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Industry and Government Roles in Food Safety Controls -
A Perspective from Two Sides

Jenny Scott

Senior Advisor, Office of Food Safety
U.S. Food and Drug Administration
Center for Food Safety and Applied Nutrition
College Park, Maryland

Working for an industry trade association and for FDA has
given me the opportunity to see how the industry and govern-
ment carry out their roles in ensuring the safety of food in a
complementary way. | also better see how we have become more
proactive over the years and how we can work more coopera-
tively to enhance food safety.

Both industry and government must assess the risk of illness
or injury from food. Industry generally assesses this qualitatively
by identifying and evaluating the hazards associated with the
food being produced. Industry uses information from a variety of
sources, including government. Recently there has been more em-
phasis on doing quantitative microbial risk assessments. Industry
rarely does a quantitative risk assessment, since this is not needed
to determine appropriate control measures for a hazard, but
industry is beginning to see how conducting such risk assessments
can benefit them, e.g., to support labeling a product “pasteurized.”
Government is more likely to conduct quantitative risk assess-
ments to describe the risk to consumers, which then become
resources for industry in assessing hazards in, or risk from, specific
food products. To conduct such risk assessments, the government
must often rely on industry data. Although industry and govern-
ment need data from each other to assess the risk from foods,
both industry and government have issues related to data sharing,
especially availability of data and timeliness.

Implementation of control measures is industry’s role,
but government regulations are often needed to establish the
standards that industry as a whole must follow. In the absence of
government regulations or guidance, industry must establish its
own standards, but in the absence of regulations these may not

2 Journal of Food Protection Supplement
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be uniformly applied. Industry often recognizes a need and takes
action well before the government can develop regulations and/or
guidance (a slow process, even when government uses “expedited”
approaches, because of the many layers of approvals needed).
There are many examples in which industry has been proactive
and moved much more quickly than government, including guid-
ance on pathogens in refrigerated foods and low moisture foods.
The government is willing to participate in the development of
industry guidance documents, which can lead to a common under-
standing of the issues to be addressed and help ensure industry
guidance will be acceptable to the relevant government agency.
Sharing guidance documents with government can lead to dissemi-
nating them on a government website and to the development of
agency guidance via a shortened process. Such sharing also has an
advantage for industry in that government guidance is more likely
to be practical for industry.

Recently much more emphasis has been placed on validating
that control measures can achieve desired outcomes.Validation of
control measures is primarily the role of industry, but government
has much to offer in support of validation. Cooperative approach-
es can ensure acceptance of specific control measures by both
industry and government.

The passage of the Food Safety Modernization Act is provid-
ing many opportunities for industry and government to work
together to share food safety data and information, e.g., in the
development of training and education materials and guidance
documents. Industry and government should not waste these
opportunities to work together to enhance the safety of the food

supply.
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John H. Silliker Lecture

Challenges in Food Security and Food Protection

Dr. Catherine Woteki

Under Secretary for Research, Education, and Economics (REE)
and the Department’s Chief Scientist
U.S. Department of Agriculture
Washington, D.C.

With global population expected to reach 9 billion
by 2050, our agricultural systems are facing enormous
challenges to produce enough food for all who will need
it. Research and education are the best tools available to
address that challenge, as sustainable intensification will be
needed to boost agricultural production on a limited supply
of arable land.To protect our natural resources and provide
a nutritious diet for all, we will need to work on both
securing enough food and ensuring that the food supply
promotes life-long health.Those involved in nutrition and
food safety understand that a food that is not safe is not
nutritious.And we need to consider the supply chain from
farm to table. Technologies can be helpful in reducing the

H IAFP_AbstractBook2012.indb 3

estimated 40 percent of crops that are lost pre- and post-
harvest to rodents and rot.

Scientists around the globe are making a priority of
current research into crop diseases such as the wheat
pathogen UG99, which threatens a key staple of many coun-
tries’ diets. Protecting our food supply requires ongoing
research into both plant and animal diseases that could, in a
short period of time, be devastating. Just as new breeds of
disease-resistant plants are developed, new diseases emerge
that require new solutions. Both plant and animal specific
as well as zoonotic pathogens are constantly evolving, and
research is critical to staying ahead of the threat pathogens
pose to crops, food animals and humans.

