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Editor’s Letter

Protecting Local Food in a Global Market

The theme of the recent Global Food Safety Conference 

in Barcelona, “Food Safety in a Global Economy,” served 

to remind participants that by responsibly contributing to 

global food safety, they could help protect local food supplies. 

Government officials from around the world 

described their particular challenges along the 

food supply chain as well as their visions and 

hopes that together we are on the right track, 

making consistent progress, in our collaboration 

toward that very important goal.

 This wide-ranging gathering of food safety professionals 

shared knowledge about the state of food safety: What can 

foodborne illness outbreak data tell us about our control 

systems? How can we use food safety networks to track and 

trace a possible source related to foodborne illness? How can 

we integrate these approaches for maximal benefit? How can a 

strong culture of food safety be established in our businesses? 

There is certainly no ideal methodology to achieve food safety, 

as a one-size-fits-all approach doesn’t exist; however, there 

are many options, and examples of successful solutions were 

discussed in the expert breakout sessions.

 From my vantage, I feel challenged to reach those still 

struggling with the most basic concepts of food safety: After 

hearing details from the 2012 Salmonella cantaloupe outbreak 

caused by a small farm in Indiana, I was struck by the fact that, 

almost a year after the Jensen Farms’ cantaloupe catastrophe, 

a cantaloupe farmer could be so far out of touch as to not 

recognize the deficiencies in his system. Many of the same 

unsanitary conditions were found in both outbreaks; how, I 

wondered, could we get the necessary food safety information to 

those who need it most?

 But this is not my task alone. We must share best practices—

supplier, processor, retail, foodservice, distributor, government 

regulator alike—with others in the food supply chain. As we take 

these steps as a global community, we will help protect local 

food supplies worldwide.

Best Regards,

Barbara VanRenterghem, Ph.D.
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News Bites

AMI Says OIE Recommendation Affirms 
Confidence in U.S. BSE Controls
 The American Meat Institute (AMI) has welcomed news 
that the World Organization for Animal Health’s (OIE) 

Scientific Commission has recommended that the 
U.S. risk classification for bovine spongiform 
encephalopathy (BSE) be upgraded to “negligible 

risk” status.
“Negligible risk” is the lowest risk level under 

the OIE animal health code. Countries with 
negligible risk status have implemented robust BSE 
controls and done extensive surveillance of their 
herds to demonstrate this extremely low-risk level.

“We are extremely pleased that OIE has moved 
forward to reaffirm the health of our U.S. cattle 
herd and the safety of our beef supply,” said 
AMI President J. Patrick Boyle. “This decision 
is a testament to the two decades of industry, 
government and scientific community collaboration 

to protect our cattle and produce safe, wholesome beef products 
for consumers worldwide. It’s a proud day for all us.”

CanadaGAP Food Safety Manuals 
Updated for 2013
 The CanadaGAP food safety manuals have been updated 
for 2013: 1) Fruit and Vegetable Manual, Version 6.1, 
covers field-/orchard-/vineyard-grown crops (i.e., Combined 
Vegetable, Leafy Vegetable and Cruciferae, Potato, Small Fruit, 
and Tree and Vine Fruit), and 2) Greenhouse Manual, Version 
6.1, covers greenhouse-grown vegetables.
 The revised manuals have been 
reviewed and the changes 
approved by the Canadian 
Food Inspection Agency. The 
documents are available 
as a free download on the 
CanadaGAP website at 
www.canadagap.ca/.
  Documents 
summarizing 
commodity-specific 
differences and changes 
made from previous versions of the 
manuals are available at: www.canadagap.ca/
manuals/manual-downloads/.
 Executive Director for CanadaGAP Heather Gale indicated 
that “a few additions were needed to meet requirements 
of the Global Food Safety Initiative, to which CanadaGAP is 
benchmarked.”
  The hazard analyses on which the CanadaGAP manuals 
are based are commodity-specific, ensuring that any issues or 
scientific developments affecting an individual commodity will 
continue to be addressed with the appropriate technical rigor.

 The U.S. Food and Drug Administration (FDA) is 
reopening the comment period for a draft risk assessment for 
certain food facilities that include farm packing operations for 
fresh fruits and vegetables. The risk assessment is mandated by 
the Food Safety Modernization Act.
 Comments on the document “Draft Qualitative Risk 
Assessment of Risk Activity/Food Combinations for Activities 
(Outside the Farm Definition) Conducted in a Facility Co-
Located on a Farm” are now due May 16, FDA officials said 
March 12.
 May 16 is the same day comments are due on FDA’s 
proposed Preventive Controls rule and the proposed Produce 
Safety rule.
 FDA said the extension was scheduled to be published in 
the Federal Register.
 The extension is in response to three comments the agency 
received that stated the original 30-day comment period 
on the document did not provide enough time to gather 

information.
 FDA originally published the draft risk assessment January 
16 in the Federal Register, with the comment period closing 
February 15.
 “We announced that we had used the results of the draft 
(risk assessment) to propose to exempt … small or very small 
businesses that are engaged only in specific types of on-farm 
manufacturing, processing, packing, or holding activities 
identified in the draft (risk assessment) as low-risk activity/
food combinations … from the proposed Preventive Controls 
rule,” the FDA release said.
 People can submit electronic comments at 
www.regulations.gov or written comments to: Division 
of Dockets Management (HFA-305), Food and Drug 
Administration, 5630 Fishers Lane, Room 1061, Rockville, 
MD 20852.
 All comments must include the docket number FDA-
2012-N-1258.

FDA Reopens Comment Period on Food Facilities

Latest GHI Newsletter Now Available
 The latest newsletter from the Global Harmonization Initiative (GHI) is 
now available at: www.globalharmonization.net/sites/globalharmonization.
net/files/GHI%20Newsletter%20Issue%204.pdf. Important topics include: 
legislation in the Middle East, halal and kosher food, the development of 
regulations on the application of nanotechnology, the GHI Working Group 
on Food Contact Materials and GHI Ambassadors from several regions 
reporting about a variety of subjects.
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GUEST EDITORIAL

The Food Safety Modernization 
Act Is Everybody’s Business

With the U.S. Food and Drug Admin-
istration’s (FDA) release of the first 
of its Food Safety Modernization Act 
(FSMA) proposed rules on produce 
safety and preventive controls, we be-

gin what will be a multiple-year process to develop final 
regulations. While it will be easy during this time to get 
lost in legislative language, metrics and details, we must 
always maintain sight of why we’re doing this. Food 
safety is about people. When our systems don’t work, 
people get sick.
 Protecting people’s health through prevention of 
foodborne illness requires smart regulation and also 
demands a food safety-minded business culture. A food 
safety culture starts at the top with the person in charge 
and infuses every staff level and job function. It’s driven 
by continuous improvement, constantly in the mode of 
updating and reevaluating to stay ahead of food safety’s 
dynamic, complex and ever-changing nature. Add to 
these food safety culture criteria an informed under-
standing not only of the food safety practices for your 
place in the supply chain, but also of those links before 
and after you. That’s why it’s important to understand 
what’s being presented in FSMA’s proposed rules, not 
just for you but for each link of the supply chain. 
 By being knowledgeable about FSMA’s proposals 
and getting involved in its rulemaking process, we can 
help generate comments for FDA that will translate into 
practical regulation. Buyers can also talk with suppliers, 
stakeholders can talk with government officials and in-
dustry members can talk with researchers to drive a more 
science- and risk-based approach to food safety. 
 Alongside availability and price, food safety will in-
creasingly be part of the business transaction as FSMA 
takes hold. Making sure you have a verifiable base line 
food safety program is key. 
 We are all responsible for giving FSMA’s proposed 
rules the focused attention they deserve as FDA asks for 
our input. Regardless of your professional perspective, 
sitting on the sidelines at this time is not an acceptable 
solution. Suppliers, buyers, scientists, consultants and all 
stakeholders who work daily on advancing food safety 
must participate in this regulatory process and provide 

feedback to FDA. Doing so gives us a 
much better chance at good regulation, 
which is regulation that incorporates the 
highest levels of food safety to protect 
consumers in practical, efficient ways for 
the entire supply chain. 
 As the dust settles since FDA’s an-
nouncement of these proposed rules, 
what has emerged from Produce Market-
ing Association’s (PMA) members are 
questions as numerous as there are pages 
in the published proposals. That’s why 
we’ve developed resources on FSMA’s 
proposed rules openly available at 
PMA’s FSMA Resource Center at www.
pma.com/fsma. Here, anyone can access 
a wide range of tools and information, 
including detailed summaries of both 
the preventive controls and the produce 
safety proposed rules in addition to in-
formation on how to submit comments, 
including comment-period deadlines. 
As future FSMA proposals on import 
issues, third-party accreditation and re-
cord keeping (including traceability) are 
announced, we’ll continue to update the 
resource center with new information.
 Now is a critical time to pay atten-
tion to FSMA proposals and shape 
this legislation by way of the public 
comment period, closing May 16. It’s 
important for stakeholders to come to-
gether to discuss what FDA has put on 
the table, what works and what doesn’t 
work, to ensure the final rules protect 
public health in ways that also work for 
our industry.
 When filling their grocery carts, 
shoppers aren’t thinking about Good 
Agricultural Practices. They’re not 
considering the integrity of suppliers’ 
Hazard Analysis or sanitary operating 
procedures. It’s all our jobs—each and 
every member of the supply chain and 
everyone in the business of food safety—
to understand the process from field to 
fork and the building blocks of a food 
safety program necessary to safely 
deliver wholesome foods to shoppers. n

Dr. Bob Whitaker is the chief science & technology 

officer of the Produce Marketing Association.

By Bob Whitaker, Ph.D.
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PROCESS CONTROL

Six Tips for Establishing a 
Safe and Effective Gluten-
Free Kitchen

Staff training, proper sanitizing 
key to meeting increasing 
demand

With one in every 100 people living with 
celiac disease in the U.S., restaurants 
have been fielding requests from guests 
for gluten-free options for several years. 
Front Burner Brands, the management 

company for fondue restaurant franchise The Melting 
Pot Restaurants Inc. and affiliated concepts Burger 21 
and GrillSmith, heard these requests and took action. 
 Partnering with the Gluten Intolerance Group (GIG), 
the research and development team at Front Burner 
Brands created a gluten-free menu for each restaurant 
managed by the group, starting with a menu of fondue 
dishes that are safe for those with gluten intolerance to 
enjoy at The Melting Pot. While safety and sanitation 
were top concerns in developing these menus, Front 
Burner Brands also kept in mind that gluten-intolerant 
guests want to enjoy tasty dishes too, so if a company 
is going to provide a gluten-free menu, meals should be 
delicious as well as safe.
 Offering a gluten-free menu can be a valuable service, 
but before launching the menu, it’s critical to make sure 
there are procedures in place to ensure that food is pre-
pared safely and the kitchen is sanitized and organized 
to be able to accommodate gluten-intolerant diners. Fol-
lowing these six steps will help restaurants safely serve 
gluten-free menu offerings as an added value to guests:

1. Partner with a gluten-free 
organization for menu creation.
 Working with a reputable organiza-
tion dedicated to raising celiac disease 
awareness and other forms of gluten 
intolerance gave Front Burner Brands 
an edge in establishing its restaurants 
as providers of safe gluten-free dishes. 
The GIG analyzed Front Burner Brands’ 
concepts, menus, products and ingredi-
ents by checking labels and nutritional 
facts to determine items that contained 
gluten and advised accordingly during 
the creation of the gluten-free menus. 
Using their recommendations, Front 
Burner Brands’ concepts were able to 
confidently provide guests with gluten-
free menu offerings. 
 Partnering with a gluten-free organi-
zation helps take the guesswork out of 
gluten-free menu creation. These organi-
zations will go ingredient by ingredient 
within each dish on your menu and 
help establish which of your current 
dishes makes sense to offer in gluten-
free versions. 
 The GIG has a number of local 
branches and partners within most of 
the continental U.S. (www.gluten.net/
local-branches) and would be a great 
starting point when seeking a reliable 
partnership. There are a number of 
gluten-intolerance awareness groups, 
so review them thoroughly to choose a 
reputable one.

2. Develop a gluten-free version of 
your menu.
 Once the potential allergy risks on 
your menu have been determined, start 
creating a gluten-free menu. To achieve 
success, it is vital to make sure that 
your menu includes real, delicious food 
rather than gluten-free dishes that seem 
to lack flavor or substance. 
 If you have eight appetizers on your 
menu, make one or two gluten-free. If 
you have 20 entrees, ensure that at least 
6 are gluten-free. You want to be able to 

By Shane Schaibly
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provide your guests with real offerings, 
not just a salad without the croutons or 
a hamburger without the bun. Integrate 
as many gluten-free foods as you can to 
stay true to the dish. If you can find an 
affordable gluten-free substitute, use it. 
On a national level, Burger 21 partnered 
with French Meadow Bakery (www.
frenchmeadow.com/) to provide gluten-
free buns with its gluten-free burgers. 
 On a local level, it is helpful to ex-
plore community partners such as repu-
table local bakeries to provide gluten-
free breads, desserts and more. Many 
Melting Pot locations partner with local 
gluten-free bakeries to provide addition-
al fondue dippers like gluten-free bread, 
brownies and pound cake. In many 
cases, guests suggested these bakeries to 
local restaurant owners, so guest surveys 
are key to earning buy-in. 
 While creating gluten-free offerings 
may not be a key goal when coming 
up with new menu items, it should be 
considered. You should always take into 
account whether gluten-free diners can 
enjoy a dish. If yes, great! If not, think 
about what small adjustments could be 
made to maintain the flavor profile and 
include these on the gluten-free menu. 
If you can make some subtle changes to 
the recipe to accommodate gluten-free 
dietary restrictions, then do it. Your 
guests will appreciate the extra effort. 
 However, if changing too many in-
gredients changes the flavor profile or 
increases food costs too much, then it 
does not make sense to put that dish on 
your menu.

3. Identify gluten-containing 
ingredients in your kitchen and 
isolate them.
 Dedicate a section on your line only 
to gluten-free food preparation. That 
way, your line cooks can prepare gluten-
free items without worrying about cross-
contamination. 
 It is also important to separate items 
in your storage and walk-ins to make 
sure there is no cross-contamination. 
Usually, produce and most items in 
your walk-in do not contain gluten, but 
many dry goods have gluten, so you’ll 

need to look closely at your dry storage 
and separate items to protect against 
cross-contamination. 

After working with the GIG, The 
Melting Pot decided to minimize risk to 
gluten-free diners by completely elimi-
nating flour from the kitchen shortly 
after the gluten-free menu launched. 
All of The Melting Pot’s cheese fondues 
are now made using cornstarch, which 
is gluten-free, instead of wheat flour, as 
before. Making this tweak to all cheese 
fondue recipes didn’t impact the flavor 
profile of the dishes while creating a 
safer environment for food preparation. 

4. Dedicate equipment to be used 
for gluten-free menu items and 
keep the kitchen sanitized at all 
times. 
 During food preparation, separation 
and cleanliness are key. It is important 
to keep the kitchen spotless, and always 
put on new, clean foodservice gloves 
over clean hands before handling 
gluten-free foods, no matter the job 
function in the restaurant. At Burger 21, 
managers place a handful of gloves on 
a gluten-free tray to make it easy for ev-
eryone to change gloves when preparing 
the food down the line. 
 It is vital to ensure that everyone on 
the line is aware that an order needs 
to be made gluten-free. At Burger 21, 
gluten-free stickers are used to let guests 
know that staff members are educated 
about gluten intolerance and took extra 
steps when preparing those meals.  
 In addition to having gloves con-
venient, dedicated equipment for pre-
paring only gluten-free foods is crucial. 
Make sure to have fryers and equipment 
(ovens, warmers, etc.) labeled for gluten-
free cooking only. 
 A gluten-free kit including sanitized 
tongs, spatulas, grill brushes, sauté pans, 
a cutting board, etc. is also an easy 
way to make sure that sanitized tools 
are ready for use when a guest orders 
a gluten-free menu item. It takes very 
little time to put together a kit, so when 
a gluten-free order comes down the line, 
staff can grab a kit to make preparation 
a breeze. Sanitize the kits after each use. 

 At Burger 21 and GrillSmith restau-
rants, staff use green-handled cooking 
and prep utensils for all gluten-free 
orders. Employees also make sure that 
gluten-free orders are brought to tables 
on separate trays with no other orders 
placed on those trays. 
 The key to ensuring the kitchen is 
always properly sanitized is keeping it 
clean overall and at all times. Cleaning 
multiple times throughout each day and 
making sure all equipment is sanitized 
after each use will make the process flow 
smoothly. The biggest challenges will be 
monitoring staff and checking that they 
consistently follow safety procedures. 

5. Educate and train staff.
 After sanitation procedures have 
been ironed out, training staff on the 
dangers of gluten contamination and 
what they need to do while preparing 
gluten-free offerings is paramount. Pro-
viding proper gluten-free training mate-
rials is a great way to gain support. Get 
staff to buy into the program. If they 
don’t share your passion, it will be dif-
ficult to implement a successful gluten-
free menu. 
 At Burger 21, for example, the Front 
Burner Brands training team trained all 
managers on gluten, gluten sensitivity 
and celiac disease, and these managers 
then conducted training with all Burger 
21 team members. All new team mem-
bers going forward receive the same 
training. The company also assigns a 
manager or key team member to oversee 
any gluten-free orders all the way down 
the line and trains new team members 
as necessary during each shift. 
 Knowledge is everything. Often, peo-
ple don’t know where food comes from 
or how it is prepared. Simple, incorrect 
statements meant to be helpful can 
quickly show how little a team member 
really knows and erode guest confi-
dence. Provide staff with charts that 
spell out which items are never gluten-
free and which can be made gluten-free 
with adjustments. 
 Training materials that stress team 
member responsibilities during gluten-
free food preparation will prove helpful 

PROCESS CONTROL
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for both the guest and team members. 
By providing proper materials to staff, 
you increase awareness and good ser-
vice, resulting in grateful patrons. 

6. Gather feedback from guests. 
 Once you have launched new gluten-
free items, it is a good idea to step out 
of the kitchen and into the dining room 
to interact with guests trying the dishes. 
It feels good to know that guests are 
happy and enjoying dishes your team 
carefully prepared, and it is helpful to 
reiterate that they can safely enjoy meals 
outside their homes. 
 For years, many guests with gluten 
intolerance have not been able to dine 
at a restaurant, either because they 
didn’t trust the food would be prepared 
safely or they didn’t know gluten-free 
options were available. As more restau-
rants take measures to provide gluten-
free offerings, guests are now finally 
able to have a complete gluten-free 
restaurant meal, so talk to them about 
their experiences. Get their unedited 
feedback. Customers love to share their 
opinions, especially with the chef or 
manager, so this should be an easy way 
to gain customer feedback on the menu. 
 Guest responses at The Melting 
Pot and Burger 21 have been fantastic. 
These restaurants serve many gluten-
intolerant guests who have been elated 
to find out that one of their favorite 
restaurants has taken the initiative to de-
velop a menu that addresses their needs. 
In many cases, the attention paid by 
restaurants to gluten-free guests’ safety 
and enjoyment translates into loyalty 
for years to come.
 You don’t have to go to extremes 
in altering your kitchen to provide safe 
gluten-free orders for these guests, but 
be aware of what needs to be done to 
ensure the safety of your gluten-free 
offerings. If costs are a concern, you can 
increase prices slightly to account for 
the extra costs associated with creating 
and maintaining a gluten-free menu. 
Front Burner Brands’ restaurant con-
cepts do not charge extra for gluten-free 
offerings, but if this additional cost is 
necessary, guests will understand. 

