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AGRICULTURE, RURAL DEVELOPMENT, FOOD
AND DRUG ADMINISTRATION, AND RE-
LATED AGENCIES APPROPRIATIONS FOR
2012

FrIDAY, MARCH 11, 2011.

FOOD AND DRUG ADMINISTRATION

WITNESSES

MARGARET HAMBURG, M.D., COMMISSIONER, FOOD AND DRUGS,
FOOD AND DRUG ADMINISTRATION

PATRICK McGAREY, ASSISTANT COMMISSIONER FOR BUDGET, FOOD
AND DRUG ADMINISTRATION

Mr. KINGSTON. The subcommittee will come to order. We are
happy today and pleased to have the FDA Commissioner, Dr. Mar-
garet Hamburg and Patrick McGarey, the Assistant Commissioner
for Budget for FDA. And you have a whole team behind you. I
know that. And we are looking forward to your testimony, although
we have read it, you have submitted it. So you are welcome to just
summarize it.

I wanted to make a few notes. Of paramount concern right now,
of course, are the budget constraints, and I know that you guys
were exempted from the President’s freeze. But you still have a 16
percent increase and in some of the areas where you do have cuts,
they are politically popular programs that will probably be put
back in there by our friends in the other body, like the Natural
Products Center, which is a $3%2 million cut. We certainly would
work with you on the House, at least this member would. But I
don’t know that the Senate is going to go along with that. And I
am not sure that you have targeted it that way or not, but that
was a concern of mine.

I also wanted to comment on a couple of other things that you
have in your budget. You have pointed out that the FDA approves
more drugs each year than all the other countries in the world,
combined, and that you approve them faster than Europe does, and
I think that is great. We are glad to hear it. This committee has
heard so many times over the years about slow FDA drug approval.
On medical device approval, you are still up there and moving
along, which is good and positive. So we are glad to see that.

I am interested in the FDA track that allows the stakeholders
and witnesses to work with you and get quarterly progress reports
on items of interest. And I think that is something very good.

You have also saved Americans $140 billion a year in generic
drugs, which I think is of interest. As you know, I have some real
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questions on food safety in terms of what you actually could accom-
plish in terms of the model that was rushed through in December,
even though it was a lot of hearings—there were some hearings,
but the last 2 years were marred by the lack of bipartisan inclu-
sion, and I would say that piece of legislation fell in that category
as much as anything else; for example, the health care bill. So I
think this Congress is going to really keep a very close eye on that.
What is your number on that? Yeah, $382 million for that.

Dr. HAMBURG. Some of it from

Mr. KINGSTON. Two hundred eighteen million in discretionary.
And keep in mind, the money we are talking about for your entire
budget in many respects is 100 percent borrowed. For every dollar
we spend right now in America, 40 cents of it is borrowed. And if
you look at the money that we spend, interest on the national debt,
over $200 billion a year, and then put in retirement, health care,
and national security, that is about all the budget that is paid for,
which would be about 60 percent.

And spending is a bipartisan problem. It is something that both
parties have their fingerprints all over, and we need to come to
reckon about it. I was glad the President appointed a commission
on it. We want to work with the President throughout this process.
So much of the context right now as we look at various programs
and the way you or any other agency spends its money is going to
be in that prism of what is the best bang for the buck; what is our
want; what is our need; what is a duplication? The GAO report was
pretty significant and it came out and underscored a lot of duplica-
tion. So those are some of the things that are on my mind. And I
want to yield to the ranking member, Mr. Farr.

Mr. FARR. Thank you very much, Mr. Chairman. And thank you
very much, Dr. Hamburg, for being here.

I also want to thank you for meeting with the Leafy Green Mar-
keting folks from my district. They were very impressed with the
opportunity to talk to you. You have in your testimony one phrase
that really struck me.