Journal of Food Protection Supplement 3
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Special Session Anatomy of Product Tracing on Sushi: Search for the Smoking Gun
DOUGLAS MARSHALL, Eurofins Scientific Inc., Fort Collins, CO, USA
THANE HANCOCK, Centers for Disease Control and Prevention, Atlanta, GA, USA
SHERRI MCGARRY, U.S. Food & Drug Administration, College Park, MD, USA
KARI IRVIN, U.S. Food and Drug Administration, College Park, MD, USA
DAVID NICHOLAS, New York State Department of Health, Troy, NY, USA
DOUG BRINSMADE, Sea-Delight, Miami, FL, USA

Between January 28 and May 1,2012, 258 persons from 24 states and the District of Columbia were reported to be infected
with Salmonella Bareilly or Nchanga, a strain which emerged later in the investigation. Collaborative investigation by state, local, and federal
public health agencies indicated that a frozen raw yellowfin tuna product, Nakaochi Scrape from Moon Marine USA Corporation, was linked
to the outbreak. Scrape is tuna backmeat that is scraped from the bones of tuna and may be used in sushi, sashimi, ceviche, and similar dishes.
Compounding a rapid recall is that the suspected product may have passed through many distribution centers and was not clearly labeled. This
recall came during the timeframe when FDA was conducting mock traceback/traceforward exercises on fresh tomatoes and a Kung Pao-style
chicken product. If the outcomes from those trials had been available for application to the sushi outbreaks, would tracing the “smoking gun” have
been more efficacious? This special session will hear from an epidemiologist,a major tuna supplier, and FDA on its work with CDC and future
practices in product tracing.
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SI  FSMA from Legislation to Implementation
JENNY SCOTT, U.S. Food and Drug Administration-CFSAN, College Park, MD, USA
PAMELA WILGER, Cargill, Inc.,Wayzata, MN, USA
CARLOS ALVAREZ ANTOLINEZ, European Union,Washington, D.C., USA
PURNENDU VASAVADA, University of Wisconsin-River Falls, River Falls, WI, USA

With the enactment of the United States Food Safety Modernization Act in January 201 1, there are new responsibilities for food companies,
with an emphasis on comprehensive prevention controls in human and animal food facilities. The Act mandates prevention standards, strengths
hazard analysis and risk-based preventive controls, prevention in imports, and provides produce safety and intentional adulteration standards.
These extend to controls over imported food, new fees for food companies and importers and enhanced enforcement powers for U.S. regulatory
agencies, such as the Food and Drug Administration. This symposium will provide IAFP attendees with current information on new policies
and newly published guidelines that have been adopted or revised and enacted under the new law.With emphasis on food safety/preventive
controls (HACCP), supply chain management, records maintenance and access and food defense plans. Integral parts of the Act cover prevention

@ standards, inspection and compliance, imports, U.S. Federal/State integration and fees.A major focus of the Act also clarifies the need for third @

party certification, foreign supplier verification activities and training for food safety employees and supervisors.The speakers in this symposium
will touch on these subjects after an overview of the Act and an update of the new regulations that have been put forth by the FDA is presented.
Attendees will therefore gain an appreciation of FSMA affects on third party certification, foreign supplier verification and the implementation/
training of food safety professionals. Finally, attendees will also gain an appreciation on the European perspective of FSMA and how the continent is
responding to the requirements in the Act.

S2  Microbial Safety of Dry Spices
MARGARET HARDIN, IEH Laboratories & Consulting, Lake Forest Park, WA, USA
MICKEY PARISH, U.S. Food and Drug Administration,Washington, D.C., USA
NATHAN ANDERSON, U.S. Food and Drug Administration, Summit-Argo, IL, USA

A spice is defined as any aromatic vegetable substance in whole, broken or ground form whose function in food is primarily for seasoning,
rather than for nutritional value, and from which no portion of any volatile oil or other flavoring principle has been removed. Spices and herbs are
valued for their unique flavors, colors and aromas and are among the most widely used ingredients in food preparation and processing throughout
the world. Unfortunately, there are multiple opportunities for microbiological contamination of spices during pre- and post-harvest operations.
Contaminated spices have been responsible for outbreaks of salmonellosis and the presence of Salmonella spp. is of particular concern when
herbs and spices are added to ready-to-eat foods. Spore-forming bacteria (Bacillus cereus, Clostridium perfringens), capable of causing foodborne
disease when ingested in large numbers, are also frequently found in spices and herbs, typically at low levels. Because most spices are imported,
this presents the additional challenge of verifying the safety of foreign suppliers. Spices are often treated with ethylene oxide, propylene oxide,
or by gamma-irradiation. Nevertheless, fumigation of bulk packaged spices and herbs is difficult, and gases are not as effective on spores as on
vegetative cells. Further, the toxicity of these fumigation methods has been called into question.While gamma-irradiation has the advantage of
high-density penetration, it can also negatively affect sensory characteristics. Other decontamination methods that have been considered include
steam treatment, dry heat treatment, irradiation by ultraviolet light, infrared or microwaves, high hydrostatic pressure, ozone, as well as treatment
by fumigants such methyl bromide and sulfur dioxide.This symposium will address problems associated with various types of spices, the FSMA
Foreign Supplier Validation Rule and means of mitigating microbiological risks associated with spices.