 With a few tweaks to your kitchen 
and careful attention to sanitation and 
staff training, you can run a successful 
gluten-free kitchen within your current 
setup. Seeing consumers’ joy as they 
bite into delicious gluten-free dishes 
without fear will make the extra effort 
worthwhile. n

Shane Schaibly is corporate chef 

for Front Burner Brands Inc., a full-

service and fast-casual restaurant 

management company headquar-

tered in Tampa, FL, and affiliated 

with dynamic and niche-specific 

brands such as The Melting Pot fondue franchise, the 

Burger 21 franchise and GrillSmith restaurants.
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REGULATORY REPORT

FDA’s Changing Culture: 
What Every Food Company 
Needs to Know

Effects of the Food Safety 
Modernization Act on the food 
supply chain

The U.S. Food and Drug Administration (FDA) 
is undergoing a major culture change, and 
nowhere is that impact being felt more than 
in the food industry. While visibly prepar-
ing new regulations to implement the Food 

Safety Modernization Act (FSMA), the agency is quietly 
becoming much more inspection-oriented and enforce-
ment-minded, even before FSMA is fully implemented. 
This trend will only continue as FDA completes FSMA 
rulemaking and begins enforcing the act.
 This cultural change means that the practices that 
made food companies successful in the past may not 
be enough to make them successful today. Companies 
must be fully prepared for today’s FDA inspections or 
expect to face enforcement consequences. This article 
outlines FDA’s recent increased emphasis on inspections 
and enforcement, and discusses the steps food compa-
nies can take to get ready.

Inspections
 FDA is conducting more domestic inspections than 
in recent years, completing more than 19,000 domestic 
facility inspections in 20111 (compared with approxi-
mately one-half that number 10 years ago), often in 
partnership with its counterpart state agencies. FDA has 
also become more strategic in selecting inspection sites 
by targeting companies whose products are considered 
“high risk,” targeting particular industry segments after 
an outbreak of foodborne illness, and sometimes target-

ing particular companies by inspecting 
multiple sites from the same company 
within a short interval of time. While 
inspections are still based on risk, FDA’s 
definition of “high risk” has expanded 
so much that it covers nearly one-third 
of the food industry, as opposed to ap-
proximately 10 percent of the industry 
10 years ago. This expansion in the 
high-risk category is due in large part to 
the inclusion of products or ingredients 
that have been the subject of foodborne 
illness outbreaks, of which there have 
been a significant number in recent 
years. 
 The demeanor of FDA personnel 
during inspections has changed as well. 
Inspectors (or “investigators” as FDA 
refers to them) are much more asser-
tive, often insisting on access to records 
before the new legal authority becomes 
effective and asserting their “right” to 
take photographs even without express 
legal authority. Inspections are also 
more comprehensive, and inspectors are 
“drilling down” deeper than ever be-
fore. This translates into more detailed 
inspectional observations (as listed on 
Form 483 presented at the conclusion 
of the inspections), and inspectors are 
more prone to list an observation on 
Form 483, even for minor issues that 
in the past would have been handled 
orally. Moreover, instead of simply col-
lecting product samples for laboratory 
testing of finished product, inspectors 
are increasingly conducting extensive 
environmental testing throughout fa-
cilities. Environmental testing is more 
likely to detect a problem than finished 
product testing, making it an important 
tool for the agency during inspections. 
Such testing can be so extensive that 
some have dubbed this practice a 
“swab-a-thon.”
 The impact of FDA’s culture change 
can be felt at the border and interna-
tionally as well. FDA has exercised 
increasing scrutiny over imports, es-

By Joseph A. Levitt and Veronica S. Knapp
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pecially ingredients, and has initiated 
more foreign on-site inspections. In 
2012, FDA planned to conduct 1,200 
foreign inspections, compared with less 
than 300 just 2 years prior—still a mod-
est number but a quadrupling nonethe-
less.2 FSMA provides for more frequent 
FDA inspections of both domestic and 
foreign facilities, meaning FDA’s focus 
on inspections will not only continue 
but intensify. 
 FDA’s increasing focus on inspec-
tions makes it more 
important than ever 
for companies to 
respond in writing 
within 15 business 
days to any Form 483 
observations follow-
ing an inspection. In 
particular, companies 
should take care to 
report to FDA all 
corrective actions 
taken (or a timetable 
for future corrective 
actions) and the com-
pany’s commitment 
to come into com-
pliance. FDA reviews the company’s 
written response in determining agency 
follow-up actions, including whether to 
send a Warning Letter, so having a com-
prehensive written response—and sub-
mitting it in a timely way—is an absolute 
must. In fact, when FDA Commissioner 
Margaret Hamburg first took office, 
one of her very first pronouncements 
was the importance of speedy company 
responses to inspectional findings.3

Imports
 Imported ingredients and products 
also face increased oversight as FDA 
makes heightened use of Import Alerts. 
This is an “old” legal authority that is 
being used more frequently, particularly 
with respect to seafood suppliers but to 
other importers as well. The statute has 
long set out a more lenient standard 
for FDA to detain imports than for sei-
zure of domestic goods. Under Section 
801(a) of the Federal Food, Drug and 
Cosmetic Act (FD&C Act), FDA need 

only determine that a finished food or 
ingredient “appears” to be adulterated 
or misbranded.4 One visible example of 
FDA’s increased scrutiny of imports is 
the detention in January 2012 of ship-
ments of orange juice from Brazil that 
contained traces of an unauthorized 
fungicide, carbendazim, even though 
FDA recognized its use did not pres-
ent a risk to public health.5 Importers 
of food products and ingredients can 
expect to see continued heightened 

oversight by FDA, 
including tests for pes-
ticide and fungicide 
residues.

Enforcement
Warning Letters

More inspections 
inevitably means that 
more enforcement ac-
tions will follow, and 
this is exactly what has 
occurred. The number 
of Warning Letters 
issued by FDA based 
on food inspections 
has increased dramati-

cally. Historically, FDA did not issue 
Warning Letters for violations of Good 
Manufacturing Practices (GMPs) for 
foods unless the agency found actual 
contamination of the food. In the past 2 
years, however, FDA has started issuing 
Warning Letters for food adulteration 
based solely on insanitary conditions 
and GMP violations. In fact, in 2011, 
FDA issued nearly 100 such Warning 
Letters and continued this practice well 
into 2012. Most of the violations relate 
to basic sanitation, allergen control and 
employee adherence to GMPs, and 
were typically observed by FDA during 
a visual or walk-through inspection of 
the plant. 
 While FDA often relies primarily 
on a visual inspection, the advent of 
environmental testing gives FDA an 
additional tool to find food adulterated 
based on insanitary conditions. Actual 
contamination in food, typically discov-
ered through testing of finished product 
samples, is involved in only a small 

percentage of cases where FDA issues a 
Warning Letter. Of the nearly 100 Warn-
ing Letters issued in 2011 involving 
adulteration based primarily on sanita-
tion and GMP violations, only 6 per-
cent involved actual contamination in 
the food. In addition, only 10 percent 
involved positive environmental testing, 
reflecting that inspectional observations 
were the primary basis for this surge in 
Warning Letters.
 FDA’s Warning Letters related to in-
sanitary conditions and GMP violations 
tended to focus on bakery and bread 
products, produce, cheese, confections 
(e.g., chocolates, candy, nuts, dried 
fruits) and soy products. The agency 
also directed its attention to enforcing 
the regulations for acidified foods, low-
acid canned foods and its new program 
for the prevention of Salmonella in shell 
eggs. These areas of focus likely reflect 
FDA’s enforcement priorities as the 
agency begins FSMA implementation.6

 In addition to those Warning Let-
ters involving insanitary conditions and 
GMP violations, FDA issued more than 
100 Warning Letters in 2011 pertaining 
to violations of the Hazard Analysis 
and Critical Control Points (HACCP) 
requirements for seafood and juice. 
FDA evaluated both the content and 
implementation of HACCP plans in 
great detail, paying particular attention 
to whether the plan listed all food safety 
hazards that are reasonably likely to 
occur; whether the critical limits identi-
fied were adequate to control the food 
safety hazard and whether any correc-
tive actions adequately corrected the 
cause of the problem at issue. As FDA 
implements FSMA, we can expect to 
see more Warning Letters that conform 
to these same themes. 
 Beyond adulteration violations, FDA 
also continues to issue Warning Letters 
regarding misbranding of foods, issuing 
139 such letters in the last 5 years. These 
Warning Letters typically focused on 
labeling violations, including ingredi-
ent labeling, allergen/sulfite labeling 
and nutrition labeling; nutrient content 
claims, particularly antioxidant and 
trans fat claims; and disease claims.7 
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Reinspection Fees
 Companies that receive Warning 
Letters now face steep reinspection fees 
under FSMA. If FDA finds significant 
problems material to food safety during 
an inspection conducted after October 
1, 2011, the follow-up inspection will 
be subject to reinspection fees. This is 
a provision of FSMA that has already 
become effective. Accordingly, if a com-
pany receives a Warning Letter follow-
ing an FDA inspection, that company 
will be charged for the follow-up inspec-
tion. The fees are steep and include any 
follow-up laboratory testing and inspec-
tor preparation time, travel time and 
the time it takes to write a follow-up 
report. Fees for 2013 are $221 per hour 
for domestic inspections and $289 per 
hour for foreign inspections. Since FDA 
often sends in a team of inspectors who 
conduct extensive testing and stay on 
for several days, the cost of the inspec-
tion could easily total or even exceed 
$20,000.8 

Actions for Injunction
 Companies that fail reinspection 
become candidates for an injunction 
action, which FDA has increasingly 
relied upon as an enforcement tool 
against repeat offenders. The FD&C Act 
provides jurisdiction for federal district 
courts to hear injunction proceedings 
against companies introducing or de-
livering for introduction into interstate 
commerce any articles of food that are 
adulterated.9 Food can be adulterated 
on the basis of actual contamination or 
if the food has been prepared, packed 
or held under insanitary conditions.10 
Virtually every action for injunction 
based on violations of food GMPs as-
serts that the food is adulterated because 
it was manufactured under insanitary 
conditions whereby it may have been 
rendered injurious to health.
 Injunctions are an especially strong 
enforcement tool, as they require a 
company to close the affected facility 
until corrections are made and FDA 

reinspects to verify compliance (at the 
company’s expense) with applicable 
GMP and/or HACCP regulations (and, 
in the future, with applicable FSMA 
preventive controls regulations). This 
can take a considerable period of time 
and is extremely costly to the company. 
Moreover, even after being permitted 
to reopen the facility, the company 
remains under court supervision for the 
foreseeable future, making it easier for 
the agency to go back to court should 
similar problems recur. 

From January 2011 through April 
2012, FDA brought at least 12 injunc-
tion actions against food companies. 
The classic case involves an initial viola-
tive inspection (“Official Action Indicat-
ed”),11 followed by a Warning Letter and 
then followed by a violative reinspec-
tion. FDA documented this particular 
pattern of violations in two-thirds of 
the cases in which the agency filed for 
injunctive relief. Typically, FDA will 
issue only one Warning Letter per facil-

REGULATORY REPORT

Keep your laboratory’s food safety standards 
up-to date with the AOCS Lab Profi ciency Program

Guarantee your lab’s 
peak performance with 
the most extensive and 
respected profi ciency 
testing program. 

To learn about available 
series, visit 
www.aocs.org/goto/lpp

Mycotoxin 
Series
Afl atoxin in:
● Cornmeal
● Milk
● Peanut butter
● Peanut paste
Fumonisin

Mycotoxin LPP-LabMan2.indd   1 3/14/13   2:34 PM

FSM4513pg10-25,62-63.indd   19 3/22/13   9:35 AM

http://www.aocs.org/goto/lpp


20 F o o d  S a F e t y  M a g a z i n e  

ity before filing suit for injunction, con-
sidering the Warning Letter, combined 
with the violative inspections, to be 
sufficient to put the company on no-
tice. Companies almost always receive 
a Warning Letter prior to FDA’s filing 
for injunctive relief, unless FDA feels 
there is a direct public health or safety 
threat (e.g., actual contamination). FDA 
has also brought cases in which the first 
reinspection does not reveal major vio-
lations, but backsliding is found in later 
reinspections, so a 
Warning Letter can be 
the basis of an injunc-
tion for several years 
after it is issued. Actual 
contamination of food 
is not a prerequisite to 
FDA’s filing suit, but 
it increases the likeli-
hood of FDA action if 
it is found. FDA also 
looks to inspectional 
history from state in-
spections in building 
its injunction case.
 Like Warning Let-
ters, FDA’s food in-
junction cases focused 
on the same product 
categories the agency 
considers high risk: 
in particular, seafood, 
cheese, juice and unpasteurized milk.12 
FDA considers these four product cate-
gories to be high risk due to a history of 
foodborne illness outbreaks and Class I 
recalls in the past 5 years.
 The use of injunction actions against 
food companies with a history of viola-
tions means a company’s response and 
corrective actions to address inspec-
tional observations and Warning Letters 
become even more important. Although 
in context the likelihood of an FDA 
injunction is small (20,000 inspections 
lead to 200 Warning Letters, which lead 
to about 10 injunctions annually), the 
financial consequences of an injunction 
are so severe, it is important that all 
food companies take the necessary steps 
to avoid even getting close to this type 
of enforcement action.

Stronger Enforcement Powers under FSMA
 In addition to the changes occurring 
within the agency, FDA has been given 
increased enforcement authorities under 
FSMA, including authorities for manda-
tory recalls and suspension of registra-
tion, and these authorities are now in 
effect. FDA has authority to mandate 
a food product recall if the company 
refuses to recall the product voluntarily 
and the hazard meets the criteria for a 
Class I recall. Further, FDA has author-

ity to suspend a com-
pany’s registration, 
thereby revoking its 
license to ship prod-
ucts, when the food 
presents a reasonable 
probability of causing 
serious adverse health 
consequences or death 
(the same standard for 
a Class I recall). 

FDA has just 
recently invoked 
this new suspension 
authority for the first 
time. Following an 
outbreak of Salmonella 
in peanut butter in 
October 2012, FDA 
suspended the registra-
tion of a producer of 
nuts and nut and seed 

spreads. FDA determined that the com-
pany met the standard for suspension 
because of positive Salmonella finished 
product and environmental testing re-
sults, as well as insanitary conditions in 
the facility. This action effectively shut 
down the facility, because a facility is 
prohibited from introducing food into 
commerce, or importing or exporting 
food, when its registration is suspended.
 FSMA also broadened the standard 
for administrative detention of food to 
cover cases where the agency “has rea-
son to believe” the food is “adulterated 
or misbranded” (rather than where there 
is “credible evidence” that the food 
presents a “threat of serious adverse 
health consequences or death,” as was 
the standard under the Bioterrorism Act 
of 2002). Administrative detention is an 

interim authority that can be used to 
detain food for a short time while the 
agency initiates official action in federal 
court to seize the product in question.13 
Prior to FSMA, FDA would utilize state 
embargo authority for this same 
purpose.

Park Doctrine and Criminal Liability
 FDA has also resurrected usage of 
the Park doctrine in the drug area and 
has foreshadowed the agency’s intent 
to apply it in the food area as well. The 
Park doctrine is based on a 1975 U.S. 
Supreme Court case affirming FDA’s 
right to bring a criminal misdemeanor 
case against corporate executives based 
on a strict liability theory.14 Under Park, 
a corporate official can be held crimi-
nally liable for violations of the FD&C 
Act in areas of the company under the 
official’s control, even if the official did 
not intend for the violations to occur. 
Individuals committing prohibited acts 
under the FD&C Act are subject to a 
maximum criminal penalty of 1 year’s 
imprisonment and/or a fine of $100,000 
if the violation does not result in death, 
or $250,000 if death results. The penal-
ties are steeper for organizations, with 
maximum penalties of $200,000 if the 
offense does not result in death and 
$500,000 if it does. If the violation is 
committed with intent to defraud or 
mislead, or occurs after a prior convic-
tion, it is subject to up to 3 years’ im-
prisonment, a fine of $250,000 or both. 
For an organization, the maximum fine 
in this situation is $500,000.

The Park doctrine is not a new 
FSMA authority, but after years of 
dormancy, FDA has indicated renewed 
interest in using the doctrine as part of 
its enforcement regime. In a letter to 
Senator Charles Grassley dated March 
4, 2010, Commissioner Hamburg ex-
plained that an internal FDA review 
committee recommended “increas[ing] 
the appropriate use of misdemeanor 
prosecutions, a valuable enforcement 
tool, to hold responsible corporate of-
ficials accountable.” In response to this 
recommendation, she reported, the 
agency updated its Regulatory Procedures 
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Manual, an internal policy guide for 
FDA field personnel, to include Park 
prosecutions among FDA’s enforcement 
tools.15 Since then, FDA’s Deputy Chief 
Counsel for Litigation Eric Blumberg 
has indicated in public speeches that 
the agency views misdemeanor prosecu-
tions under Park as providing important 
deterrent effects and accountability for 
corporate officials.16 Prior warning of 
the violations (via Warning Letter) is 
generally provided before an action is 
initiated.17 While FDA has yet not initi-
ated Park doctrine actions in the food 
sphere, there have been cases involving 
other FDA-regulated products.

Implications for Food Companies
 Thus, FDA has demonstrated in-
creased or renewed interest in using 
a number of its enforcement tools, 
including inspections, Import Alerts, 
Warning Letters, actions for injunc-
tion and criminal liability under the 
Park doctrine. FSMA requires FDA to 
conduct more frequent inspections and 
gives it authorities for mandatory recalls 
and suspension of registration. Clearly, 
companies must recognize and adjust to 
FDA’s changing culture.
 The current shift is the most signifi-
cant since the early 1990s. Companies 
will need to adapt to FDA’s increasingly 
inspection- and enforcement-minded 
culture, as what satisfied the agency 
even a few years ago may not meet ex-
pectations today. 

What Food Companies Should Do 
Now to Prepare
 As the saying goes, “forewarned 
is forearmed.” Companies should 
take steps now—before FSMA is fully 
implemented—to adapt to these agency 
changes and prepare for inspections, 
both now and in the future. In particu-
lar, companies should:
•	 Involve the entire organization: Engage 
all relevant parts of the organization 
that need to be involved in regulatory 
compliance, including regulatory, food 
safety/quality, legal, operations, pro-
curement and supply chain oversight. 
Companies may want to consider form-

ing a Steering Committee to oversee 
inspectional issues and to prepare for 
FSMA implementation, with each 
department of the organization 
represented.
•	 Go back to basics: Critically evaluate 
manufacturing facilities to be sure you 
have strong foundational elements of 
food safety in place: sanitation, allergen 

control and GMP compliance. These 
are the areas FDA inspectors are focus-
ing on today. Look particularly at any 
recurring problems in your facility and 
be sure you are getting at the root cause 
and not just treating the symptoms. 
Companies may want to consider using 
third-party auditors for “fresh eyes.” 

REGULATORY REPORT

Don’t Miss Our Free May 16th 
Food Safety Mini-show in Philadelphia
METTLER TOLEDO Product Inspection is hosting two half-day technology 
demonstration and networking events on Thursday, May 16th at the 
Philadelphia Hilton City Avenue.

The first session starts at 8 AM and the second session starts at 1 PM– choose the one 

most convenient for you. Attendees from both sessions are invited to a free luncheon 

from 12–1 PM. Robert Rogers, METTLER TOLEDO Senior Advisor for Food Safety and 

Regulation, will address both sessions on navigating the new food safety regulations. 