What you say is the FDA must do its job well, because there is
simply no other agency to fall back on, no one to backstop us. Our
role is unique and FDA must fulfill this unique role completely and
responsibly. And I hope as we go through your budget that we can
really help you do that role responsibly. There is too much at risk
by doing it in a mediocre way.

So I don’t have a lot of comments to make other than we are at
a new turning point in American food safety history with the enact-
ment of the bill and the implementation of the bill. A lot of agri-
culture out there has their eyes on you because they don’t know
whether the people in your Department know anything about agri-
culture. They know you know a lot about safeguarding drugs, pre-
scription drugs, and other kinds of programs at FDA, but I think
FDA is more known now on the medical side than on the food safe-
ty side. So it is a new era, but it is one that is critically important.

For example, Mr. Chairman, that I saw it firsthand. There was
an E. Coli contamination of spinach that came from my district.
The recall effort was voluntary, so anyone who had anything to do
with spinach, whether driving in the trucks, planting in fields, on
shelves, or in refrigerators at home, to get rid of it, no matter
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where it was grown, because nobody knew where the contamina-
tion started. Today Americans don’t consume as much spinach as
they did before that recall. The contamination episode had a dev-
astating effect. Growers lost hundreds of millions of dollars, and
they didn’t get covered by any kind of insurance.

So it is extremely important that we and your agency be the good
cop. But it also has to be a smart one so that we don’t wipe out
industries. I appreciate you coming today and I look forward to
talking further with you.

Mr. KINGSTON. Thank you, Mr. Farr. We have been joined by
Chairwoman Emerson. And I am going to recognize her after Dr.
Hamburg summarizes her testimony, if that is okay with you, Mr.
Farr. She has got another subcommittee she is chairing. So the
floor is yours.

OPENING STATEMENT

Dr. HAMBURG. Well, thank you, Chairman Kingston, Ranking
Member Farr, and Congresswoman Emerson. I appreciate this op-
portunity to present the President’s fiscal year 2012 budget for the
Food and Drug Administration and to discuss our priorities for the
coming year.

This hearing does come at a critical moment for our country and
for our agency. We must be prepared to meet and capture the sci-
entific challenges and global realities of our modern world. And the
stakes for patients, consumers, our economy, and global economic
competitiveness have never been higher.

Our agency is charged with an extremely significant task, to pro-
mote and protect the health of the American people. This includes
ensuring the safety, effectiveness, and wholesomeness of products
that the American people rely on in fundamental, sometimes life-
saving ways—drugs, vaccines, medical devices, our Nation’s food
supply and more. But it also includes working proactively to foster
the scientific innovation that will lead to tomorrow’s new break-
through products.

Both roles are essential to delivering progress to the American
people and both roles impact our economy by encouraging con-
sumer confidence, growing key industries and creating jobs. And
thanks to the support of the subcommittee, we have been able to
see tangible evidence of that impact over the past year.

This year, we approved dozens of new drugs, vaccines for sea-
sonal and pandemic flu and medical devices for hearing and vision
loss, severe asthma, and to perform 3-D mammography screening.
We applied cutting-edge genome sequencing to trace food-borne ill-
ness outbreaks. We launched a new system that identified 100 food
safety problems in its first 7 months of operation. We collaborated
with the National Oceanic and Atmospheric Administration to de-
velop and perform screening tests to assure seafood safety and to
reopen the Gulf Coast fisheries after the Deepwater Horizon oil
spill. And that is just a snapshot of what the agency has done in
the past year.

As you can see, FDA is charged with an enormous and unique
set of tasks and, as was just mentioned, if we do not do our job
and do it completely, there is no other agency or entity out there
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to backstop us. That is why I am here to ask for your support of
the fiscal year 2012 budget for the FDA.

The proposed budget includes $4.4 billion and identifies four pri-
ority initiative areas: Transforming Food Safety and Nutrition; Ad-
vancing Medical Countermeasures; Protecting Patients; and fos-
tering FDA Regulatory Science and innovations and regulatory
science facilities.