S3  Environmental Assessments (Root Cause Analysis) during Foodborne Disease Outbreaks
CAROL SELMAN, Centers for Disease Control and Prevention,Atlanta, GA, USA
SHERRI MCGARRY, U.S. Food & Drug Administration, College Park, MD, USA
LARRY KOHL, Food Lion Family - Delhaize America, Salisbury, NC, USA
PAT MALONEY, Brookline Health Department, Brookline, MA, USA
CATHY BUREAU, Buffalo Wild Wings, Minneapolis, MN, USA
Many investigations of foodborne disease outbreaks/food contamination events do not identify the contributing factors and environmental
antecedents (root causes) for the outbreak. This symposium will describe actions being taken by the U.S. Food and Drug Administration,

Journal of Food Protection Supplement 5
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the Centers for Disease control and Prevention, local environmental health staff and industry to ensure that environmental assessments are
conducted in these situations and how the findings will be used.

S4  The Impact of Climate Change on Food Safety: Using Korea as an Example
KI-HWAN PARK, Chung-Ang University, Anseong, Gyeonggi, South Korea
SANG-DO HA, Chung-Ang University, Ansung-Si, South Korea
DEOG-HWAN OH, Kangwon National University, Chunchon, South Korea
HYANG SOOK CHUN, Korea Food Research Institute, Sungnam, South Korea

The symposium will focus on the issue of food safety and climate change in Korea.The Korean Food and Drug Administration has funded
a 5-year project on climate change and food safety with KWR 12.5 million conducted by the Research Group on Food Safety Control Against
Climate Change headed by Ki-Hwan Park at Chung-Ang University, Ansung. The goal is to develop green processing technology to take anticipative
action for food safety against climate change and achieve low-carbon, green growth goal. This is to forecast the occurrence of foodborne disease
caused by climate change and evaluating its influence on food safety. Steps will be taken to ensure the safety of agricultural, livestock and marine
products in areas where temperatures have increased and the area is now subtropical. The presenters will outline various project areas such as:
collecting and analyzing data on climate change and developing a predictive model; evaluating the influence of chemical, biological, and physical
hazards due to climate change; introducing the hazard control process technology and low-carbon, green technology and improving consumer
consciousness with regard to climate change and promoting international cooperation.A prediction and impact assessment on food safety due
to climate change will be conducted an impact analysis of food risk factors through simulation of climate change and control management. Food
safety control methods will be developed and establishment and utilization of a food risk communication system.A food crisis warning system and
simulated training program will be developed.

S5 Today Their Problem —Tomorrow Ours: Impact of International Trade on Food Safety
MARTIN WIEDMANN, Cornell University, Ithaca, NY, USA
PETER GERNER-SMIDT, Centers for Disease Control and Prevention, Atlanta, GA, USA
PETER BEN EMBAREK, World Health Organization Office, Geneva, Switzerland
DANIEL BAUSCH, Tulane University, New Orleans, LA, USA
RENE HENDRIKSEN, National Food Institute and Technical University of Denmark, Lyngby, Denmark
STEFANO MORABITO, Istituto Superiore Di Sanita, Roma, ltaly

Background:A greater knowledge of different kinds of organisms based on region of origin is warranted based on increased volumes of
international trade in foods. New pathogens, new food products and the growing volume of imported foods are an increasing challenge to food
safety.What unusual types or sub-types of pathogens might be associated with various international regions? Are these pathogens associated
with foods? Description: Import of a variety of food products and ingredients into the U.S. continues to increase. This symposium will explore
unusual pathogens or pathogen subtypes (Salmonella serotypes, and Escherichia coliserotypes) which might be encountered in imported foods from
different parts of the world (Asia, Australia, South America and Eastern Europe) and what unusual foodborne disease outbreaks occur in different
regions.

S6 Control of Virus Contamination in Food Supply Chains
KRIS WILLEMS, University Leuven, Brussels, Belgium
NIGEL COOK,The Food and Environment Research Agency, York, United Kingdom
GARY RICHARDS, U.S. Department of Agriculture-ARS, Dover, DE, USA

The theme of this session is to describe methods for the control of virus contamination in the food chain.Topics will include the application
of standardized methods for virus detection in food chain monitoring, advances in quantitative viral risk assessment, new paradigms in HACCP for
foodborne viruses and the control of viruses in shellfish production.