Immediately following, there will be hands-on demonstrations of state-of-art solutions for 

metal detection, x-ray inspection, vision inspection and in-line checkweighing as well as 

opportunities to network with your peers.

For Your Free Registration, Visit:
4www.mt.com/PIUS-Philadelphia-Food-Mini-Show

Checkweighing
HI-SPEED
Metal Detection & X-ray Inspection 
SAFELINE

Vision Inspection
CI-VISION

FSM_FSEvent_313.indd   1 3/14/2013   3:15:31 PM

(continued on page 62)

FSM4513pg10-25,62-63.indd   21 3/22/13   9:35 AM

http://www.mt.com/PIUS-Philadelphia-Food-Mini-Show


22 F o o d  S a F e t y  M a g a z i n e  

SANITATION

The Critical Cleaning Zone

Zoning is essential in reducing 
cross-contamination

Separate zones have become a given in food 
processing. To ensure optimal public safety, 
it is important to consider cleaning processes 
designed specifically for those zones and also 
to keep cleaning activities separated to avoid 

cross-contamination. Success requires an understanding 
not only of the nature and constraints associated with 
a given zone but also of how cleaning works and why 
sanitization alone is not sufficient. Successful critical 
cleaning also requires having an educated workforce.

Critical Cleaning
 Soil is matter out of place. Cleaning is removing 
matter out of place. Sanitizing is, of course, essential. 
But first, the soils must be physically removed to ensure 
public safety, not to mention for aesthetic reasons. 
 Cleaning encompasses janitorial activities as well as 
cleaning areas that come directly in contact with food, 
such as work surfaces, processing equipment and the 
food material itself. Cleaning is often divided into gen-
eral cleaning and precision cleaning; precision cleaning 
has been described as removing the soil from something 
that already looks pretty clean to begin with. We prefer 
that you instead consider which activities are actually 
critical cleaning. Critical cleaning may be thought of as 
cleaning wherein, if you neglect to do it, the product is 
immediately compromised. Critical cleaning can also 
be cleaning at a key point in the process that can reduce 
the need for more elaborate and expensive cleaning at a 
later stage. One example from everyday life of where im-
mediate cleaning may be the critical step is the lasagna 
pan. You finish dinner, clear the table and ignore the 

pan until the following day. This gives 
the scraps of lasagna time to cure, react 
and generally form an adherent mess. 
You would have saved time and effort 
by cleaning the pan immediately. Look 
around your processing facility; you are 
apt to find analogous examples. Critical 
cleaning also includes ensuring that suf-
ficient soil is removed so that sanitation 
can be successfully conducted. Deter-
mining those activities in any zone that 
are critical cleaning is helpful in design-
ing cleaning and sanitation protocols 
and also in educating workers. Educated 
workers do a more thorough, consistent 
job, and they tend to be more alert to 
potential problems. This is particularly 
important in food processing, because 
the presence of biologic components 
can add more unexpected variables.

The Cleaning Process
 Cleaning is a process, not just a 
chemical. Cleaning processes tend to 
include not only the cleaning chemis-
try (or cleaning agent) but also force, 
temperature and time. Most cleaning 
activities consist of three steps: washing 
(sometimes also called cleaning), rins-
ing and drying. The wash step separates 
the soil from the surface to which it 
adheres, moves the soil away from the 
surface and keeps soil from redepositing 
on the surface. The rinse step removes 
residual cleaning agent and may also 
continue the washing action. The rins-
ing agent is typically water. In some but 
not all instances in food processing, ex-
cess water must be removed by drying. 
These three steps involve the use of dif-
ferent materials and frequently different 
equipment. It is important to consider 
all of these steps together when design-
ing or changing a cleaning process. It 
is also important to consider how the 
methods and materials of cleaning can 
differ from one area to another, depend-
ing on what needs to be cleaned, and 
the risks of less-than-adequate cleaning. 

By Ed Kanegsberg, Ph.D., and Barbara Kanegsberg
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Clean and Sanitized
 Surfaces can be microbiologically 
clean (sterile), yet physically dirty. It 
is possible to understand and guard 
against the presence of contaminants 
with the largest potential for harm and 
not pay enough attention to other con-
taminants. For example, contaminants 
in which pathogens can grow and multi-
ply are necessarily of great concern. But 
it is important to consider other con-
taminants as well. Soil provides attach-
ment sites and nutrients for organisms 
and protects them from the actions of 
detergents and sanitizing agents. It has 
been shown that an effective cleaning 
step can remove most of the organisms 
from surfaces, with sanitizing chemicals 
killing those few that remain.1

 It is also important to realize that 
small holes and crevices are very prone 
to contamination buildup and are 
harder to clean. This can be a problem 
with clean-in-place processes, where 
there may be hidden surfaces, such as 
inside tubing. It can also be a problem 
with janitorial equipment, which may 
not come in direct contact with food 
but can contaminate the workspace if 
not thoroughly cleaned. There can be 
moving parts with hidden access areas 
that are not easily cleaned. We see con-
cerns about cleaning in other industries 
as well. For example, in the electronics 
industry, it is challenging to remove 
contamination from small spaces under 
or between closely spaced components, 
resulting in reduced yields and unac-
ceptable field failure. Water, which has 
relatively high surface tension, does not 
easily penetrate these small spaces. Sa-
ponifiers (soap-like products) are used to 
reduce the surface tension of water, but 
then the problem shifts to the ability of 
using pure rinse water to get into these 
same spaces to carry away the water-
based cleaning agent. 

Using a Zone Approach
 Establishing zones within the food 
processing facility is an important tech-
nique for reducing the likelihood of 
cross-contamination.2 Frequently, cross-
contamination is of one food type with 

another, or raw or semiprocessed foods 
with more finished products. The zone 
approach is also applied to the clean-
ing of food processing equipment and 
facilities, including walls and floors. 

Cleaning within a zone
Just as the nature and risk of contam-

ination varies from one zone to another, 
differences in the methods employed 
for cleaning vary. Both cleaning of food 
processing equipment and maintenance 
(janitorial) cleaning become more chal-
lenging as the degree of required cleanli-
ness increases. High-risk areas usually re-
quire the most cleaning. However, there 
are several caveats. Postponing cleaning 
until the last step is generally more ex-
pensive and less efficient. Soils that are 
allowed to remain on surfaces are harder 
to remove. Simple, inexpensive meth-
ods used early in the process can lessen 
the need for more elaborate methods 
later on. Also, as mentioned earlier, it 
is important to realize that sterilization 
or treatment with sanitizing chemicals 
does not replace cleaning. Sometimes, 
the assumption is made that a final, ag-
gressive sanitizing step makes cleaning 
along the way unimportant. The prob-
lem is that dirt, even dead dirt or dirt 
that has never been alive, is undesirable 
in the final product and can potentially 
compromise attempts at sanitation.

Cleaning between zones
 The least chance of cross-contami-
nation of cleaning materials is to have 
separate janitorial cleaning in each zone. 
This includes not only separate clean-
ing equipment and supplies of clean-
ing agents but also personnel. In other 
words, cleaning personnel for a high-risk 
area work only in that area and do not 
clean a lower-risk area. Conversely, per-
sonnel who clean a low-risk area do not 
subsequently move to clean a higher-
risk area.

Except in very large facilities, such 
complete segregation of personnel and 
supplies may not be technically or eco-
nomically feasible, so cleaning person-
nel, particularly janitorial personnel, 
may be expected to clean more than 

one area. In such cases, a “most clean 
to most dirty” approach can minimize 
the likelihood and impact of contami-
nation. Cleaning personnel clean the 
highest sanitary-risk areas first, always 
moving themselves in the direction of 
lower-risk zones. Cleaning equipment, 
including janitorial equipment, should 
be segregated by zone. 
 There are analogies to this in both 
everyday life and critical industrial pro-
cesses. As a parent, you probably would 
not consider bathing your baby in the 
same bath that you previously used to 
clean an automobile part. In manufac-
turing, the purest water is used for the 
final rinse, where the risk of residual 
contaminants is greatest. To conserve 
water, the runoff, which is now less pure 
due to whatever contaminant it picked 
up during the final rinse, is then al-
lowed to cascade to the previous rinse. 
This sequence then continues, with the 
rinse water moving to the next previous 
rinse, that is, in a reverse direction to 
the product flow. 

Transition areas
 Care must be taken when personnel, 
product or equipment enter or leave a 
given zone. Depending on the critical-
ity of activities, it may be appropriate 
to adapt techniques employed by other 
high-tech manufacturing industries. Ex-
amples of important processes or factors 
include airflow, product flow, person-
nel protection garments and personnel 
training. 
 Reassessment of currently used 
sanitizing and cleaning tools can be 
helpful. Chemical foot baths may be 
used to sanitize employee boots as 
they enter a controlled area. Even if 
the bath is chemically sanitizing, a clod 
of dirt could remain, later to dislodge 
and contaminate the area. Also, if the 
bath is not adequately maintained and 
replenished, it can become a “microbial 
soup,” becoming a source of rather than 
a solution to contamination.3 
 In an analogous industrial situation, 
we encountered a step where product 
was being transported from a “clean” 
area to a “very clean” area via a convey-
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or belt. Although the belt surface was 
cleaned before the product was placed 
on it, the gears and driving mechanisms 
of the belt were not. As a result, lubri-
cation grease and other contaminants 
were carried into the very clean area and 
recontaminated the product. 

Prevention and Education
 The best protection against unwant-
ed contamination is to have a well-edu-
cated workforce. Employees who see the 
product every day can be quick to spot 
problem areas, if they understand where 
the problems can arise. We distinguish 
between employee training and em-
ployee education. Training is developing 
a detailed sequence of how to perform 
a particular task or group of tasks, such 
as the order of putting on protective 
gowns and gloves. Education is teaching 
why such a sequence is important, such 
as why a different order of gowning can 
result in contamination. This distinc-
tion is as important for the maintenance 

staff as for those who directly handle 
the food products. If employees are edu-
cated to understand the consequences 
of all contamination, they can quickly 
spot potential problems and can also 
frequently suggest ways to improve the 
process.
 As in most areas of effective manu-
facturing, the best defense is a strong of-
fense. Gould refers to the 1:10:100 rule.
Spend $1 to prevent a problem, $10 to 
catch it before shipping or $100 to deal 
with it after shipping.4 Each educated 
employee can and should be a nosy de-
tective, keeping a sharp eye for potential 
contamination sources. Look especially 
in the nonobvious places. Then design 
cleaning protocols that can be tested 
and verified. Verification is not a one-
time task. Periodic testing can make 
sure that processes remain in control of 
potential contamination. n
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Contamination Claims

maximizing insurance 
Coverage for Food 
Contamination Claims

Carefully crafted coverage, 
and enough of it, is critical to 
survive recall events

Foodborne illness claims are among the greatest 
financial risks facing the food industry. After a 
contamination event, all companies in the food 
supply chain—from farm to supermarket—may 
unexpectedly find themselves in the cross hairs 

of aggressive plaintiffs’ lawyers, regardless of the ultimate 
source of the contamination. 
 Insurance is a critical risk management tool that all 
companies in the food industry should employ to protect 
themselves against the risk of food contamination claims. 
However, recent lawsuits involving disputes over insur-
ance coverage for food contamination losses demonstrate 
that executives at food companies can and should do 
more to protect themselves against the risk of an uncov-
ered claim by paying careful attention to the fine print 
when purchasing commercial general liability (CGL) and 
commercial property insurance policies, and by nego-
tiating coverage enhancements to fill potential gaps in 
coverage. Moreover, the manner in which a claim is char-
acterized when submitted to an insurer can often be the 
difference between a covered and an uncovered claim.
 This article briefly summarizes recent case law involv-
ing coverage claims for food contamination losses under 
standard CGL and commercial property policies. As the 
decisions discussed below illustrate, coverage determina-
tions are fact specific and driven by policy language. 
Therefore, policyholders who are concerned about con-
tamination and recall liabilities should work closely with 
their brokers and experienced coverage counsel to obtain 

the most pro-policyholder language 
available to maximize coverage in the 
event of a contamination or product 
recall loss, and to avoid pitfalls that can 
defeat coverage when submitting a claim. 

CGL Coverage
 Every food company should purchase 
CGL coverage to protect itself against 
the risk of third-party foodborne illness 
claims. A typical CGL policy promises 
that the insurer will defend and indem-
nify its policyholder for third-party 
claims involving “property damage” and 
“bodily injury.” Most policies define 
“bodily injury” broadly to include third-
party claims involving sickness, disease 
or death, so foodborne illness claims 
arising out of contaminated products fall 
squarely within the coverage provided by 
a standard CGL insuring agreement. But 
triggering the insuring agreement is only 
half the battle. 
 Virtually all CGL policies contain a 
list of standard exclusions that are de-
signed to exclude coverage for certain 
types of claims that otherwise might 
be covered. For example, CGL policies 
issued to food companies increasingly 
contain “mold,” “bacteria” and/or “con-
taminant” exclusions that insurers may 
construe in unexpected ways to deny 
coverage. In fact, one court recently 
validated an insurer’s reliance on a “pol-
lution” exclusion to deny coverage for 
a property damage claim against a res-
taurant on the grounds that curry odors 
emanating from the restaurant consti-
tuted “pollution.”1 While this may be an 
extreme example, an insurance company 
may argue that food products like yogurt 
or cheese trigger “fungus” or “mold” ex-
clusions, and claims involving Salmonella 
or Listeria trigger “bacteria” or “contami-
nant” exclusions in CGL policies. It is 
important to be aware of these general 
exclusions when purchasing CGL cover-
age and to negotiate appropriate carve-
backs to ensure coverage is available. 

By Meghan Magruder, Shelby Guilbert and Jessica Sabbath
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 In addition to these exclusions, which 
may be buried in the fine print, recent 
case law shows that companies should be 
wary of other hidden policy exclusions 
and limitations to coverage that might 
be used to deny or limit recovery for 
third-party contamination claims.
 One Claim or Two? Beware the Single-
Occurrence Trap. CGL policies usually 
contain self-insured retentions, per-
occurrence limits and hidden definitions 
of the term “occurrence” in “batch-lot” 
endorsements that may operate to ex-
pand or limit coverage, depending on 
the facts of a particular claim and policy 
wording. For example, a typical policy 
may contain a batch clause providing 
that damages arising out of “one lot” of 
“your products” shall be deemed to be 
a single occurrence, and most policies 
provide for per-occurrence limits that 
are lower than the aggregate limits of 
the policy. Under these circumstances, 
even if a food production company faces 
multiple foodborne illness claims, if the 

claims arise out of contamination to 
the same batch of products, the insurer 
will inevitably argue that the lower per-
occurrence limits apply. 
 Case law addressing the single-occur-
rence issue demonstrates that this issue 
also may limit coverage for restaurants 
facing contamination suits, even in cases 
where the contaminated food at issue 
is prepared and served at different loca-
tions. In one recent case involving claims 
by hundreds of people who became ill 
after eating Escherichia coli-contaminated 
food that was prepared and served by a 
restaurant at two different locations, the 
primary and excess CGL insurers sought 
declaratory relief that all instances of the 
contamination constituted a single oc-
currence under the primary policy. The 
net impact of that interpretation meant 
that the lower “per-occurrence” limits of 
the primary policy applied, and the pri-
mary policy was not exhausted, leaving 
the policyholder without access to the 
excess limits. After a trial court rejected 

the insurers’ interpretation, the U.S. 
Court of Appeals for the Tenth Circuit 
reversed, holding that because the cause 
of the injuries—that is, the restaurant’s 
preparation of contaminated food—was 
the same, there was only one occurrence 
under the primary policy,2 and only $1 
million available to pay the underlying 
claims. 

Of course, in some circumstances, 
a finding that multiple claims involve 
multiple occurrences may not be a desir-
able outcome if your company’s policy 
happens to have high per-occurrence 
self-insured retentions or deductibles. To 
maximize coverage, it is critical to pay 
attention to these issues when negotiat-
ing applicable deductibles, limits and 
occurrence definitions and also before 
making claims.
 “Your Work” Exclusions May Be Cited 
to Deny Coverage for Contamination Claims 
Arising Out of Your Company’s Own Negli-
gence. CGL policies often contain exclu-
sions for claims that arguably arise out of 
your company’s own negligence in the 
manufacturing, packaging or distribution 
of food products under the so-called 
“your work” exclusion. In one recent 
case, a packaging company was forced 
to recall over 800,000 cases of con-
taminated dog food it was packing for a 
customer when the dog food cans were 
damaged by a knife blade attached to a 
conveyor belt. The damage to the cans 
resulted in contamination and required 
the cans to be recalled and destroyed. 
After the customer sought compensa-
tion from the packaging company for its 
loss, the packaging company submitted 
a claim with its CGL insurer for covered 
property damage. 
 Citing a “your work” exclusion in 
the policy that precluded coverage for 
property that must be “restored, repaired 
or replaced because ‘your work’ was 
incorrectly performed,” the insurer de-
nied coverage. A trial court agreed with 
the insurer’s position, finding that the 
packaging company’s negligent “work” 
proximately caused the contamination 
at issue, and that decision was recently 
affirmed on appeal by the Sixth Circuit.3 
This case highlights the importance of 
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paying careful attention to policy provi-
sions that may operate to divest coverage 
for accidental contamination claims that 
arguably could be attributed to your own 
negligence.
 A Third Party’s Reputational Dam-
ages or Lost Sales Following a High-Profile 
Contamination Event May Be Excluded. 
CGL and accidental contamination 
policies also may not cover third-party 
claims for reputational damages or lost 
sales following a high-profile contamina-
tion event. In late 2006, Taco Bell faced 
claims arising out of a foodborne illness 
outbreak in the northeastern United 
States after the U.S. Centers for Disease 
Control and Prevention determined that 
the outbreak was most likely caused by 
E. coli-contaminated lettuce consumed at 
Taco Bell restaurants. Taco Bell and over 
500 Taco Bell franchisees sued Ready Pac 
foods, the likely supplier of the contami-
nated lettuce, seeking damages for bodily 
injury and property damage, as well as 
damages suffered because of the alleged 
decline in patronage at all Taco Bell res-
taurants resulting from the outbreak. 
 After Ready Pac sought coverage un-
der its CGL policies, its insurers sought 
a declaratory judgment that the policies 
did not cover the Taco Bell plaintiffs’ 
lost patronage claim on the grounds that 
claims for economic losses were not cov-
ered under the CGL policy. Siding with 
the insurers, a federal court in California 
agreed that Taco Bell’s claim for reputa-
tional damages was not covered under 
the CGL policies.4 Thus, Ready Pac had 
no coverage for a significant component 
of Taco Bell’s damages. 
 Courts Will Reject Coverage Denials 
That Defy Common Sense. One aspect that 
favors food companies in the complexi-
ties of commercial insurance is that most 
jurisdictions have adopted pro-policy-
holder rules of interpretation, such as the 
doctrines of reasonable expectations and 
contra proferentem (a standard in contract 
law that ambiguous clauses in a con-
tract should be interpreted against the 
party that insisted they be included), to 
prevent insurers from interpreting exclu-
sions in ways that defy common sense. 
Last year, for example, a court rejected 

an insurer’s attempt to rely on a “com-
municable disease exclusion” to deny 
coverage under a general liability policy 
for Mincing Trading’s losses arising 
from a foodborne Salmonella outbreak.5 
In denying the insurer’s motion for 
summary judgment, the court cited the 
doctrine of reasonable expectations and 
held that it was “objectively reasonable” 
for Mincing Trading to believe it would 
be covered because of “actual or alleged 
foodborne bacteria, including Salmonella, 
particularly in situations in which the 
bacteria [was] not alleged to have caused 
any disease.”5 As the court concluded, 
“this would be precisely the type of risk 
Mincing would want to insure against.”5 
 While policyholders should always 
seek to negotiate the best language avail-
able in their policies, pro-insured rules of 
construction may help level the playing 
field when a food company is faced with 
a questionable coverage denial based 
on ambiguous policy language that was 
drafted by an insurance company.

