ attorneys have seen the difficulty of establishing class claims in
cases against Ben and Jerry’s Homemade and Chipotle.125 Ben and Jerry’s
Homemade defeated a class certification attempt when the U.S. District
Court for the District of Northern California concluded that the named
plaintiffs would not be able to determine which products contained “syn-
thetic” alkalized chocolate, as opposed to natural chocolate, nor would they
be able to show that other class members shared their same concerns.126 Sim-
ilarly, Chipotle defeated class certification when plaintiffs claimed that the
company falsely advertised its meat as “naturally raised” because the court
concluded that within the context of a class claim, plaintiffs would not be
able to establish the dates, times, and locations where they believe they re-
ceived conventionally raised meats instead of “naturally raised” meats and

121. Connor Adam Sheets, Whole Foods, Trader Joe’s at Center of ‘All Natural’ Labeling Debate,
INT’L BUS. TIMES, July 16, 2014, http://www.ibtimes.com/whole-foods-trader-joes-lawsuits-
center-all-natural-labeling-debate-1629408; see also Larsen v. Trader Joe’s Co., 3:11-cv-
05188-WHO, 2014 WL 3404531 (N.D. Cal. June 11, 2014).
122. See Trammell v. Barbara’s Bakery, Inc., No. 12cv2664 (N.D. Cal Nov. 8, 2013); see also

Silber v. Barbara’s Bakery, Inc., 950 F. Supp. 2d 432, 446 (E.D.N.Y. 2013); Beth Winegarner,
Barbara’s Bakery Pays $4M To Settle GMO Class Action, LAW360, http://www.law360.com/arti
cles/452268/barbara-s-bakery-pays-4m-to-settle-gmo-class-action.
123. Randolph v. J.M. Smucker Co., No. 13–80581–CIV, 2014 WL 1018007, at *6 (S.D. Fla.

Mar. 14, 2014) (quoting Cox v. Gruma Corp., No. 4:12-cv-6502-YGR (N.D. Cal.); Letter from
Leslie Kux, Asst. Comm’r for Pol’y, FDA, to Hon. Yvonne Gonzalez Rogers and Hon. Jeffrey S.
White, U.S. District Court for the Northern District of California, and Hon. Kevin McNulty,
U.S. District Court for the District of New Jersey ( Jan. 6, 2014), available at http://www.food
politics.com/wp-content/uploads/Letter-from-FDA-Declining-Intervention.pdf [hereinafter
Letter to Judges Gonzalez Rogers, White & McNulty].
124. See Letter to Judges Gonzalez Rogers, White & McNulty, supra note 123.
125. See Astiana v. Ben & Jerry’s Homemade, Inc., No. 4:10–cv–04387, 2014 WL 60097

(N.D. Cal. Jan. 7, 2014); Hernandez v. Chipotle Mexican Grill, Inc., No. CV 12–5543 DSF,
2013 WL 6332002 (C.D. Cal. Dec. 2, 2013).
126. See Astiana, 2014 WL 60097, at *3.
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whether those locations had point-of-purchasing signs indicating the tempo-
rary shortage of naturally raised meat.127

D. Kosher

Although garnering less regulatory attention than some of the issues dis-
cussed above, the private sector is paying more attention to designation of
food as kosher.128 Some consumers view kosher foods as “safer” than non-
kosher, although a kosher symbol remains primarily a religious designation,
not a designation of food safety.129 The most common kosher certifying or-
ganization in the United States is the Orthodox Union (OU), which marks
products with OU certification with the following symbol:

OU touts its symbol, pictured above, as the “world’s best-known and
most widely accepted kosher trademark.”130 To obtain the right to use
this mark on food products, companies complete a thorough application
and inspection process.”131 After reviewing the application and inspection
report, the OU may offer the applicant company a contract that “include[s]
all the OU requirements for kosher certification.”132 Only after signing this
contract will the applicant company receive a letter of certification and the
right to use the OU symbol on the company’s product labels subject to
the OU’s final approval, after which the company will be able to sell products
carrying the OU symbol.133