S7 Measuring and Managing Norovirus Cross-contamination Risks in the Food Service Environment
CAROL SHIEH, U.S. Food and Drug Administration, Summit-Argo, IL, USA
STEPHEN GROVE, Institute for Food Safety and Health, Bedford Park, IL, USA
DONALD SCHAFFNER, Rutgers University, New Brunswick, NJ, USA
MIRIAM EISENBERG, EcoSure, a Division of Ecolab, Lincolnshire, IL, USA

Infection with norovirus (NoV) is considered the most common cause of foodborne illness in the U.S. Many foodborne NoV outbreaks
result from consumption of food contaminated by an infected food handler in the foodservice environment. Such infections typically occur in
closed environments including restaurants, cruise ships, schools and nursing homes where large amounts of food are prepared daily. Fresh fruits
and vegetables have been implicated as vehicles for NoV. Preparation of fresh fruits and vegetables usually involves considerable human contact,
including handling, chopping/slicing and mixing, and since these foods are often consumed raw, there is often no effective pathogen reduction
step prior to consumption. Since 2008, researchers from the Institute for Food Safety and Health (formerly National Center for Food Safety
and Technology), Rutgers University, and collaborators from FDA’s Center for Food Safety and Applied Nutrition and Ecolab USA, have been
collaborating to examine cross-contamination of NoV during common procedures used in preparation of fresh produce in a food service setting.
The NoV transfer data, which has been collected using more than 120 volunteers, is being incorporated into a quantitative risk assessment to
evaluate the risk reduction of worker behavior as a result of the research findings. The symposium will provide an opportunity for the project
team to report their findings, discuss the potential for NoV transmission through a retail food service setting, as well as educational elements to
change working behavior.

S8 Making a Difference: Data Collection for Risk Assessments through Innovative Approaches
RACHEL JOHNSON, U.S. Department of Agriculture-FSIS,Washington, D.C., USA

DUNCAN CRAIG, Food Standards Australia New Zealand, Canberra BC, Australia

WENDY FANASELLE, U.S. Food and Drug Administration-CFSAN, College Park, MD, USA

YUHUAN CHEN, U.S. Food and Drug Administration-CFSAN, College Park, MD, USA
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Constant challenges in developing microbial risk assessments are data quality and availability. Additional creative efforts are needed to address
some of the data needs that often limit the potential of risk assessments to inform risk management decisions.This symposium will bring together
speakers from government, academia and industry to share their experiences and lessons learned in generating data to support risk assessments.
These include targeted data collection and leveraging novel data sources (e.g., conducting site visits to farms and manufacturing facilities, creative
means of leveraging industry data, and greater synergy/coordination among government/academia/industry collaborations). These efforts not only
enhance data acquisition, but also foster a greater degree of outreach and communication with stakeholders of the risk assessments, which can be
used to inform government policy and risk management decisions.
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Sustainability is no longer just a catchy word, but rather an opportunity for food companies to grow in a way that is profitable and meaningful
for society and, ultimately,a new method of promoting and maintaining growth for the entire food industry. Reducing energy usage globally
provides a sustainable medium to grow in, thereby maintaining a healthy balance of potential savings and consumption.With this in mind, we can
improve the reusable social wealth of each region and expand the global resources that are accessible and will be readily available for future
generations. The majority of our packaging materials are ending up in landfills. By using the several available options, the industry can reduce
loading stresses on municipal solid waste streams. The collaboration of industry, consumers and regulatory agencies working together and applying
all available techniques to minimize the adverse impact of packaging solid waste on the environment is very important to society. Sustainable
packaging is a long term, consumer focused strategy which requires innovation in providing services to the consumers.A global, multi-dimensional
and integrated approach is the key to the success of sustainable packaging. With material technology progress, new materials will extend the
shelf-life of each product and expand market share.A new sustainable economy will be generated which will provide new business growth
opportunities. This globally minded symposium will focus on current state-of-the-art developments and strategies relative to food packaging that is
at once safe, sustainable and affordable.
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Efficacious pre-harvest interventions are either available or will very soon enter the marketplace.Yet optimism surrounding these

technological advances is somewhat tempered because none of these interventions are a ‘silver bullet’ even though their efficacy is consistent

@ from study to study.The question then is, ‘should we adopt these imperfectly efficacious interventions? To help answer this, we might quantify @
the expected public-health benefits as impact is function of both efficacy and extent of adoption. In other words, broad adoption of a poorly
efficacious product can improve public health whereas a hypothetical ‘silver bullet’ has no impact when left on the shelf. Consideration of adoption,
therefore, is just as important as consideration of efficacy. Since adoption requires a behavioral change among producers (e.g., adoption of a new
technology or best practice), we should explore not only the role of economics but also other critical determinants of behavior that include
knowledge and a range of social norms and felt moral obligations. A quantitative understanding of these subjective and normative values facilitates
construction of scenarios (or alternative operating realities) to test whether interventions are likely to be implemented or not. Ultimately,
interventions must be perceived to be implementable by those responsible for that implementation and producers must also perceive that
implementation is advantageous and results in some benefit. In this symposium, we will present information on efficacy, impact and challenges
to adoption from an industry perspective then delve into avenues to effect behavior change through ‘knowledge as in intervention’ and systems
thinking.
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