Commercial Property Coverage 
 Another critical component of any 
food company’s risk management strat-
egy should be first-party commercial 
property coverage. This type of coverage 
insures against losses stemming from 
property damage at a food company’s 
site, and also may provide coverage for 
business interruption losses or supply 
chain disruption. Two recent cases dem-
onstrate that the availability of coverage 
under these policies often hinges on 
courts’ interpretations of policy exclu-
sions that may apply to contamination.  
 In one recent case, an insurer denied 
coverage for a claim that HoneyBaked 
Foods made for property damage and 
business interruption loss under an “all 
risk” policy after HoneyBaked discov-
ered Listeria in several production runs 
of its meat products that was introduced 
by contaminated equipment used in the 
production process.6 After discovering 
the Listeria, HoneyBaked took prudent 
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testing

When steC are Your target, 
Where Do You aim?

A review of the current state 
of STEC testing

shiga toxin-producing Escherichia coli (STEC) 
can cause illnesses that range from diarrhea 
to hemorrhagic colitis and hemolytic-uremic 
syndrome (HUS). More than 70 serotypes of 
STEC have been described, and fortunately, 

only a handful have been associated with these severe 
diseases. The STEC that can cause these severe diseases 
are referred to as Enterohemorrhagic E. coli (EHEC). E. 
coli O157:H7 is the EHEC most often associated with 
the severest forms of disease as well as outbreaks from 
contact with or consumption of contaminated foods, 
animals and water. It should be noted that the food has 
historically been ground beef; the animals, cattle; and 
the water presumably contaminated by runoff from a 
cattle production facility.
 Numerous non-O157 EHEC have been linked to 
illnesses and outbreaks of disease similar to that of E. 
coli O157:H7, with only one occurrence linked to beef. 
The U.S. Centers for Disease Control and Prevention 
has identified the most common non-O157 EHEC 
and reported that just six serotypes (O26, O45, O103, 
O111, O121 and O145) are responsible for 71 percent 
of total infections from all sources. As part of its strategy 
to focus more on prevention, the U.S. Department of 
Agriculture Food Safety and Inspection Service (USDA 
FSIS) in the Federal Register implemented its decision 
to consider STEC of the six most frequent serogroup 
adulterants in certain beef products and began testing 
beef trimmings for these pathogens on June 4, 2012. In 
response, commercial test kit manufacturers and testing 
laboratories have rapidly introduced test kits and ser-

vices that can detect and/or confirm the 
presence of the “Top Six” EHEC. 

Detection of Top Six EHEC
  In Chapter 5B of the FSIS Micro-
biological Laboratory Guidebook (MLG), 
the testing method used by FSIS to de-
tect and confirm the presence of these 
adulterants is described. An initial poly-
merase chain reaction (PCR) screen tar-
gets the detection of stx and eae genes. If 
stx and eae are present, then the sample 
is considered reactive and taken forward 
to an additional round of PCR to deter-
mine if any of the Top Six O-groups are 
present. When stx, eae and an O-group 
are detected, the sample is considered a 
potential positive and goes forward to 
culture confirmation.
 What are these things (stx, eae, and 
an O-group) and why are they the tar-
gets? The initial PCR screening targets 
the key virulence factors responsible for 
EHEC disease. To initiate an infection, 
EHEC must tightly bind to the intesti-
nal lining, which is accomplished using 
a protein called intimin (expressed by 
the eae gene). Then the tightly bound 
EHEC produce Shiga toxins (expressed 
by the stx1 and/or stx2 genes) that dam-
age an infected individual’s body. The 
second round of PCR targets genes that 
express enzymes used by nearly all E. 
coli to assemble various surface proteins. 
These surface proteins are antigenic and 
are used by laboratories to distinguish 
one O-group of E. coli from another.
 Some E. coli may possess stx, whereas 
others may possess eae, and many others 
may be of one of the O-groups. Thus, it 
is not hard to imagine a situation where 
three different E. coli may be present 
that together provide all the targets for a 
potential positive test result. But would 
such a situation occur often enough to 
be of any consequence? Scientists at the 
U.S. Meat Animal Research Center in 
Clay Center, NE, asked that question 
of a set of nearly 4,000 ground beef 
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samples in which they had cultured 
and identified only six non-O157 
EHEC. They reported the answer in the 
October 2012 issue of Applied and En-
vironmental Microbiology and state how 
they found that nearly 5 percent of the 
samples could be classified as potential 
positives and that only two of the six 
samples found to be contaminated by 
a Top Six EHEC were classified as a 
potential positive. Thus, the number 
and rate of potential 
positive samples can 
be significantly greater 
than the number of 
culture-confirmed 
EHEC, and the 
EHEC may be pres-
ent and go undetected 
using this scheme.
 Since there is no 
way when using stx, 
eae and O-groups 
as targets to know 
whether they are pres-
ent in a single cell or 
multiple cells, alterna-
tive targets are under 
investigation. For 
instance, sequencing 
the O-group genes of 
numerous EHEC iso-
lates was completed 
at the USDA Meat 
Animal Research 
Center that identified single nucleotide 
polymorphisms (SNPs) that correlate 
with the presence of stx and eae in an E. 
coli. Additional study of these organisms 
at the E. coli Reference Laboratory at the 
University of Santiago de Compostela 
in Lugo, Spain, has determined that 
EHEC of particular O-groups contain 
eae of specific subgroups. With minor 
exceptions, EHEC O26 contain eae-β, 
EHEC O145 and O157 contain eae-γ, 
EHEC O111 contain eae-θ and EHEC 
O45, O103 and O121 contain eae-ε. So 
if stx, eae-β and O45 are identified in 
a sample, it can be predicted that the 
eae-β (associated with EHEC O26) does 
not belong to the O45 organism detect-
ed, thus allowing what was a potential 
positive to be disqualified. 

The correlation among eae subtypes 
extends beyond just that gene. When 
EHEC tightly bind to the intestinal wall 
using eae, they control and alter the cell 
they bind to by expressing and injecting 
effector molecules into the intestinal 
cell. These effector molecules are encod-
ed by genes referred to as nle genes, be-
cause they are located in sections of the 
E. coli genome called pathogenicity is-
lands rather than in the genes surround-

ing eae. A study by 
Brian Coombes illus-
trated the effect these 
molecules may play in 
predicting the patho-
genesis of an EHEC. 
Coombes showed that 
as the number of these 
genes present in an 
isolate increased, so 
did the likelihood that 
the isolate was from 
either an outbreak or 
a case of HUS. From 
these studies, we can 
predict that nle genes 
may serve as targets 
for detection. At least 
one testing facility is 
using an nle gene in its 
protocol to identify 
the presence of a non-
O157 EHEC. 
   Other EHEC-spe-

cific targets continue to be identified. 
One example is the EHEC hemolysin. 
A new test system under development 
aims to detect unique gene sequences 
associated with EHEC hemolysin to 
indicate the presence of EHEC. Anoth-
er example is the recent work reported 
from the lab of Patrick Fach. His labo-
ratory has identified two novel genes 
found in E. coli O157:H7 called Z2098 
and Z2099 that are closely associated 
with EHEC and which they suspect 
may be useful markers for targeted de-
tection of EHEC.

Current Detection Methods
 With all the targets available to de-
tect Top Six EHEC, there are many 
choices. Seven companies currently 

provide non-O157 EHEC testing or 
confirmation kits or services. One 
company provides an assay that has 
AOAC approval, while six others have 
received letters of no objection from 
FSIS as suitable replacements for the 
MLG assay until full AOAC approval 
is obtained. Three of these companies 
are marketing systems that follow the 
FSIS MLG methodology of identifying 
EHEC through the detection of stx, 
eae and O-group genes. Two others in-
corporate some of the virulence factors 
and/or eae subtyping, including SNPs 
to more specifically identify potential 
positives or serve as a molecular version 
of culture confirmation. One company 
takes a novel approach of concentrat-
ing E. coli according to O-group using 
specific antibodies, then testing for eae 
and stx. Additionally, a service lab uses 
a series of PCR screens and O-group 
detection and concentration procedures 
to identify potential positive samples. 
 Other test systems are still in devel-
opment, waiting for their turn to dem-
onstrate their usefulness. Many plan to 
use isothermal amplification techniques 
rather than the traditional PCR method 
of cycling a test tube between 95 °C 
and 60 °C. Others are planning to use 
unique and specific EHEC markers in 
their detection assays. Other companies 
are attempting to capture O-groups 
through antibody or other recognition 
means to then screen for stx and eae. 

Test Makers Strive for More 
Accurate Results
 While some companies are working 
to bring new EHEC detection tests to 
market, others continue to refine their 
tests or analysis software for more accu-
rate interpretation of detection data. For 
example, in an analysis of commercial 
beef trim enrichments and other inocu-
lated samples using one of the earliest 
EHEC detection tests to enter the mar-
ket, our laboratory identified reactive 
samples at a rate of 17 percent, and po-
tential positives at a rate of 12.8 percent. 
Two revisions of the analysis software 
used in that test have been released 
since then. Reanalyzing the same data 
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identified 16.6 percent and 13.8 percent 
as reactive with each subsequent revi-
sion, and 10.6 percent and 8.8 percent 
as potential positive with each revision. 
At first glance, the refinements in the 
analysis software appear to be improve-
ments since fewer false-positive calls 
are being made. However, while culture 
confirmation showed that 90 percent 
of the inoculated samples were posi-
tive, the initial version of the software 
identified 86.7 percent of the samples as 
potential positives and the latest version 
only 53.3 percent as potential positives. 
Adjusting the analysis algorithm of the 
software helped lower the number of 
positive calls in natural samples, but at 
the cost of missing samples with low 
levels of Top Six EHEC present. The 
trade-offs between the two have trended 
to the side of specificity to provide users 
more acceptable results, but only the 
most positive samples will be detected.
 Recently, our group completed and 
submitted a research paper describing 
the strengths and weaknesses of five 
commercially available EHEC detection 
methods with comparison to the FSIS 
MLG and our own in-house EHEC de-
tection and confirmation assays. In that 
forthcoming paper, we describe that 
each method, when used according to 
the manufacturer’s directions, was able 
to identify 1–3 CFU EHEC in samples 
ranging in size from 25 g and 65 g to 
375 g. However, since many methods 
have their own proprietary enrichment 
media and enrichment conditions, it 
is difficult if not impossible to directly 
compare the same sample in a side-by-
side fashion. Thus, in our study, we fol-
lowed up the inoculation experiments 
with 500 enrichments acquired from a 
regional service lab and tested each by 
all the methods. The results of this side-
by-side comparison were unexpected: 
170 sample enrichments were positive 
by one or more of the methods used, 
whereas only 2 samples were identi-
fied as positive by all seven methods. 
Culture results from these two samples 
identified one containing an EHEC 
O26, whereas the other contained a 
STEC, an EPEC (Enteropathogenic E. 

coli that contain eae and lack stx) and an 
O26 E. coli. Thus, all methods identified 
the one sample that contained a Top 
Six EHEC, and all methods identified a 
sample containing E. coli that produced 
a false, potential-positive result.
 Delving deeper into the range of dis-
crepancies between methods, we found 
that a large portion of the difference was 

due to the sample preparation before 
PCR. Some used 20 µL of enrichment, 
some, 50 µL and others, 1 mL for the 
preparation of DNA. A greater amount 
of sample going into a preparation did 
not necessarily agree with more posi-
tive tests or greater sensitivity. In many 
cases, we were able to take discrepant 
DNA preparations from the same 
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sample and run them through the other 
assays. When this was done, negative 
DNA preparations stayed negative and 
positive preparations stayed positive. 
No one DNA preparation could be 
determined to perform better, because 
each test method had its own unique 
potential-positive samples.  

Confirming EHEC Presence
 Compounding the difficulties of 
identifying potential-positive samples 
is that methods for 
confirmation are still 
evolving. The MLG 
method uses immuno-
magnetic separation 
(IMS) beads to purify 
each suspect O-group 
identified and then 
plate the beads onto 
modified Rainbow 
agar. This is a chro-
mogenic medium on 
which the various EHEC present as 
shades of pink, violet and blue. Until 
recently, IMS beads were available only 
for four of the O-groups due to the ab-
sence of acceptable antibodies. EHEC 
O121 and O45 have now been included 
in most IMS reagent catalogs, but these 
two O-groups are quite heterologous 
and do not present with uniform colors 
on chromogenic media. E. coli O121 
produce multiple shades of pink or even 
shift to other colors altogether. 
 New selective media are being intro-
duced that are designed either to inhibit 
the growth of non-EHEC by exploiting 
EHEC resistance to selective agents 
like tellurite or to differentiate EHEC 
from non-EHEC through specific car-
bohydrate requirements. For example, 
EHEC O26 cannot ferment rhamnose, 
so that serogroup can be easily identi-
fied on MacConkey agar supplemented 
with rhamnose (rMAC). The inclusion 
of cefixime and tellurite in this medium 
increases its specificity for EHEC O26. 
However, finding distinct growth re-
quirements that allow all Top Six EHEC 
to grow and be differentiated from one 
another on a single medium is a chal-
lenge. Even in the case of rMAC agar, 

other E. coli O26 may show the charac-
teristic phenotype of EHEC O26.
 CHROMagar STEC is another re-
cent selective agar that may prove useful 
for identifying EHEC strains. Reports 
have shown that it has excellent detec-
tion sensitivities for EHEC O26, O111, 
O121, O145 and O157. The specificity 
of this medium was determined to be 
98.9 percent for EHEC. Another differ-
ential medium developed by Bjorn Pos-
sé and colleagues at the University of 

Ghent in Merelbeke, 
Belgium, uses neutral 
red and 5-bromo-
4-chloro-3-indolyl-
β-D-glucuronide for 
EHEC O26, O103, 
O111 and O145, 
which produces dark 
red, blue-purple and 
light green colony col-
ors, respectively.

Our group recently 
characterized the carbohydrate-ferment-
ing ability of a group of EHEC refer-
ence strains and found that dulcitol, raf-
finose, saccharose, sorbitol and sorbose 
had potential to serve as discriminative 
markers in the selective isolation of Top 
Six EHEC. These characteristics were 
used to formulate a chromogenic medi-
um to differentiate the Top Six EHEC. 
The principle of the chromogenic 
medium is based on fermentation of 
sorbose and raffinose; reaction between 
β-D-galactosidase and a chromogenic 
substrate (5-bromo-4-chloro-3-indoxyl-
β-D-galactopyranoside, X-gal) and toler-
ance to selective agents (novobiocin and 
potassium tellurite). On this medium, 
EHEC of each O-group have character-
istic colors ranging from purple to blue 
to green. Of course, some strains within 
each serotype still pose a challenge to 
differentiate; therefore, when isolating 
EHEC, we also use a second medium, 
washed sheep’s blood agar containing 
mitomycin. As mentioned above, the 
EHEC contain the EHEC hemolysin, 
and this agar lets us view the characteris-
tic hemolysis it causes.
 Even using selective differentia-
tive agars and antibody-coated IMS 

beads for EHEC, only 10–40 percent 
of any potential positive samples can 
be confirmed to contain an EHEC, or 
more likely a mixture of STEC and eae-
positive E. coli. The targeted EHEC may 
be at too low a concentration to detect 
using these methods. In attempts to 
enrich for the targeted EHEC, the FSIS 
MLG incorporates the use of an acid-
wash step before plating IMS beads. 
The treatment with acid reduces the 
background bacteria to a greater extent 
than the acid-resistant EHEC. However, 
in samples with low concentrations of 
EHEC, one runs the risk of injuring the 
few EHEC present and failing to recov-
er any isolates. Another technique used 
in our laboratory and first established in 
the laboratory of Roger Johnson at the 
Public Health Agency of Canada is im-
munoblotting colonies for Shiga toxin. 
Colonies that express Shiga toxin can 
be detected by various monoclonal and 
polyclonal antisera, so even colonies 
that lack the characteristic phenotype 
on the differentiative agars can be iden-
tified.
 Using the most extensive culture 
isolation protocols to confirm potential 
positive samples still fails to identify an 
EHEC much of the time. In fact, even 
confirming the presence of a STEC 
has been accomplished only at an ap-
proximate rate of 30 percent. In a 2011 
study of commercial ground beef, we 
cultured all stx-positive enrichments. 
Every stx-positive enrichment was re-
peatedly plated to washed sheep’s blood 
agar and up to 50 colonies were picked 
and individually screened to determine 
if they each were a STEC. The rate of 
successfully isolating a STEC ranged 
from 10 to 50 percent, depending on 
the sources and batches of ground beef 
examined. In a more recent study, all 
samples identified as reactive by any of 
five EHEC detection methods under 
comparison were sent to our group for 
culture resolution of the results. There 
were 550 samples in this study: 36 were 
identified as reactive and 21 as potential 
positive by one or more of the meth-
ods. Culture isolation was able to re-
cover two different Top Six EHEC: one 
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from a sample identified as potential 
positive by all methods examined, and 
one from a sample that was identified 
as reactive by only one of the methods 
examined. In the second case, this was 
an EHEC O111 that went through all 
the methods undetected. Even the one 
method that called the sample contain-
ing this EHEC reactive failed to call the 
sample potential positive. This isolate 
must have been at a very low concen-
tration for the PCR methods to have 
not adequately detected it. The culture 
isolation process took nearly 6 weeks to 
complete on these 36 enrichments, and 
even then with 2 samples found to con-
tain an EHEC, 14 containing a STEC, 
12 an EPEC and 5 others a generic 
E. coli of Top Six serotype, there were 
still 16 samples from which no isolates 
could be recovered to explain any of the 
PCR-detected EHEC targets. This raises 
the question of how useful the results 
of current EHEC detection methods 
may be without adequate culture and 

isolation techniques by which to assess 
them.

Conclusions
 On June 4, 2012, FSIS began test-
ing for the Top Six EHEC. When one 
examines the results of this testing 
posted at http://www.fsis.usda.gov/
Science/2012_EColi_Positive_Results/
index.asp, it can be seen that the rate 
of identifying these EHEC is quite 
low. Approximately 4,800 samples of 
raw ground beef components were 
analyzed in 2012 and 73 positives were 
found. However, 32 of these were E. 
coli O157:H7 whereas the remaining 
41 were identified as O26, O45, O103, 
O111 and O145. Various segments of 
the beef processing industry now test 
for the Top Six EHEC using test kits or 
services from a number of companies 
or commercial laboratories. All of the 
current methods can identify EHEC 
if present, but it is difficult to tell 
the difference between a sample con-

taminated with an EHEC and a sample 
contaminated with a mixture of E. coli, 
each contributing a separate screening 
target. We need to improve our screen-
ing targets to reduce the number of 
potential-positive samples, because it’s 
at this point that most industrial testing 
stops and products are diverted. Culture 
confirmation requires a number of days 
that perishable products cannot af-
ford to lose before entering commerce. 
Finally, we need to remember that as 
with E. coli O157:H7, when methods 
were improved, the number of positives 
increased. This will be the case as we go 
forward with the testing of products for 
EHEC.  n
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global Regulatory 
Considerations for green 
Packaging 

What food companies need 
to know to comply with 
packaging guidelines

the global market for green packaging is grow-
ing rapidly as consumers, retailers and both 
food and consumer product companies seek 
to develop products for which they can make 
claims of being “environmentally friendly” 

or “green.” This growth has prompted several private 
organizations to develop standards for green packag-
ing and has also resulted in new or updated regulations 
and guidelines that impact the development of green 
packaging materials or claims made for them. The legal 
landscape is such that to avoid allegations of unfair or 
deceptive practices, companies selling and marketing 
products as green must become familiar with applicable 
regulations and standards.