E. Impact of Nutrition and Labeling Requirements

Consumers ultimately see all of these claims in food labels and on the
menus in restaurants. The Patient Protection and Affordable Care Act re-
quires covered establishments to provide certain nutritional information

127. See Hernandez, 2013 WL 6332002, at *2.
128. See Lytton, supra note 16, at 553.
129. See id.
130. See id. at 550; see also Steps to Kosher Certification, OU Kosher, http://oukosher.org/

kosher-overview%20/steps-to-kosher-certification/ [hereinafter OU Kosher].
131. See Lytton, supra note 16, at 550; see also OU Kosher, supra note 130.
132. See OU Kosher, supra note 130.
133. Id.
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on their menus and menu boards and make further written disclosures upon
request.134 The law applies to restaurants and retail food establishments
that are “part of a chain with 20 or more locations doing business under
the same name (regardless of the type of ownership of the locations) and
offering for sale substantially the same menu items” and to those restau-
rants or similar retail food establishments that voluntarily elect to
be subject to the federal requirements.135 An in depth discussion of menu
labeling laws at the federal and state levels is outside the scope of this
article.136

Unlike many areas of law where franchisors seek to minimize issues of vi-
carious liability, franchisor involvement in operator compliance with the food
labeling requirements seems to be almost necessary. The law requires disclo-
sure of accurate nutrition information, which franchisors are in the best po-
sition to provide because they set the menu and often source the ingredients
used in preparing menu items. If left to individual operators, unreliable or in-
consistent identification of nutrition information could compromise brand
credibility and customer loyalty throughout the system. The following list
contains best practice tips to start implementing now:

• Establish detailed recipes. Although franchisors may be inclined to pro-
tect proprietary recipes and not share every detail, incomplete or impre-
cise information for restaurant operators and food preparers calls into
question the accuracy of the information consumers see on menu labels.
Even slight variations can lead to significant differences in nutrient
information.

• Consider hiring qualified dietitians to help calculate nutrient content,
especially for complex recipes. Use quality-control processes to ensure
accuracy.

• Confirm the accuracy of inputs and be sure to have accurate values for
each ingredient when analyzing menu items.

• Train, train, and train again. Make sure in-house staff prepares menu
items in strict accordance with franchisor specifications. Give operators
training tools to ensure their staffs do the same.

• Perform unannounced field inspections of franchisee locations to en-
sure compliance with food preparation procedures.

• Establish reporting protocols to account for new information, whether
changes in ingredients or changes in recipes, and incorporate changes in
menus, brochures, websites, and other marketing materials.137

134. 21 U.S.C. § 343 (2014).
135. 21 U.S.C. § 343(q)(5)(H)(i), (ix).
136. For an in-depth discussion of menu labeling laws at the federal and state levels, see Ste-

phanie L. Russ, Does This Law Make My Butt Look Big? A Survey of Health-Related and Food La-
beling Laws Food Service Franchise Systems Should Know, 33 FRANCHISE L.J. 217, 220–26 (2013).
137. See Anita Jones-Mueller, 5 Musts for Menu Labeling, Nat’l Rest. Ass’n, http://www.res

taurant.org/Manage-My-Restaurant/Food-Nutrition/Nutrition/5-musts-for-menu-labeling.
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IV. Conclusion

The regulatory landscape in the food industry is changing at a fast pace.
In response, companies need to adopt supply chain solutions to proactively
adjust to the changes in the regulatory environment. Forthcoming regula-
tions will address food safety issues in a truly farm-to-table way, beginning
with the farms, looking at transportation and storage, and continuing with
best practices in food preparation. While the proposed rules provide some
guidance about what to expect, these are only a starting point. Watch for
new FDA and industry alerts regarding movement in the regulatory process
and, in the meantime, start preparing supply chain contracts and franchise
agreements with an eye toward these requirements.
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