Compared to fiscal year 2010, the fiscal year 2012 budget rep-
resents an increase of almost $1.1 billion, $382 million in budget
authority, and $694 million in user fees. And that amount for user
fees includes $60 million for three new user fees that FDA is pro-
posing.

In addition, in an effort to contribute to deficit reduction, we will
undertake nearly $30 million in contract and administrative sav-
ings across the agency. These four initiatives are critical to our
mission of protecting the public health and they also represent im-
portant opportunities for our food and medical product industries
to grow and strengthen our economy. In other words, they will pro-
vide great return on investment for products, for people, and most
importantly, for the public health.

And let me explain how. First, Transforming Food Safety and
Nutrition Initiative, contains an increase of $326 million to build
a stronger, more reliable food safety system that will protect Amer-
ican consumers. We will use these resources to aggressively imple-
ment the Food Safety Modernization Act that Congress passed in
December. This landmark legislation provides FDA with the tools
to establish a prevention-focused food safety system, placing the
primary responsibility for prevention on the food producers and
processors and leveraging the valuable work of FDA’s State and
local partners. FDA will also make sure that American families
have the information they need to make more healthful food
choices through menu and vending machine labeling.

For the Advancing Medical Countermeasures Initiative, FDA
proposes $70 million. Medical countermeasures include drugs, vac-
cines, diagnostic tests and medical equipment that are needed to
detect and respond to deliberate, biological, chemical, radiological
or nuclear threats, as well as emerging infectious disease threats.
All of these threaten the lives and safety of the American people.
This investment will help accelerate the development of counter-
measures that we truly need to meet critical national security and
public health needs.

Third, Protecting Patients. This Initiative, for which we are pro-
posing an increase of $123.6 million, will allow FDA to establish a
pathway for approving life-saving biosimilar products. This could
offer substantial savings to the Federal Government and private
health care. This initiative also includes investments in scientific
tools and partnerships to enhance the safety of increasingly com-
plex drugs, medical devices, and biologics.

Fourth, the FDA Regulatory Science and Facilities Initiative con-
tains an increase of $48.7 million to strengthen the core regulatory
scientific capacity that supports all elements of FDA’s mission, and
will enable us to truly streamline and modernize our regulatory
work by applying the best possible science, especially as we address
more advanced therapies, complex devices and emerging tech-
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nologies. It will also allow FDA to outfit and occupy the Center for
Biologics and the Center for Drugs Life Sciences Biodefense Lab-
oratory complex, which will play a critical role in shaping our strat-
egies 1n response to pandemics, emerging infectious diseases, and
deliberate biological threats. Even in these difficult times, the
FDA’s 2012 budget is essential to our ability to take meaningful
science-based action on behalf of the American people.

With these investments and your support, I am confident that we
can build on our past successes and better ensure our Nation’s
health. So thank you for the opportunity to testify, and I am happy
to answer any questions that you may have.

[The information follows:]
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Introduction

Chairman Kohl, Ranking Member Blunt and members of the Subcommittee, | am
Dr. Margaret Hamburg, Commissioner of the U.S. Food and Drug Administration.
| am pleased to present the President’s fiscal year 2012 budget request for the
Food and Drug Administration (FDA).

For today's hearing, | am joined by Patrick McGarey, FDA's Assistant
Commissioner for Budget and Norris Cochran, Deputy Assistant Secretary for
Budget at the Department of Health and Human Services.

In my testimony today, | will outline the important initiatives in FDA's FY 2012
budget request to Congress. My testimony also highlights FDA’s unique role in
protecting public health and the value that FDA delivers for American taxpayers.

Unique Role of FDA

FDA is charged with ensuring the safety, effectiveness, and wholesomeness of
products that Americans rely on in fundamental, sometimes lifesaving, ways —
drugs, vaccines, medical devices, our nation’s food supply, and more. These are
products that people need; products they care about; and products that are
critical to their health, safety, and well-being. Our role is unique and if we don’t
do our job completely and responsibly, there is simply no other agency or entity
to backstop us.