U.S. FTC Labeling Guidelines
 The principle guidance governing the legality of 
“green” claims in the U.S. is the Federal Trade Commis-
sion’s (FTC) “Guides for the Use of Environmental Mar-
keting Claims” (or “Green Guides,” available at www.ftc.
gov/os/2012/10/greenguides.pdf [16 CFR Section 260]). 
The most recent revision of the Green Guides, which 
was published in October 2012, was the culmination of 
a multiyear review process. While these guides are not 
regulations as such, they illustrate how FTC evaluates 
an environmental claim to determine whether it may 
constitute an unfair or deceptive act and therefore be 
prohibited under Section 5 of the Federal Trade Com-
mission Act (FTC Act). Thus, in a sense, the guides are 

FTC’s way of putting the industry on 
notice as to what it intends to prosecute 
as an unfair or deceptive act or practice. 
However, the Green Guides are not laws 
or regulations, and do not pre-empt 
state or local laws on the subject. 
 The Green Guides apply to all forms 
of environmental marketing, including 
labeling, advertising and promotional 
materials. Besides general environmen-
tal claims, the Green Guides address 
carbon offsets, certifications and seals 
of approval, compostable, degrad-
able, ozone-safe and ozone-friendly, 
recyclable, recycled content, refillable, 
renewable energy, renewable materials 
and source reduction. Additionally, the 
guides address nontoxic and “free-of” 
claims that can be relevant food safety 
claims as well. The final guides do not 
address organic, sustainable, natural or 
bio-based claims. More details on specif-
ic guidelines impacting food packaging 
are provided below.
 General Claims: General environmen-
tal benefit claims should be qualified by 
clear and prominent language, limited 
to the specific benefit and should not 
include any deceptive implications.
 Carbon Offsets: FTC offers limited 
guidance on these claims, noting that 
consumer perception of carbon offset 
and similar claims is still evolving. Use 
of appropriate accounting methods 
to avoid “double-counting,” and use 
of qualifiers if the carbon reductions 
will not occur for at least 2 years are 
required. In addition, claims may not be 
made if the reductions are required by 
law. 
 Certifications and Seals of Approval: 
FTC suggests that it will consider it de-
ceptive to misrepresent that a package 
has been endorsed or certified by an 
independent third party, or to use an 
environmental certification or seal with-
out clearly stating the basis for the cer-
tification. A certification or seal should 
contain clear and prominent language 

By George G. Misko
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to convey that it covers only specific 
and limited benefits, and marketers 
must have substantiation for all claims 
communicated by third-party certifica-
tions. A “material connection” does 
not automatically include membership 
in industry trade associations offering 
certifications, so long as an independent 
certifier administers the trade associa-
tion certification pro-
gram by objectively 
applying a voluntary 
consensus standard. 
 Compostable: A 
material can be called 
“compostable” if it 
breaks down in a 
“timely manner,” 
which is defined as ap-
proximately the same 
time as other materials 
with which it is com-
posted. 
 Degradable: The guides indicate that 
it is deceptive to make an unqualified 
degradability claim for items destined 
for landfills, incinerators or recycling 
facilities. Unqualified degradable claims 
should be based on reliable scientific 
evidence that the item will completely 
break down within 1 year of entering 
the solid-waste stream. FTC did not 
create a safe harbor for any particular 
testing protocol, suggesting that current 
protocols do not replicate actual, highly 
variable landfill conditions. “Oxo-
degradable” and “oxobiodegradable” 
claims are treated like all other unquali-
fied degradable claims. 
 Free-of Claims: This type of claim 
may be deceptive if a new or substituted 
material poses the same or similar en-
vironmental risks as the original mate-
rial, or if the substance has never been 
associated with the product. However, 
free-of claims may be acceptable if the 
item contains trace amounts of the 
material referenced if: (1) the level of 
the specified substance is no more than 
an acknowledged trace contaminant or 
background level; (2) the substance’s 
presence does not cause material harm 
that consumers typically associate with 
that substance; and (3) the substance 

has not been intentionally added. 
 What constitutes a “trace amount” 
depends on the substance at issue, 
and requires a case-by-case analysis. 
For example, in its publication “The 
Green Guides: Statement of Basis and 
Purpose” (available at www.ftc.gov/os/
fedreg/2012/10/greenguidesstatement.
pdf), FTC suggests that consumers 

may want to know if 
a product contains 
a trace amount of a 
substance like mer-
cury, which is toxic 
and may accumulate 
over time in the tissues 
of humans and other 
organisms. For some 
other substances, a de 
minimis analysis may 
be more in order. 

Nontoxic Claims: 
An unqualified non-

toxic claim conveys that the product is 
nontoxic to both humans and the envi-
ronment. “The environment” includes 
pets and domestic animals. The guides 
advise marketers to qualify nontoxic 
claims to the extent necessary to avoid 
deception. While there is no allowance 
for trace toxicity of a substance, FTC 
points out that a product could contain 
a toxic substance at a level that is not 
harmful to humans or the environment 
and therefore justify a claim of “nontox-
ic.” The commission gives the example, 
in “The Green Guides: Statement of 
Basis and Purpose,” that while apple 
seeds contain cyanide, which is toxic, 
the amount in an apple is so low that it 
is not harmful to humans and, therefore 
the apple may be labeled nontoxic. 
 Recyclable: To make an unqualified 
claim that an article is “recyclable,” a 
product or package should be recyclable 
to a “substantial majority” of consumers 
or communities, which FTC defines to 
mean at least 60 percent. Marketers may 
make qualifying claims for “less than a 
substantial majority” of consumers or 
communities by either stating the per-
centage of consumers or communities 
that have access to recycling facilities 
or using other qualifications. However, 

“please recycle” and “check to see” dis-
closures without additional information 
are not adequate to qualify a recycling 
claim where facilities are not available 
to a substantial majority of consumers. 
 Recycled Content: Both pre- and post-
consumer recovered materials qualify as 
recycled content, but the materials must 
be diverted from the waste stream. A re-
cycled content claim must be qualified 
if less than 100 percent of a package is 
made with recyclable content. For ex-
ample, a package made from laminated 
layers of foil, plastic and paper may be 
labeled “one of the three layers of this 
package is made of recycled plastic” if 
the plastic layer is made entirely of recy-
cled plastic. FTC does not consider the 
claim deceptive, provided the recycled 
plastic layer constitutes a significant 
component of the entire package.
 Renewable Materials: Made-with-
renewable-materials claims should be 
qualified if less than 100 percent of 
the package is made with renewable 
content, excluding minor, incidental 
components. One way for marketers to 
minimize the risk of unintended, im-
plied claims is to identify the material 
used and explain why it is renewable. 
The Green Guides provide the follow-
ing example of an acceptable renew-
able materials claim: “Our packaging is 
made from 50% plant-based renewable 
materials. Because we turn fast-growing 
plants into bio-plastics, only half of our 
product is made from petroleum-based 
materials.” [16 CFR Section 260.16]
 Sustainable Claims: In “The Green 
Guides: Statement of Basis and Pur-
pose,” FTC explains that it is not pro-
viding guidance on the use of the term 
“sustainable” due to the wide range of 
meanings for the term. Nevertheless, the 
commission cautioned that marketers 
who use these claims should test them 
in the context of their advertisements to 
ensure they can be substantiated. “Giv-
en the potential for confusion, this area 
is ripe for further consumer perception 
research and one that the Commission 
will continue to monitor,” FTC stated. 
 Bio-Based Claims: Concerning bio-
based claims, FTC cites the U.S. De-
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partment of Agriculture’s BioPreferred 
voluntary labeling program and explains 
that it does not want to make marketers 
subject to potentially contradictory ad-
vice from two federal agencies. 

Alignment with ISO Standards
 During the comment period for the 
revised Green Guides, FTC specifically 
asked if there were any international 
laws, regulations or standards that it 
should consider. In particular, FTC 
asked about the ISO 14021 standard 
on self-declared environmental claims. 
This standard was introduced in 1999 
by the International Organization for 
Standardization (ISO), which develops 
standards through international consen-
sus and has a membership of more than 
160 national standards institutes. In “The 
Green Guides: Statement of Basis and 
Purpose,” FTC stated that while it tries to 
harmonize with international standards 
whenever possible, it did not adopt the 
ISO standard because consumers might 

interpret unqualified recyclable claims 
allowed in the standard to mean that 
facilities are available in their area even 
when they are not. Further explaining, 
FTC said that the Green Guides’ pur-
pose is to prevent the dissemination of 
misleading claims, while ISO focuses on 
both preventing deception and encour-
aging products that cause less stress on 
the environment. 

State Laws
 California has joined in the effort to 
regulate environmental claims on pack-
aging. A prohibition on the sale of any 
plastic bag or plastic food or beverage 
container labeled as “biodegradable,” 
“degradable” or “decomposable” in 
California was expanded to include all 
plastic products, effective January 1, 
2013. California also requires that any 
plastic products labeled as “composta-
ble,” “home compostable” or “marine 
degradable” must comply with an ap-
plicable ASTM Standard Specification, 

the Vinçotte OK Compost HOME 
certification requirements (Vinçotte is 
a European Union-based company that 
provides third-party certifications) or 
a standard adopted by the California 
Department of Resources Recycling and 
Recovery (CalRecycle). The California 
Public Resources Code, Section 42355-
42358.5, specifies that ASTM Standard 
Specification refers to the following 
ASTM standards: D6400 for Com-
postable Plastics, D7018 for Nonfloat-
ing Biodegradable Plastics in the Marine 
Environment or D6868 for Biodegrad-
able Plastics Used as Coating on Paper 
and Other Compostable Substrates. 
 
Current EU Framework
 Taking a different approach from 
the U.S., the European Union (EU) 
does not have legislation specifically 
dealing with and harmonizing environ-
mental marketing claims. Instead, the 
EU has taken a command-and-control 
approach, in which it sets out the re-
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quirements for companies to follow to 
reduce the use of packaging materials. 
In particular, the EU Packaging and 
Packaging Waste Directive (94/62/EC) 
contains “essential requirements” to 
prevent production of packaging waste 
and to increase recycling of packaging 
materials. While the goal is to minimize 
packaging waste, this needs to be done 
in a way that maintains: (1) the func-
tionality of the package throughout the 
supply and user chain; (2) the safety and 
hygiene of the product 
(i.e., for food, keeps it 
safe); and (3) the ac-
ceptability of the pack-
aged product to the 
user.
 The European 
Committee for Stan-
dardization (CEN), 
under mandate 
from the European 
Commission (EC), 
developed standards 
to enable compa-
nies to demonstrate 
compliance with the 
directive. The CEN 
standards were last 
updated in 2004 and 
are referenced in the February 19, 2005, 
edition of the Official Journal of the Euro-
pean Union. Use of the CEN standards 
is voluntary; however, packaging con-
forming to the standards is considered 
compliant with the directive’s essential 
requirements. CEN packaging and 
waste standards include the following:
•	 EN	13427:2004,	Packaging	—	
 Requirements for the use of Euro-

pean Standards in the field of pack-
aging and packaging waste

•	 EN	13428:2004,	Packaging	—	
 Requirements specific to manufac-

turing and composition — Prevention 
by source reduction

•	 EN	13429:2004,	Packaging	—	Reuse
•	 EN	13430:2004,	Packaging	—	
 Requirements for packaging recover-

able by material recycling
•	 EN	13431:2004,	Packaging	—	
 Requirements for packaging recover-

able in the form of energy recovery, 

including specification of minimum 
inferior calorific value 

•	 EN	13432:2000,	Packaging	—	
 Requirements for packaging recover-

able through composting and bio-
degradation — Test scheme and evalu-
ation criteria for the final acceptance 
of packaging

 EN 13428:2004 includes methodol-
ogy and procedures for determining 
the presence of four heavy metals (lead, 
cadmium, mercury and hexavalent 

chromium) and other 
dangerous substances. 
The European Orga-
nization for Packaging 
and the Environ-
ment’s (EUROPEN) 
2006 publication, 
Understanding the CEN 
Standards on Packaging 
and the Environment: 
Some Questions and 
Answers, is available 
through the organiza-
tion’s website at www.
europen.be/index.php
?action=onderdeel&o
nderdeel=3&titel=Key
+Topics&categorie=1
&item=14&back=%3F

action%3Donderdeel%26onderdeel%3
D3%26titel%3DKey%2BTopics%26cate
gorie%3D1. 

Industry Guidelines and Standards
 ICC Guidelines to Encourage Claim 
Substantiation: The proliferation of 
environmental claims has led a num-
ber of industry organizations to issue 
voluntary guidelines. These guidelines 
generally encourage marketers to make 
only claims that can be substantiated. 
For example, the International Chamber 
of Commerce’s (ICC) Framework for 
Responsible Environmental Marketing Com-
munications, published in 2010, states, 
“General environmental claims that 
may prove difficult to substantiate using 
accepted scientific methods should be 
avoided.” 
 ICC’s Framework defines a “green” 
or “environmental” claim as any type of 
claim where “explicit or implicit refer-

ence is made to the environmental or 
ecological aspects relating to the pro-
duction, packaging, distribution, use/
consumption or disposal of products.” 
Importantly, the framework advises that 
all marketing communication, including 
green claims, should be judged by how 
it will be perceived by the reasonable 
consumer. This would apply to a green 
claim that is scientifically accurate, but 
misleads consumers because of what it 
implies or omits. Such a claim could be 
deceptive. 
 An Environmental Claims Checklist 
is provided in Appendix 1 of ICC’s 
Framework. Some of the checklist ques-
tions include the following:
•	 Are	the	proposed	claims	subject	to	

mandatory regulations or legislation?
•	 Are	the	proposed	claims	verifiable	

based on appropriate test methods or 
scientific data?

•	 What	is	the	test	method	used?	Is	it	
recognized by government agencies 
or reputable standards organizations?

•	 Does	the	method	accurately	reflect	
how the product, component or 
package will likely be used or dis-
posed of by the consumer in the 
manner reflected by the claim?

•	 Has	the	product	for	which	the	claim	
is made (or one substantially identi-
cal) been tested?

•	 Is	the	information	provided	under-
standable to the reasonable consum-
er, avoiding confusing jargon?

 The CGF Global Protocol on Packag-
ing Sustainability: An industry group 
that has addressed sustainability claims 
specific to packaging is the Consumer 
Goods Forum (CGF), a Paris-based 
network of approximately 650 retailers, 
manufacturers, packaging suppliers and 
other stakeholders from 70 countries. 
CGF developed the “Global Protocol 
on Packaging Sustainability 2.0” (GPPS) 
to help the consumer goods industry 
assess the sustainability of packaging. 
The first element of GPPS, published in 
June 2010, is a framework and measure-
ment system, titled “A Global Language 
for Packaging Sustainability.” The sec-
ond element, “The Global Protocol on 
Packaging Sustainability,” which was 
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published in September 2011, describes 
the metrics and indicators for sustain-
ability of packaging. (The GPPS can be 
downloaded at globalpackaging.
mycgforum.com/.) 
 The GPPS is based on packaging sus-
tainability guidelines developed by 
EUROPEN and the metrics for sustain-
able packaging developed by Green-
Blue’s Sustainable Packaging Coalition. 
 The GPPS may be considered 
complementary to the ISO standards, 
as several of the GPPS environmental 
attributes are based on ISO and CEN 
standards. Noting that the GPPS uses 
pre-existing internationally recognized 
metrics where they exist, CGF states 
that the GPPS is not intended to replace 
any existing standards or guidelines. 
 The recently published ISO environ-
mental packaging standards are the 
following: 
•	 ISO	18601:2013	Packaging	and	the	

environment — General requirements 
for the use of ISO standards in the 
field of packaging and the environ-
ment

•	 ISO	18602:2013	Packaging	and	the	
environment — Optimization of the 
packaging system

•	 ISO	18603:2012	Packaging	and	the	
environment — Reuse 

•	 ISO	18604:2013	Packaging	and	the	
environment — Material recycling

•	 ISO	18605:2013	Packaging	and	the	
environment — Energy recovery

•	 ISO	18606:2013	Packaging	and	the	
environment — Organic recycling

 While ISO 18602 is based on EN 
13428 and includes methodologies for 
determining the presence of four heavy 
metals and other dangerous substances 
in packaging, it places more emphasis on 
the amount of packaging necessary for 
a package to function effectively. Thus, 
although food safety is not the pre-
eminent goal of the directive, it is some-
thing that clearly is to be taken into ac-
count in balancing waste minimization. 

Conclusions
 A heightened interest in potential 
environmental impacts of packaging, 
along with new technologies in this 

area, has led to discussions on how to 
provide accurate information to busi-
ness customers, consumers and other 
stakeholders when marketing “green” 
products. While efforts are being made 
to develop a consistent approach to 
defining and regulating sustainable 
packaging as new standards and guide-
lines for green packaging are introduced, 

differences remain. It is important that 
companies working in this arena keep 
abreast of developments.  n
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On January 4, 2013, the U.S. 
Food and Drug Administration (FDA) 

released for public comment two proposed rules: 
1) Standards for the Growing, Harvesting, Packing, and Holding of Pro-
duce for Human Consumption, and 2) Current Good Manufacturing Prac-
tice and Hazard Analysis and Risk-Based Preventive Controls for Human 
Food. The latter, which is the topic of this article, focuses on preventing 
problems that can cause foodborne illness. This proposed rule, which is 
required by the FDA Food Safety Modernization Act (FSMA), would ap-
ply to every individual and entity that manufactures, processes, packs, 
transports, distributes, receives or holds articles of food, requiring them 
to have written plans that identify hazards, specify the steps that will be 
implemented to minimize or prevent those hazards, identify monitoring 

of Proposed FSMA Rule on Preventive Controls

Industry Perceptions

By Food Safety Magazine

procedures and record monitoring 
results and specify what actions 
will be taken to correct problems 
that arise. FDA would evaluate the 
plans and inspect facilities to en-
sure the plans are being implement-
ed properly. The largest question 
here appears to be the cost of such 
implementation and inspection; 
there is current speculation that 
FDA will for the first time receive 
the authority to impose registration 
fees upon food facilities.
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 The new law requires comprehensive, 
science-based, preventive controls across 
the food chain, not only nationally but 
for globally sourced foods as well. De-
spite its far-reaching regulations, the law 
is surprisingly simple, leaving regulators 
to troubleshoot the most controversial 
details, which has delayed implementa-
tion. 

 Under the 
proposed rule, the 

first compliance date 
would be 1 year after the final 

rule is published in the Federal Register. 
Recognizing that smaller businesses may 
need more time to comply with the 
requirements, FDA proposes to allow 
2 years for small businesses and 3 years 
for very small businesses to comply. The 
proposed rule was published on Janu-
ary 16, 2013, and comments are due by 
May 16, 2013. 
 Given the wide-ranging impact of the 
proposed Preventive Controls rule on 
the food industry, Food Safety Magazine 
convened an expert panel, moderated 
by Larry Keener of our editorial advi-
sory board, to address some of the more 
critical questions regarding the imple-

mentation of this regulation. Participating panelists include David W. K. Acheson, 
M.D., F.R.C.P., Leavitt Partners (former FDA official); David Calvin, H.J. Heinz 
Company (multinational processor with a complex product portfolio from thermally 
processed to refrigerated and frozen foods); Will Daniels, Earthbound Farm (fresh-
cut products); Lisa M. Weddig, M.Sc., National Fisheries Institute (seafood) and Ian 
Blount, M.Sc., Coalescence LLC (small processor).
 
Food Safety Magazine (FSM): Previous HACCP guidelines have included pathogen reduc-
tion requirements and critical limits, but the proposed rule does not. Should there be some 

attempt made to include or suggest critical limits in this case? Why has FDA, in 
your view, moved away from critical limits?

Acheson: FDA is charged by Congress through FSMA to write rules 
around preventive controls for many FDA-regulated products. The ex-
clusions are those foods that already have preventive control (HACCP) 
requirements. FDA could have taken the approach to write different 
rules for different commodities and thus be prescriptive, but they wisely 
did not do that. Instead, it is one set of rules, but there will be multiple 
guidance documents that will provide a lot more detail. Many of the 

foods and processes that FDA needs to regulate under FSMA do 
not lend themselves to classical HACCP, and thus setting critical 
limits is not practical. Instead of providing critical limits, FDA is 
leaving it up to the industry to identify and control risks. Overall, 
I think that is a much better approach and, if done effectively, will 
be no less protective of public health than getting bogged down in 
a myriad of critical limits.

Calvin: The Preventive Controls rule requires food manufacturers to con-
duct risk assessments and develop science-based preventive controls. These 

controls will be developed based on scientific data, literature and previous 
regulatory guidelines that would define specific pathogen-reduction 

requirements.

Daniels: Critical limits are key to a true HACCP program; without them, you are not 
clearly in control of your hazard. However, in many systems, like fresh-cut produce, 
there is not a true HACCP plan in place. In other words, we are not totally control-
ling or eliminating the hazard through a CCP. We operate using HACCP principles 
and operate our CCPs as such. However, in some instances, they don’t truly elimi-
nate the hazard. Perhaps FDA is recognizing that HACCP is being applied where it 
can’t truly control the hazards, like in a field. There should be recognition of this, 
but instead of dumbing down HACCP, perhaps there should be proposed language 
that suggests risk-based analysis and controls as well as true HACCP programs.  

Weddig: “Critical limits” is an HACCP term, so not requiring critical limits per se 
in the proposed rules doesn’t necessarily suggest that FDA has moved away from 
critical limits. FDA is proposing that the preventive controls include “parameters” 
that must be controlled with maximum or minimum values to minimize or prevent 
a hazard. This is very similar to the language used to define critical limits in FDA’s 
Seafood HACCP regulation [21 CFR 123], which is “the maximum or minimum 
value to which a physical, biological or chemical parameter must be controlled at 
a critical control point to prevent, eliminate or reduce to an acceptable level the 
occurrence of the identified food safety hazard.” The language in FSMA does not 
mention critical limits, although it does require other elements of HACCP as part of 
the Preventive Controls rule, such as Hazard Analysis, monitoring, record keeping, 
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verification and corrective actions, which all appear in the proposed rule. It appears 
that FDA is maintaining this distinction between HACCP and preventive controls 
by not using the HACCP terminology of “critical limits” in the drafting of the pro-
posed rule. Although “critical limits” aren’t required, the basic concept of establish-
ing maximum or minimum values necessary for control is required.  

Blount: Yes, there should be some attempt for critical limits to be set. However, 
critical limits should be established for each application, taking into consideration 
processing conditions and the complexity of the entire supply chain. For example, 
if we were to supply a seasoning blend as a topical for a snack application, we 
would take into consideration where individual spices originated and how they were 
processed. In addition, we also need to understand how the end-user will apply 
the seasoning, and if there is a kill step involved. Critical limits should be suited to 
worst-case scenarios to ensure the safety of the consumer. I also believe they moved 
away from setting limits because they have received push back from industry, which 
has struggled in the past with meeting rules that are not applicable to their specific 
processes.

Keener: It also occurs to me the old message that the government is not responsible 
for food safety; rather, food safety is the responsibility of those involved in its manu-
facturing and marketing. It is inconceivable that FDA could anticipate the multitude 
of casual relationships that exist in food production operations and then prescribe 
reasonable critical limits for ensuring public health. Some will recall the days when 
FDA, prior to the adoption of the umbrella GMPs, attempted writing product-spe-
cific GMPs. This was a monumental exercise in futility. 
I agree with Dr. Acheson that the activity of identifying 
and validating critical limits is outside the purview and 
mandate of the FDA.

FSM: Prior to FSMA being signed into law, there was discus-
sion about moving food safety forward by forming a single 
government agency responsible for the oversight of all food safety 
programs. Can FSMA move forward in the current government 
bureaucracy, that is, without a single agency in charge? Will the 
USDA FSIS [U.S. Department of Agriculture Food Safety and 
Inspection Service] adopt FSMA requirements?

Acheson: Ultimately, the answer to U.S. food safety is a 
single agency. But the time and the resources are not right 
currently to move that forward. Most certainly, FSMA 
can move forward in the current bureaucracy under FDA. The bigger challenge is 
resources, not government structure. 

Calvin: The hazards are unique for meat and poultry, and the program requirements 
defined by USDA address typical food safety risks. As FSMA builds enhancements 
in specific programs such as allergen controls and threshold limits, it would be advis-
able for USDA to consider similar improvements and be aligned.

Daniels: The current structure of food safety governance in the U.S. is complicated, 
to say the least. Clearly, there would be better coordination, allocation of funds, uti-
lization of resources and focus on that which is truly high risk if there were a single 
agency in control of food safety.  

Weddig: Successful implementation of FSMA rules should quell the call for a single 
food agency, as this reform of food safety laws will strengthen FDA oversight over 
foods that are under its jurisdiction.

 At the facility level, to address food 
safety issues, there is really no need to 
adopt FSMA requirements, because 
all facilities already operate under an 
HACCP regulation. Is there a need to 
modify the FSIS HACCP regulation to 
require supplier verification for FSIS 
establishments? The benefits for such a 
requirement for the entire food system 
will need to be assessed if and when 
FDA decides to include these provisions 
in a final Preventive Controls rule.  
On an inspectional level, though, for 
secondary processors of meat and 
poultry plants with HACCP already in 
place, there could be a more uniform 
approach to risk-based inspections, with 
the lower-risk facilities being inspected 
on a less-frequent basis.  

Blount: FSMA would be regulated well 
by a single agency in theory. Converse-
ly, from a practical standpoint, I believe 
that a large, single agency will create 
more opportunity for inefficiency, pri-
marily through redundancy. FSMA will 
have to work under the current govern-
ment bureaucracy, because it is now law. 
I also believe USDA FSIS will adopt the 
new FSMA directives, but it will be a 
slow and arduous coordination process. 
Lastly, we need to be cognizant of the 
training. Food professionals are receiv-
ing both an academic perspective as well 
as on-the-job training to ensure that we 
have individuals in place who under-
stand all aspects of food safety. In addi-
tion, protocols and best practices should 
be established and shared, so that every 
organization has a role in keeping our 
food supply safe against threats of ter-
rorism and adulteration.

Keener: It is safe to say we all agree that 
food safety oversight is currently a crazy 
quilt with a great deal of unproductive 
overlap and expensive redundancy. 
The situation is much bigger than just 
USDA and FDA. There are at least 12 
federal agencies involved with over-
seeing food safety. I agree with Dr. 
Acheson that FSMA can move forward 
in this bureaucratic bedlam, however 
slowly. 
 Another pressing and interesting 
question has to do with FDA’s current 

David W. K. Acheson, 
M.D., F.R.C.P.
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mandate for overseeing the safety of foods, drugs, cosmetics and medical devices. 
Can the agency realistically, in the current environment, meet these obligations and 
bring FSMA to full and functional fruition?
 It’s also interesting to contemplate whether FDA’s historic pattern of leadership pro-
vides for the requisite experience, knowledge and vision required for driving the public 
health improvements demanded by FSMA. Certainly, if a major corporation were 
contemplating the large-scale changes that are anticipated from implementing FSMA, 
there would be a critical assessment of its leadership team. I’ve often heard it said, “You 
can’t keep doing things the same way and expect to get a different outcome.”

FSM: The proposed rule discusses allergen control at length. What impact will these preventive 
controls regarding allergens have on food safety? On the food industry overall? Will they require 
new facilities to be built?

Acheson: Allergen control has become a major public health focus in FDA and is 
specifically called out in the preventive control requirements. Facilities will have to 
identify, manage and document the management of al-
lergen risk. For some in the food industry, this will be a 
heavy lift because they have not paid enough attention 
to allergens. We also struggle with the lack of thresholds 
and what “clean enough to protect public health” really 
means. What this will do is require facilities to control the 
risk, not to build new facilities. However, when purchas-
ing new equipment or designing new facilities, it will be 
critical to pay attention to allergen control during the 
procurement and design phases.

Calvin: A consistent approach to allergen management is 
helpful to the industry. Standardized approaches to vali-
date cleaning and sanitizing regimens will reduce ambigu-
ity and improve food safety. Developing science-based 
limits for some allergens will allow food manufacturers to provide safe products and 
reduce nuisance recalls that erode consumer confidence in specific brands.

Daniels: Preventative controls are the cornerstone of food safety. Allergens continue 
to be a major cause of illness in the U.S., and food companies need to take them 
seriously. I believe that by instilling greater discipline, the proposed regulations will 
strengthen food safety, specifically with respect to allergen control and overall as a 
result.  

Weddig: While there are a lot of recalls due to undeclared allergens, it will be impor-
tant to see if the level of recalls decreases with new rules in place. Requiring that pre-
ventive controls be in place to address proper labeling should help address the issue 
of using the wrong or incomplete label.  

Blount: Preventative controls will significantly improve the food safety system. The 
requirements of regulation and documentation will only force industries to be more 
conscious of their practices and ensure they are being properly carried out. Based on 
our interaction with large-scale, global food companies, there already seems to be 
a lot of emphasis placed on allergen control, which is having a trickle-down effect 
on small-to-midsize suppliers/processors. Speaking from personal experience, for 
many years we have worked hand in hand with our clients to establish preventative 
controls in our processes from how we receive, store and stage raw materials used 
in blends. New facilities should not have to be built to control allergens if everyone 
along the supply chain is focused continuously on improvement by addressing gaps 
as they occur.

Keener: Asset utilization is a key driver 
in the economics of food processing. 
Limiting the availability of a manufac-
turing asset will have an economic im-
plication. The food industry has strug-
gled mightily for the past 15 to 20 years 
to solve this equation when allergens 
are involved. When an asset is com-
mon in its use for both allergen- and 
nonallergen-containing foods, there are 
very serious downtime considerations 
and costs associated. Even with the best 
program of allergen clearing, there will 
always remain a question about the 
cross-contamination potential. FDA is 
justified in ratcheting up its oversight in 
this area due to the serious nature of the 
associated risk. Solving this problem will 
require new thinking and new strategies 
by all involved parties. Improved design 
of equipment to facilitate removal of 
allergens is certainly within the realm of 
possible solutions, so too is the building 
and construction of dedicated produc-
tion facilities. For the near term, FSMA 
notwithstanding, industry and govern-
ment will continue to grapple with this 
very serious issue.

FSM: How will FDA enforce implementa-
tion of FSMA preventive control measures 
for foreign processors selling foods in the 
U.S.?

Acheson: FDA will use three basic ap-
proaches. First, they have increased 
foreign inspections from about 100 per 
year to close to 1,500 per year. This is 
still tiny compared with the number 
of facilities but is a move in the right 
direction. This number will not increase 
much in the coming years despite a 
congressional mandate due to a lack of 
resources. Part of this strategy is also to 
open offices in foreign countries such 
as China, India and South America. 
Second, FDA will assess and accredit 
certain foreign governments to gain 
assurance that the foreign food safety 
system is operating at an adequate level 
and leverage that to the extent possible. 
This, however, will likely be a limited 
activity. Third, the burden of safety is 
placed on importers, and the combina-
tion of the Foreign Supplier Verification 
Program, the requirement for certificates 

David Calvin
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to be deployed globally. However, I also 
believe their ability to meet their task 
of auditing the thousands of facilities 
will be nearly impossible, especially 
since they are struggling to keep up with 
domestic audits. I believe it would be in 
the best interest of food manufacturers 
and their suppliers to also increase the 
number of audits either using internal 
resources, third-party agencies or com-
panies that specialize in food safety.

Keener: Clearly, there is unanimity 
among the panelists that enforcing the 
foreign processor provisions of FSMA 
represents a daunting challenge. Con-
sider that on an annual basis, the U.S. 
receives product shipments from more 
than 825,000 importers. Moreover, ac-
cording to FDA, that volume of imports 
could double again in 5 years. FDA is 
also following USDA in assigning staff 
to our embassies and consulates in se-
lect countries. USDA Agricultural Atta-
chés have been in place for a number of 
years, both serving in promoting trade 
and advancing food safety. 
 Over the years, I have dealt with our 
Attachés overseas and the interactions 
were very productive and dealt mainly 
with the issues of food safety. It would 
be good to do a benchmarking exercise 
to assess the impact of the Attachés 
on food safety as an indication of the 
potential for FDA’s success with its pro-
posed “boots-on-the-ground” strategy. 
I’ve heard from abroad that this strategy 
is referred to as “chauvinistic,” whereas 
others have labeled it “Techno Imperial-
ism.” Any way you look at it, enforcing 
the foreign processor provisions is going 
to be hard work for FDA. Again, I won-
der if this is a reasonable proposition in 
the first instance, given that food safety 
is the responsibility of those who manu-
facture and market food products. If the 
answer is yes, then we must ask as Will 
has suggested, how much is Congress 
willing to pay for it?

FSM: Are similar preventive controls needed 
for the retail and foodservice segments?

Acheson: The short answer is yes—and 
I believe these will come over time. 
However, this is complicated by the 

for high-risk foods, the Voluntary Qualified Importer Program and the establishment 
of accreditation for third-party auditors will all allow FDA to apply filters that will 
facilitate a risk-based focus of the available FDA resources on imported foods that 
present the greatest threat.

Calvin: FDA will utilize their inspectors to conduct periodic audits and rely on 
third-party certification audits; hopefully, GFSI audits and the reliance on foreign 
governments to enforce and regulate food safety controls will meet our expectations 
for import. It will be very resource-intensive for FDA to accomplish what FSMA 
requires. 

Keener: Dave Calvin brings up an interesting and likely controversial aspect of 
FSMA, that is, the reliance of FDA on third-party, nongovernmental bodies for 
oversight of food safety. Yes, there are, as David suggests, any number of organiza-
tions and institutions, foreign and domestic, ready to lay 
claim to this likely lucrative space. I suspect, however, 
that FDA and Congress will need some extended period 
of time for developing an appropriate vetting mechanism. 
They may require even more time for its implementa-
tion. This is truly a tricky aspect of FSMA. Yet, if done 
correctly, I believe that there is some role for third-party 
practitioners in assisting FDA in improving its oversight 
activities. 
 
Daniels: There will be some FDA enforcement for foreign 
processors, but for this to really be effective, companies 
must take more responsibility for their suppliers abroad. 
FDA is already strapped for resources, which will impact 
their ability to do the job in the U.S. How can we expect 
any efficacy outside the U.S.? It is irresponsible for legislators to put this type of 
responsibility on FDA or any regulatory agency if they are unwilling to also allocate 
the funding that successful implementation requires.

Weddig: Based on experiences with Seafood HACCP, FDA placed the onus on 
importers to ensure that the foreign suppliers are in compliance with the Seafood 
HACCP regulations. This concept is very similar to that of FSMA with a preventive 
control component and a foreign supplier verification component. With only the 
preventive control piece of the puzzle currently proposed, it is difficult to say how 
FDA intends to enforce implementation of preventive controls for foreign suppliers. 
If one were to compare the importer requirements in Seafood HACCP with the For-
eign Supplier Verification Program requirements in FSMA, it would be noted that 
the requirements are very similar. 
 On the seafood side, we do see FDA’s oversight of foreign processors in two 
ways—through inspections of the foreign facilities scheduled based on product risk, 
and through inspections of the importers to review compliance with the importer 
requirements of the Seafood HACCP regulation. Since it appears that the intent of 
the Foreign Supplier Verification Program will be to have importers play a key role 
in ensuring that foreign suppliers are in compliance with the Preventive Controls 
regulation, it will be essential for importers to fully understand how to fulfill that 
role. Early outreach with training to the importing community will be essential for 
importers to prepare for the requirements of the Foreign Supplier Verification 
Program.

Blount: I think this will be extremely challenging. As most people who work in 
agribusiness understand, a significant portion of our raw materials is sourced inter-
nationally. To address food safety concerns, I believe FSMA inspectors will continue 

Will Daniels 
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jurisdiction of state and local authorities 
and the fact that the food code has been 
in existence a long time. Perhaps we will 
see the food code move from a guid-
ance to a requirement, but I can see that 
creating quite a buzz at the state level.

Calvin: As FDA is taking an “upstream 
in the supply chain” approach to pro-
duce safety by proposing standards 
for the growing, harvesting, packing 
and holding of produce for human 
consumption, the question can be 
raised: Why were preventive controls 
not proposed for the retail and food-
service segments? Many food retailers 
are manufacturing or preparing food in 
their stores similar to foodservice opera-
tions; the risk of food safety concerns 
still exists.   

Daniels: Food safety is a continuum 
from farm to fork. We must have fo-
cused efforts throughout the continuum 
to ensure the highest levels of safety in 
our food system.

Weddig: FDA’s Model Food Code is in a sense a preven-
tive control system for the retail and foodservice segment. 
Critical control parameters for food safety such as tem-
perature control, preventing cross-contamination, proper 
cooking and proper cleaning/sanitation are well covered 
in the food code, so there is probably little need for over-
arching modifications. More important than adopting 
new regulations would be to have a more uniform adop-
tion and enforcement of the current food code across the 
states and local jurisdictions.

Blount: Yes, there is a layer of complexity that is intro-
duced whenever additional handling is introduced in 
food preparation. Food codes vary by state and local ju-
risdictions. The foodservice industry is also very transient. 

Maintaining a well-trained staff in restaurants and commissaries is very challenging.

Keener: This is an easy one! Of course, and for all the reasons that the panelists have 
offered, we need preventative controls across the expanse of the supply chain. There 
is another aspect to this question that also needs to be addressed and that is the food 
safety IQ of consumers. If FSMA is to be successful, I believe we must launch an 
aggressive campaign to raise the food safety IQ of the average citizen. At the least, 
the cause-and-effect relationships between poor food handling practices and the risk 
of illness need to be communicated. The CDC [U.S. Centers for Disease Control 
and Prevention] data consistently points to the home kitchen as a leading source of 
foodborne illness.  

Lisa M. Weddig, M.Sc.
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FSM: FSMA appears to be silent on the 
subject of transportation food safety other 
than provisions for certain distribution 
centers holding packaged (low-risk) foods. 
Should there have been a more substantial 
effort to include elements of the Sanitary 
Food Transportation (SFT) Act (1990) in 
the FSMA regulations?

Acheson: I disagree—FSMA has essential-
ly mandated FDA to get moving on the 
SFT Act. Some of these requirements 
around time and temperature control 
are starting to appear in the proposed 
rules, and I anticipate FDA coming 
out with more rules in this area in due 
course. It is a lower priority for FDA 
to do this, so it may be 2014 before we 
see anything on transport. But I don’t 
think FDA needs more authority in this 
space. 

Calvin: Since the Sanitary Food Trans-
portation Act is fairly recent in compari-
son to cGMP and HACCP regulations, 
it makes sense that the proposed rules 
did not include such provisions.  

Daniels: Yes! Transportation is a key part 
of the farm-to-fork food safety continu-
um. In the case of refrigerated foods, 
poor controls in transportation can 
undermine all the producer’s upstream 
food safety efforts. With the rising costs 
of fuel, drivers of refrigerated trucks feel 
pressure to load more product than 
recommended (reducing needed cold-air 
flow) or even turn up the temperature 
or turn off the reefer unit altogether. 
Any of these things will adversely affect 
the safety of the cargo, but the truck op-
erator is getting squeezed, and he or she 
is disconnected from the downstream 
impact of their actions.   

Weddig: It would have made sense to 
include elements of the Sanitary Food 
Transportation Act into the Preventive 
Controls regulation. The proposed re-
quirements for the Hazard Analysis do 
require that the effect of transportation 
practices on food safety be considered. 
It is not clear, though, which firm (the 
shipping or receiving firm) would need 
to bear the burden of implementing 
the preventive controls for food safety 

FSM: How will implementation impact the industry economically? Can companies expect a 
suitable return on investment as a result of implementing preventive controls?

Acheson: On the face of it, the food industry looks at FSMA and sees nothing but 
more cost. However, I subscribe to the notion that in fact the biggest risk to a com-
pany is not compliance with FSMA but brand destruction through making someone 
sick and being castigated in social and mainstream media. If companies approach 
FSMA correctly, they can put systems in place that are focused on brand protection 
but at the same time will ensure compliance with FSMA. We have to use technology 
a whole lot more than we do now. Capturing and trending data real time to catch 
problems early is the way to go; if computers are doing it in a way that can control 
both safety and quality as well as reduce manpower, one has the core of an ROI.

Calvin: The cGMP and Preventive Controls proposed rule is accompanied by an 
economic analysis that provides a summary of estimated costs and benefits for 
various-size facilities. The economic impact will be greater than what the Office of 
Management and Budget has reported. The proposed rule is more than HACCP; 
therefore, you would expect there to be an economic impact in implementing the re-
quirements. Food companies will be making investments to their current food safety 
control systems to comply with the proposed rules. If you base the ROI on prevent-
ing a food recall, the ROI will be very suitable. Food companies want to do the right 
thing for their customers, consumers, brand equity and their shareholders.  

Daniels: Economic viability is key to any successful business, and food companies 
are no different. However, no price can be placed on the life of a child, mother, 
brother, father or grandmother. If a product cannot be produced safely, then we 
need to take a serious look at whether the product is viable or consider that there 
might be some consumer price tolerance to accommodate the additional cost of 
implementing a robust food safety program in its production.  

Weddig: The economic impact will depend on two separate factors. Firms that are 
further along the path to having preventive controls already in place will face less of 
an economic burden to implement a final rule, although 
as the seafood industry saw with the implementation of 
the Seafood HACCP regulation, existing preventive con-
trol programs will need to be modified to meet the regula-
tory requirements of a final rule. Developing a preventive 
control program to meet regulatory expectations is not the 
same as developing a preventive control program. A sec-
ond factor in the economic impact is whether there is ex-
isting research, either published or held within individual 
companies, necessary to validate the preventive controls.  

Blount: The impact of a company not complying with 
FSMA can not only negatively impact the viability of a 
company if there is a product recall or a consumer death, 
but the damage to a brand’s reputation could also destroy 
consumer confidence and put a company out of business.

Keener: Those companies that embrace the preventative control strategies of FSMA 
will likewise see a positive return on their investment. Dr. Deming and his cohorts 
made a very convincing and compelling case for statistical process controls more 
than 50 years ago. Deming showed that avoiding defects put money back into the 
business. Payback time might not be as short as would be desired, but nonetheless, 
there is a positive ROI associated with greater control over the manufacturing pro-
cesses consistent with the preventative controls of FSMA.

Ian Blount, M.Sc. 
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hazards that must be addressed during 
shipping. Because transportation firms 
are not covered in the Seafood HACCP 
regulation, there is a great burden on 
the part of the receiving firms to ensure 
temperature control during shipping 
when such control is necessary for 
safety.

Blount: FSMA, to date, has not placed 
an emphasis on transportation for the 
simple reason that most processors, 
foodservice companies and retailers al-
ready have rigorous transportation re-
quirements through their food defense, 
food security and bioterrorism plans.

Keener: Dr. Acheson is correct in that 
FSMA is not silent on transportation 
food safety, 
but only 
barely. Sec-
tion 111 of 
FSMA is spe-
cifically en-
titled “Sani-
tary Trans-
portation 
of Food.” 
Section 111 
is the only 
provision of 
FSMA di-
rected specif-
ically to the 
transportation industry. Despite long-
standing concern by the government for 
the safety of food in the transportation 
system, dating back to 1990 and the pas-
sage of the first iteration of the Sanitary 
Food Transportation Act, FDA has not 
yet commented on or acted on this sec-
tion. This delay in promulgating regula-
tion for the transportation of food and 
food ingredients seems to indicate that 
transportation food safety is a lower 
priority for the agency.

FSM: Will these controls actually reduce 
outbreaks of foodborne illness?

Acheson: What reduces outbreaks is in-
dustry doing the right thing when grow-
ing, processing and handling food. Bad 
things will always happen—that is the 
nature of food safety, so we will never 

get to zero. However, what FSMA has done is to give FDA the authority to draw 
lines in the sand around preventive controls that hopefully will prevent disasters like 
[Peanut Corporation of America] PCA. What is missing from FSMA is the capac-
ity for FDA to dole out significant criminal or civil penalties for those that willfully 
break the law. So will the PCAs of the world continue to try to dodge the regulators? 
Yes, maybe, and the consequences currently are to go out of business so as not to go 
to jail. Overall, I think FSMA will improve public health, but it will be a long, slow 
road that will be driven more by brand protection than by fear of regulators.

Calvin: The intent of FSMA is to prevent food from being adulterated, prevent con-
tamination, prevent misbranding and prevent the spread of communicable disease. 
The food industry participated extensively in this rulemaking process and provided 
information and feedback that shaped the proposed rules as we see them today. We 
may not see a reduction in the number of foodborne illness outbreaks, but we now 
have updated regulations for which the food industry will be better upon complying 
with these rules. FDA does not have the resources to audit the global food supply 
chain; it is up to industry to implement the necessary food safety preventive con-
trols, self-regulate and utilize internal and external audit (GFSI) processes.    

Daniels: This is an important step in the right direction, but it’s not an endgame. 
Companies ultimately must bear responsibility for food safety and protecting the 
health of the people who eat their food. We cannot rely on regulation, regulators or 
legislators to do it for us. The regulators are an important part of the effort (along 
with academia and nongovernmental organizations), but if we are going to give regu-
lators responsibility, we also must have the determination to do more than give them 
the power to shake a big stick with little funding to hold the stick up!  

Larry Keener 

(continued on page 66)
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IIn the world of fresh produce, food safety is an 
ever-evolving continuum. It’s an ongoing manage-
ment cycle to identify and minimize potential risk 
in a highly dynamic supply chain. Day after day, 
from one growing season into the next and for 
every imaginable produce commodity in an ex-
pansive fresh product portfolio, exacting standards 
must be applied around the globe. 
 Chiquita Brands is dedicated to ensuring that products are safe 
and that the trust consumers place in the company to deliver the 
highest quality, food-safe fresh fruits and vegetables is earned each 
and every day, without exception. Chiquita focuses on programs 
that support the health and well-being of their employees, consum-
ers, customers and shareholders, as well as the communities in 
which people live and work and the industries in which the com-
pany operates. These principles guide the entire company and its 
global quality and food safety initiatives (Figure 1). 

In Fresh Produce, Challenges Abound
 Fresh produce brings many unique food safety challenges. 
First, the lack of a kill step for fresh produce items requires care-

ful and methodical reliance on prerequisite 
programs, including Good Agricultural Practices 
(GAPs), Good Manufacturing Practices (GMPs) 
and sanitation as well as a Hazard Analysis and 
Critical Control Points (HACCP) system. 
   In addition, the supply chain is highly com-
plex and diverse. Food safety management begins 

before the first seeds are even planted and continues through har-
vesting, cooling, manufacturing, transportation and, finally, deliv-
ery to store or restaurant shelves. Throughout the chain, the com-
pany interfaces with numbers of partners and suppliers who must 
adhere to stringent mandatory food safety and quality standards.
 Because the array of the products offered for sale is so broad, 
Chiquita teams must be familiar with everything from spinach and 
tender-leaf lettuces that grow in carefully tilled soil beds to bananas 
that flourish in sweeping farms. At any given time, the food safety 
and quality teams are focused on ensuring the safety of scores of 
products like apples, pineapple, carrots, almost 30 lettuce varieties 
and many more. This focus brings a range of challenges and when 
connected with global sourcing, it is a tall order to ensure that food 
safety standards are met with consistency and excellence.  

PRODUCE By Joan Rosen, M.Sc.

A Disciplined and Unique Focus by Chiquita 
Brands Reduces Early Supply Chain Risk

A look at a major 

produce supplier’s 

approach to food 

safety

FSM4513pg42-57,66.indd   52 3/22/13   10:44 AM



as little as 22 hrs.

FSM4513pg42-57,66.indd   53 3/22/13   10:44 AM



54 F o o d  S a F e t y  M a g a z i n e  

PRODUCE 

 As a global company, Chiquita must also be concerned with 
the regulatory matrix for each region in which business is done and 
the respective regulatory focus on various pathogens or other po-
tential hazards. In each, there may also be a host of localized food 
safety issues driven by particular challenges and public concerns. 
 For example, although pesticide management has typically been 
a priority force behind food safety in China and other emerging 
markets, there is now a growing and encouraging trend toward 
pathogen prevention. In Europe, there has been both a regulatory 
and a customer focus on pesticide management and maximum 
residue levels and recently an increasing focus on pathogenic 
Escherichia coli and other pathogens. In the U.S., this trend has 
been somewhat reversed with more extensive attention toward 
pathogen prevention and a greater level of confidence now emerg-

ing in pesticide management, as well as changes in Food and Drug 
Administration (FDA) food safety regulations, including the recent 
proposed rule on produce.
 However, regardless of the particular regulatory or public 
concerns in a specific region, the company believes its mandate is 
to employ best available practices in any jurisdiction and to stay 
ahead of the curve, anticipating trends and casting an increasingly 
wider net for pathogens and other potential hazard management 
approaches. Accordingly, appropriate stringent requirements are 
applied to each geographic region in which the company operates. 
Taking this approach necessitates additional resources and invest-
ments, which are built into company program development and 
budgeting processes. This proactive approach is consistent with the 
company’s core values and priorities, enabling better fulfillment of 
its primary commitment to stakeholders. 
 In short, rigorous prevention-based practices must be in place at 
all junctures of the supply chain in every country and region where 

the company operates to address potential issues before they occur. 
The Chiquita approach to global food safety can be summarized 
by leveraging and implementing the following core principles: 
•	 Focus	on	Prevention	and	Intervention
•	 Employ	Consistent	Policies	and	Comprehensive	Programs	
•	 Manage	to	Rigorous	Standards
•	 Ensure	Commodity	and	Geography	Relevance
•	 Require	Food	Safety	Ownership	and	Experience
•	 Focus	on	Research	and	Innovation
•	 Drive	Authentic	Leadership
 In fulfilling these core principles, facilities for Fresh Express, 
a Chiquita packaging-and-distribution brand, recently adopted, 
companywide, the Global Food Safety Initiative (GFSI)-recognized 
Food Safety System Certification 22000 standard (FSSC), which 

represents a sup-
ply chain-wide, 
inclusive and high-
integrity manage-
ment system for 
food safety based 
upon the prin-
ciples of the widely 
recognized ISO 
22000 international 
standard. In short, 
it’s a world-class, 
stringent scheme 
for food safety, risk 
assessment and 
management on a 
global basis. All of 
the critical princi-
ples of HACCP are 
built into the FSSC 
22000 system, 
which means the as-
sessment and man-

agement of risk across the supply chain have been factored into the 
scheme. Additionally, manufacturing practices similar to but more 
in-depth than GMPs are addressed by the standard. Finally, FSSC 
22000 incorporates a process to facilitate continuous improvement 
and enhancement with mechanisms built into the management 
system, thereby fostering the continuing drive toward betterment 
in all food safety practices.

Sound, Safe Agricultural Practices
 Before the first seed is even planted, sound food safety and 
agricultural practices are already in place. In addition to complying 
with all government regulations, growers and harvesters must meet 
the high standards the company has developed for growing and 
field practices, irrigation and water quality, resource management, 
sanitation, harvesting and much more—all set forth in a com-
prehensive Chiquita/Fresh Express GAPs Manual. Lettuce/leafy 
green fields are monitored and audited every season throughout 

Figure 1: Chiquita Food Safety and Company Milestones

FSM4513pg42-57,66.indd   54 3/22/13   10:44 AM



a p r i l  n  M a y  2 0 1 3   55 

PRODUCE

the growing cycle. Specialist teams conduct thorough audits and 
inspections to examine field conditions at multiple times prior to 
harvest and at harvest time to approve the quality and food safety 
compliance of each individual field and crop. Each year, for Fresh 
Express alone, food safety specialists inspect hundreds of thou-
sands of acres and complete thousands of individual audit surveys 
of lettuce/leafy green fields. This rigorous approach allows the 
company to address potential problems before they occur, to iden-
tify and correct issues prior to harvest and to block or halt harvest 
if necessary to protect the food supply and consumers.
  Leafy greens growers’ management is also audited for compli-
ance with a strict standard, with confirmation about their qualifi-
cations, their understanding of important food safety principles 
and their ability to meet food safety requirements and compliance 
expectations.  

Manufacturing with Care and Food Safety 
Excellence
 All of Chiquita’s value-added produce items are carefully and 
thoroughly washed or specially prepared using custom processes. 
Then they are gently packaged using specially developed breathable 
bags and containers designed to maintain freshness longer. Each 
type of lettuce, custom salad mix or other value-added product re-
ceives its own packaging “recipe,” including a specific atmosphere, 
adjusted for optimal freshness—all to ensure the most enjoyable 
experience for consumers.
 At Fresh Express, for example, over 100 individual food safety 
standardized operating procedures have been implemented across 
the company’s manufacturing facilities to address potential food 
safety hazards. Full compliance with tailored GMPs and a HACCP 
system is mandated. Just as in growing the crop, prevention is a pri-
mary focal point in company plants. The quality and food safety 
team conducts hundreds of thousands of safety and quality tests in 
company plants every year. In fact, multiple tests are performed all 
day long. The company’s plants and all of the safety practices are 
reviewed and evaluated by independent, third-party certifying audi-
tors to ensure that the food safety systems are continuously being 
executed to high standards.

Sharing Food Safety Knowledge
 Continuous research and education are important components 
of Chiquita’s overall food safety program—for all of the internal 
teams, customers, regulators, broad industry representatives and 
consumers. The company invests heavily in training initiatives, em-
ployee education and grower and harvester advancement, as well as 
in research and innovation, utilizing scientific advisory panels and 
outside experts to further augment its own capabilities. 
 Chiquita firmly believes that continual training and ongoing 
education at all levels are critical to food safety vigilance. Hundreds 
of training sessions, seminars and summits for employee teams are 
conducted every year to achieve food safety goals. Special sessions 
for the company’s alliance of growers are also conducted to ensure 
they are adept at all of the enhanced requirements and that their 
teams and crews are equally prepared to fulfill their food safety 

To put us to the test, visit our website at

www.npal.com
or call us at 800-423-6832.

Our technical and customer service 
staff averages over 20 years of  
experience, ensuring you:

  The right testing protocol,  
for your food and feed analysis

  The most cost-effective solution 
(only the tests you need)

  A personal commitment to work  
in partnership with you

Trusted Testing Solutions Since 1916
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obligations each and every day. Chiquita employs a large global 
food safety and quality team with specially trained professionals, 
including microbiologists, agronomists, soil scientists and other 
experts, to make sure company programs and efforts always stay at 
the forefront of food safety excellence. 
 
Fresh Express 7 Steps of Prevention™ Food 
Safety Program 
 For Fresh Express, a comprehensive and leading-edge system 
composed of seven synchronized and proprietary programs col-
lectively named “The 7 Steps of Prevention” that make up a differ-
entiated platform in food protection was developed. These are all 
prevention-driven to reduce early risk and are pivotal in executing 
a risk-based food protection program. The seven integrated pro-
grams cover the entire supply chain, from seed development, grow-

ing and harvesting all the way through to transportation and deliv-
ery. Moreover, each program forms the basis of specific, stringent 
practices that are followed consistently across all of the company’s 
operating regions and business operations for lettuce/leafy greens. 
Combined, they are widely recognized as setting superior supply 
chain standards for the fresh produce industry. 
 1. Integrated GAPs — for preventive raw product food safety. 
The program exceeds the scope of the FDA’s GAP Guidelines and 
was previously shared in its entirety at the request of FDA as a 
comprehensive new model. The integrated GAPs include over 16 
distinct sets of practices covering critical areas of agricultural opera-
tions from preplanting inspections to water quality, field sanitation 
and worker hygiene, preharvest and harvesting inspections, to 
name a few. Work is performed collaboratively and in the spirit of 
partnership with growers and harvesters to ensure the highest levels 
of compliance and shared cooperation in food safety goals. 
 2. Multipoint Certification — for supply chain assessment and 
management. Specific standards and definitions to certify key ele-
ments of the raw product supply chain have been set. The field 
food safety specialists are specially trained to conduct individual-
ized farm or ranch inspections. Hundreds and hundreds of product 
safety audits are conducted each year to ensure consistency and 
compliance. Using proprietary standards, training and documenta-
tion, the company ensures that rigorous standards are met and 
considers the program to be the strongest in the industry today. 
 3. Integrated HACCP — for manufacturing excellence. Ad-
vanced HACCP requirements and GMPs are employed to exceed 
FDA regulations and guidelines and to ensure that the company’s 
food protection programs are rigorous and consistently carried out. 
Chiquita has implemented more than 100 customized Standard 
Operating Procedures and has invested substantially to validate the 
effectiveness of the integrated HACCP system at each facility. Each 
facility also has a dedicated quality assurance and food safety labo-
ratory to address needs with state-of-the-art response and manage-

ment solutions. Teams conduct hundreds of thousands of in-plant 
tests each year. Finally, the company’s food safety system is verified 
and validated through customized documentation systems, in-
house audits as well as third-party supplemental audits and FSSC 
certification. 
 4. KnowledgeShare — for educational and training excellence. 
Chiquita believes in and supports extensive and continuous educa-
tion throughout the supply chain. Every element is supported by 
training and educational modules; all teams receive training an-
nually with supplemental training on a daily basis as needed; ad-
vanced food safety training seminars, summits and forums are held 
for specialized functional areas whether in growing and raw prod-
uct or transportation or supply chain points in between. Training 
is customized by level, from plant or fieldworkers to managers and 
supervisors. Guest speakers in various aspects of food safety bring 

expanding perspectives and engage team members in constantly 
seeking new solutions and ideas. 
 5. SMARTrack — for integrated traceability. A robust trace-
ability system leverages unique identifiers that facilitate trace back 
and trace forward seamlessly and efficiently. Every field that is har-
vested receives identification codes that tell where the product was 
grown, when it was harvested and who harvested it. The company’s 
detailed ID information follows produce through every stage all 
the way to the grocer’s distribution center. Chiquita has a proven 
track record of success with meeting regulatory expectations, as 
well as its own, for complete accountability and traceability.
 6. VeriCheck — a multitiered, cross-functional food security 
system that promotes food security and defense. The system is 
compliant with all FDA food security recommendations and is led 
by specially trained teams in each facility and at upper manage-
ment. Annual risk assessments are scored and form the basis for 
a process of continuous improvement. Education and training of 
general employees are pivotal to a program of vigilance and ongo-
ing scrutiny. Stringent security requirements are established for 
each facility as well as at key junctures within the transportation 
and shipping program. The company also employs an advanced 
Truck Seal program and computerized system to ensure safety and 
security point to point and throughout the route. 
 7. RealTime Response — advanced risk management system. A 
specially selected and trained risk management and rapid response 
team is on call 24/7/365 to manage potential issues and incidents. 
A customized early warning and alert system surfaces concerns at 
the earliest possible time to contain, reduce and resolve. 

Research and Innovation
 As a company, Chiquita is committed to raising the bar in food 
safety; initiatives by Fresh Express and Chiquita Brands have been 
the impetus for waves of research about foodborne pathogens, par-
ticularly in lettuce and leafy greens. 

“Continuous research and education are important components of 
Chiquita’s overall food safety program...”
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 For example, from 2006 to 2008, the company implemented an 
innovative Fresh Produce Safety Research Initiative that funded $2 
million in important new research to better understand the interac-
tion of E. coli O157:H7 with leafy greens. The goal of the program 
was to develop new insights for the entire industry and help grow-
ers, manufacturers and technicians collaboratively identify new 
mitigation strategies and advancements. 
 Periodically, the company convenes scientific advisory panels 
and other teams of high-level experts to help identify or evolve 
research priorities. 
 Following an intensive targeted research and development pro-
gram, in 2010–2011, the company also developed and announced 
Fresh RinseTM, a breakthrough eco-friendly wash that cleans salads 
better than traditional chlorine wash (based on average reduction 
of bacteria—total aerobic plate count is an indicator for the level 
of microorganisms on a product). Currently, Fresh Express uses 
Fresh Rinse on select products within the company portfolio where 
its use is deemed to be more beneficial for the particular greens 
or salad. Fresh Rinse underwent rigorous microbial testing and 
validation in the laboratory, in pilot plant studies and in real-world 
commercial-scale trials. Challenge studies were performed at the In-
stitute for Food Safety and Health, and findings were peer-reviewed 
and published in the Journal of Food Protection in September 2011.  
 The company continues to invest substantially in research and 
development it believes may hold the greatest promise for new risk 
mitigation advancements and technologies in the fresh produce 
arena. 

Food Protection Is the Ultimate Force 
 In closing, Chiquita believes that stringent food safety practices 
must continue as the primary guiding force in the fresh produce—
and fresh foods—industry. Working closely and collaboratively with 
regulatory agencies to share research, knowledge and best practices 
is a must as we all strive together in the development of new risk 
mitigation and food protection strategies.  
 The relentless effort the company makes to exceed the food 
safety promises made to consumers and stakeholders returns its 
value many times over.
 Finally, Chiquita respects and is inspired by the vigilant efforts 
made by food safety professionals around the world. Together, we 
make up a uniquely dedicated and influential team and will con-
tinue to keep the safety of fresh foods at the forefront—while devel-
oping the powerful innovations needed to transform the industry 
to meet the needs of tomorrow. n

Joan Rosen, M.Sc., of JC Rosen Resources, is the former direc-

tor of global food safety and North America quality, Chiquita 

Brands International. She received her M.Sc. in food science and 

postharvest physiology from the University of California, Davis. 

She is recognized throughout the industry for her experience and 

leadership in value-added produce. Joan is the 2004 recipient of 

the International Fresh-Cut Produce Association’s Technical Excellence Award for her 

achievements in advancing the common good of the fresh-cut industry, enhancing 

food safety initiatives and supporting innovative technological advancements.
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Product Showcase

Training Platform
 Alchemy Systems has 
announced the 
latest release of the 
SISTEM® Training 
Platform. The highly 
anticipated release 
incorporates customer 
recommendations, 
including a robust content 
authoring tool, a centralized 
course distribution feature 
and the ability to access the 
user interface in multiple 
languages. This newest 
release also houses a much 
more modern user interface, 
enabling faster and easier 
navigation for training 
facilitators, as well as the 
ability to access the interface 
in Canadian French, Spanish 
or English. 

Alchemy Systems, 888.988.8832 
www.alchemysystems.com

Bacterial 
Detection Tests
 Vista Enterprises 
Incorporated has merged its 
bacterial detection products 
under the EnZtek Diagnostics 
label, offering tests that 
provide early detection of 
bacterial contamination 
or infectious disease. The 
nonmedical tests for food 
safety, water safety and 
sanitation monitoring provide 
bacteria presence results 
within minutes of sample 
collection, and always within 
one work shift. Using these 
tests allows suppliers to 
effectively screen and monitor 
their operations to assure their 
customers that their products 
are safe for consumption. 

EnZtek Diagnostics Incorporated 
925.753.2250 • www.enz-tek.com

Wall Coating System
 The Bioni System is the first nanotechnology-based wall coating system specifically designed 

for and perfectly matched to the requirements of the food 
industry. Bioni coatings are water-based, odor-free and free 
of conventional toxic biocides. They are safe for use in food 
and beverage processing facilities. This superior solution 
reduces the frequency of renovations significantly and 
eliminates the regular need for costly and time-consuming 
maintenance. Its U.S.-patented, nano-protection mechanism 
provides ecofriendly long-term protection against 
colonization by mold, mildew and bacteria, even in very 
damp environments. 

Bioni USA & Americas LLC, 941.926.5881 • www.bioni-usa.com

Cold Chain Management
 BT9 has introduced Xsense® Grading, 
a standardized measurement tool 
designed to improve the management 
of the entire cold supply chain. Xsense 
is a premier end-to-end cold chain 
management system that ensures all 
stakeholders in the cold supply chain 
have full transparency and control 
over their perishables, anywhere in 
the world, at any time. The addition 
of the tool specifically scores variations in both temperature and nutritional degradation, 
which is a function of respiration rates, physiology, time and the various nutrient composition 
fluctuations that occur naturally from harvest to consumption.

BT9, 972-4-9122800 • www.bt9-tech.com

Foodservice Utensils
 The SKrAPr family of 
products is quickly becoming 
a collection of indispensable 
foodservice tools to tackle 
even the most annoying 
cleaning jobs and kitchen 
tasks. Made from U.S. Food 
and Drug Administration–
approved resin and available in 
a variety of vibrant colors, these 
pieces make scooping, scraping, 
mixing and spreading virtually 
effortless. The CUrV spatula 
allows ease of use with sauces 
of all kinds, with sautéing 
onions and garlic and mixing 
batters and will even clean the 
last bits from standing mixer 
bowls. 

Handy Home Products, 866.996.8665 
www.TheSKrAPr.com

Solid Phase 
Extraction
 Waters Corporation 
has published an all-new 
212-page Beginner’s Guide 
to Solid Phase Extraction 
(SPE). Authored by noted 
instructor Joe Arsenault, 
who has more than 35 
years of experience in 
SPE, the handbook is an 
indispensable learning 
tool for scientists and 
technicians who want 
to add to their skill set 
and put the power of 
solid phase extraction 
immediately to work in 
their analytical laboratory.

Waters Corporation 
800.252.4752 • www.waters.com
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 U.S. Department of Agriculture 
Deputy Secretary Kathleen Merrigan 
has announced her resignation. In her 
most recent position, Merrigan helped 
launch the “Know Your Farmer, Know 
Your Food” initiative. 
 Nimble has announced the 
appointment of Eric Quanstrom as 
chief marketing officer/vice president of 
marketing and sales.
 Pelican Products has announced 
David Becker as vice president of sales 
– consumer electronics division.

Archer Daniels Midland 
Company has promoted 
Christopher M. Cuddy to 
the newly created role of 
president, sweeteners and 
starches, in the company’s 
corn business unit.
 Eurofins Scientific is pleased to 
announce the hiring of Mary Kay 
Krogull as president of the U.S. food 
division.

Lab M has recently announced the 
appointment of Tim Down as operations 
manager.
 Eriez® has announced 
that John Blicha has been 
promoted to director of 
corporate communications.

Food Safety Net Services 
has welcomed Dr. Kendra 
Nightingale as scientific advisor.

The Produce Marketing Association 
(PMA) has announced the departure 

of Lorna Christie, PMA’s 
executive vice president 
and chief operating officer, 
and has welcomed Ashley 
Boucher as the new public 
relations manager. 

 The Grocery Manufacturers 
Association has promoted Sean 
McBride to executive vice president 
of communications and membership 
services.

The Northwest Food Processors 
Association issued one of the industry’s 
highest awards to Ed Johnson, former 

president of Oregon Cherry Growers, 
at the annual Education & Research 
Institute event in Portland, OR.
 The AIB International 
Board of Trustees has 
selected Andre Biane to 
serve as president and CEO of 
the organization.

Chad Equipment has 
added Robert Ogren to its team as 
director of sales and marketing.

Bunting Magnetics Co. has 
named Sonia Cox as director 
of marketing.

Gainco Inc. has announced 
the appointment of John 
Daley as the company’s new 

director of sales & marketing.  
 Growers Express has announced 
the promotion of Merritt Bruce from 
director of national accounts to the 
company’s vice president of sales.  
 Q Laboratories has announced the 
promotion of Meghan McDonough to 
the position of microbiology laboratory 
supervisor – Food.

People & Places

Cuddy

Blicha

Boucher

Biane

Cox

BizTracks
Fera and Waters Open 
International Food Safety Training 
Laboratory
 Food and Environment Research 
Agency (Fera) and analytical equipment 
manufacturer Waters have launched a 
major new international food safety 
training facility, aimed at improving 
compliance with EU food import 
standards.
 The Fera International Food Safety 
Training Laboratory (Fera IFSTL), based 
near York, England, will primarily train 
scientists concerned with exporting foods 
to Europe. Experts from Fera will lead 
training programs that teach best practice 
methods to analysts from overseas, 
using state-of-the-art technology and 
equipment for determining chemical 
contaminants and residues in food. This 
will enable food-producing countries 
around the world to implement their 
own solutions and gain access to trade 
opportunities with Europe.

Please send your news releases to 
Barbara VanRenterghem at 

barbara@foodsafetymagazine.com
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•	 Look ahead to FSMA:	Now	is	the	
time	to	assess	your	“FSMA	readiness.”	
Evaluate	whether	you	have	the	key	ele-
ments	in	place	for	preventive	controls,	
supplier	verification	and	food	defense	
plans.	Having	a	robust	environmental	
monitoring	program	will	become	in-
creasingly	important.	These	elements	
will	become	the	cornerstones	of	FSMA	
compliance.	FDA	has	stated	clearly	that	
it	expects	to	see	progress	toward	FSMA	
implementation	during	inspections	even	
before	the	final	regulations	are	issued,	
so	get	ready	now.
•	 Keep good records:	FSMA	gives	FDA	
much	broader	access	to	manufacturing-
related	records	during	inspections.	
Companies	should	adopt	good	record-
keeping	practices	now—in	preparation	
for	those	inspections.	Be	sure	your	
records	are	complete,	well	organized	
and	accessible.	Corrective	actions,	in	
particular,	must	be	well	documented.	
You	will	need	good	records	to	show	
FDA	that	when	problems	occurred,	you	
acted	responsibly.	Remember:	“If	it	isn’t	
documented,	it	didn’t	happen.”
•	 Train, train, train:	Conduct	refresher	
training	both	on	your	food	safety	prac-
tices	and	on	how	to	manage	an	FDA	
inspection,	including	updating	inspec-
tion	manuals.	It	is	important	to	rein-
force	key	themes	and	the	importance	of	
complying	with	GMPs	on	a	daily	basis.	
As	FDA	implements	FSMA,	training	
will	continue	to	be	important	to	ensure	
that	plant	managers	and	personnel	un-
derstand	the	new	expectations	under	the	
act.
•	 Prepare for FDA inspections:	Know	
your	rights	and	responsibilities	during	
an	FDA	inspection	and	be	prepared	
to	address	key	issues.	Be	sure	you	have	
clear	company	policies	regarding	re-
cords	access,	taking	of	photographs	and	
requests	to	sign	affidavits,	and	that	your	
frontline	personnel	are	fully	knowledge-
able	on	them.
•	 Nurture your FDA relationship:	Rec-
ognize	and	build	a	positive	relationship	
with	your	local	FDA	district	office	and	
any	inspectors	who	visit	your	facility.	
Demonstrate	a	commitment	to	respond	
to	any	questions	and	to	comply	fully	

with	applicable	laws	and	regulations.	
When	FDA	does	raise	concerns	during	
an	inspection,	take	prompt	corrective	
actions	and	communicate	those	clearly	
and	in	writing	to	your	district	office.	
Show	them	you	care!	
•	Stay vigilant:	Even	companies	with	
strong	compliance	programs	sometimes	
run	into	problems.	FDA	understands	
this	occurs.	What	matters	most	is	that	
you	recognize	a	new	problem	quickly,	
and	that	you	act	forthrightly	to	correct	
it	and	prevent	any	recurrence.	The	abil-
ity	to	respond	effectively	to	unexpected	
problems	is	a	key	element	of	a	strong	
food	safety	program.
	 These	steps	will	help	you	prepare	for	
the	FDA	inspections	of	today	and	of	
the	foreseeable	future.	As	seen	through	
FDA’s	recent	actions	toward	increased	
inspections,	Import	Alerts,	Warning	
Letters,	actions	for	injunction	and	an	
increased	interest	in	Park prosecutions,	
FDA	is	becoming	more	inspection-	and	
enforcement-minded	than	even	in	the	
recent	past.	Moreover,	FSMA	provides	
for	increased	FDA	inspections	and	over-
sight.	As	FDA	implements	FSMA,	these	
trends	will	continue,	making	it	critical	
that	companies	begin	now	to	prepare	
for	inspections	and	adjust	to	FDA’s	
changed	expectations.		 n

Joseph A. Levitt is a partner at 

the law firm of Hogan Lovells in 
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Center for Food 
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Applied Nutrition.

Veronica S. Knapp is an 

associate at Hogan Lovells.
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steps to address the issue, including addi-
tional testing on its products, suspension 
of production, removal of contaminated 
equipment from its facility, extensive 
cleaning and sampling, a voluntary recall 
and the destruction 
of nearly 1 million 
pounds of contami-
nated product. It later 
submitted a claim to its 
insurer for the value of 
the damaged products 
and its business inter-
ruption losses. The 
U.S. District Court for 
the Northern District 
of Ohio held that the 
insurer properly denied 
coverage because the 
policy contained a con-
tamination exclusion. 
The court rejected 
HoneyBaked’s attempt 
to distinguish between 
damage caused by con-
tamination and dam-
age caused by contaminated equipment. 
Because the policy excluded coverage 
for contamination, a loss caused by con-
taminated equipment was not covered.
 In contrast, the Tenth Circuit recently 
affirmed a jury’s finding that a contami-
nation exclusion did not preclude cover-
age for contaminated cheese,7 highlight-
ing the importance of negotiating excep-
tions to contamination exclusions that 
may carve back coverage. In that case, 
Leprino Foods sought coverage under its 
“all risk” policy after a large quantity of 
its cheese stored in a third party’s stor-
age warehouse became contaminated by 
some fruit stored nearby. The insurer de-
nied coverage due to a provision exclud-
ing losses from contamination unless 
such losses are caused by “other physical 
damage.” Initially, the district court 
limited the scope of trial to the sole is-
sue of whether Leprino had a reasonable 
expectation that contamination would 
be covered under its policy, and the 
jury found that Leprino’s expectation of 
coverage was not reasonable. The Tenth 
Circuit reversed and remanded, holding 
that the jury must determine whether the 

contamination to Leprino’s cheese was 
caused by “other physical damage,” in 
which case the contamination exclusion 
would not apply. On remand, the jury 
answered that question in the affirma-

tive and determined 
that the contamination 
was covered under the 
exception for “other 
physical damage.” In 
upholding the jury’s 
decision, the Tenth 
Circuit noted the 
black letter rule that 
policy exclusions must 
be strictly construed 
against the insurer 
and in favor of cover-
age, and held that 
the evidence Leprino 
presented about the 
conditions at the ware-
house and the nature 
of the contamination 
was sufficient for the 
jury to find that the 

damaged fruit in the warehouse consti-
tuted additional physical damage that 
caused Leprino’s cheese to become con-
taminated. 

Conclusion
 While all food companies should 
include CGL and commercial property 
policies as part of their overall risk man-
agement strategy, these policies may not 
provide adequate coverage for certain 
types of risks, such as the cost of volun-
tary product recalls, which are becoming 
increasingly common following passage 
of the 2011 Food Safety Modernization 
Act. Other types of first-party insurance 
such as product recall and accidental con-
tamination/malicious product tampering 
coverage are increasingly available to help 
fill gaps in traditional CGL and com-
mercial property coverage. However, the 
scope of coverage available under these 
relatively new products varies widely, 
and at least some courts have found that 
these policies do not cover costs associ-
ated with voluntary recalls. To maximize 
coverage, food companies should always 
work closely with their brokers and out-

side counsel when purchasing policies 
to examine the fine print and negotiate 
coverage enhancements if necessary. n 
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Weddig: This is a tough one. I would like to say yes, the controls will reduce out-
breaks. Based on early experiences with implementing the Seafood HACCP regula-
tions, the rules will require all processors to become more aware of food safety haz-
ards that may be associated with their products. Awareness drives the development 
of tighter controls.

Blount: I think it will only mitigate them moderately. As the planet keeps populating 
and new, more aggressive strands of microorganisms keep being created, I honestly feel 
we will always be reacting to an unfortunate incident no matter how we try to prepare.

Keener: Near term, it will be nearly im-
possible to assess the impact of FSMA 
in reducing the burden of foodborne 
disease. However, if CDC data are cor-
rect, it appears that over the last 10 to 
15 years, there has been a net overall 
reduction in foodborne disease in the 
U.S. It is also interesting to note that 
this reduction also appears to coincide 
with the uptake by industry of HACCP 
and other prevention-based food safety 
management strategies. Clearly, over the 
long term, if FDA is able to implement 
and enforce FSMA, it is reasonable to 
expect a beneficial impact for public 
health. But as Ian has pointed out, food 
safety is a dynamic process, and we will 
continue to face new challenges moving 
forward.
 While it is important to anticipate 
and prepare for the new requirements 
that FSMA will bring upon the food 
industry, until the final rules are in 
place, the best the industry can do is 
remember that the overarching theme of 
FSMA is prevention. The future regula-
tions and the enforcement of those rules 
will most likely occur with that goal in 
mind.  n

We would like to thank all the panelists for 
their insightful comments and engaging 
discussion.
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