Fulfilling our mission — to promote and protect the public health — is a difficult task
under any circumstances. But these are especially challenging times. Today,
the powerful forces of globalization are reshaping our world. We face complex
threats — both accidental and deliberate — that pose new risks to FDA-regulated
products and the Americans who rely on them. And we have been forced to
rethink the way we do our job.

But we also live in a time of great advances in science and technology.
Breakthroughs in the life sciences have provided industry with new opportunities
to invest, innovate, create new markets, strengthen our economy and — most
important — deliver new products and benefits for the American people.
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FDA Innovation, Accountability and Results

My dedicated colleagues at the FDA are deeply committed to the health of
American patients and consumers — and they recognize that innovation is
essential to progress in public health.

Innovation is the foundation of the successful industries we regulate, and
innovation is responsible for remarkable advances across all of the product areas
within FDA’s jurisdiction — which is why we must work proactively to foster the
scientific innovation that will lead to tomorrow's breakthrough products.

Innovation is also critical to maintaining U.S. global leadership in many areas,
including medical product development. Currently, most new drugs are approved
in the U.8. before they are approved in Europe. And accerding to a recent
industry study, we either are ahead of or tied with Europe for approval of medical
devices that fall into the lower-risk category, which represents 90 percent of
medical devices.

In my testimony, | highlight some recent FDA actions that allow the food, drug,
biologic and device industries — all engines of innovation — to bring new products
and technologies to market.

We also recognize that just as FDA supports the ability of industry to innovate,
FDA itself must innovate and become more efficient. In FDA’'s FY 2012 budget,
we highlight more than 100 examples in which FDA centers and offices are
improving the efficiency of our programs, and, in many of these examples, we
are also supporting industry efforts fo develop new products. Examples of FDA
innovation include the recent launch of the Innovation Pathway, a program to
stimulate new, breakthrough technology and advances for medical device
manufacturers as well as a scientific collaboration with industry to develop novel
technologies to detect new and traditional foodborne contaminants and to
develop safe food packaging. These efforis reduce the risk and expense of
recalling products that fail to meet safety standards.

FDA is also commitied to accountability. During the past year, we developed and
implemented FDA-TRACK, an agency-wide system to monitor key performance
measures for more than 90 FDA programs. Through FDA-TRACK, we are
systematically monitoring FDA’s progress as we work to achieve our
performance measures and aliowing stakeholders and the public to witness our
progress through quarterly reports that we post on FDA.gov.

But the best measure of the value that FDA delivers is the opportunity to reduce
costs and achieve measurable savings in areas that are important to America’s
health. One example is FDA support for the generic drug industry, which

markets drugs that save American patients and taxpayers $140 billion per year.
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A second example is FDA’s food safety program, which is making significant
progress to reduce foodborne iliness that costs the U.S. health care system $88
billion annually. A third example is the FY 2012 Generic Biologics Initiative,
which will generate significant savings for the federal government and for private
sector health plans.

FDA Accomplishments

Thanks to the support of this Subcommittee, FDA continues 1o achieve important
public health milestones. Since early 2010, FDA has supported industry efforts
to bring new products and technologies to market — and to think creatively about
how to promote and protect the health of the American people in meaningful and
sustainable ways.

During the past year, FDA:

s approved new drugs to treat diabetes, hypertension, osteoporosis,
bacterial infections, chronic pain, rheumatoid arthritis, preterm birth, gout,
immune deficiencies, schizophrenia, major depressive disorder and
pulmonary disease

e approved five new therapies to treat rare diseases
s conducted four workshops to stimulate new orphan drug development

« tentatively approved the 126th anti-retroviral drug under the President's
Emergency Plan for AIDS Relief (PEPFAR)

+ approved vaccines for seasonal and pandemic influenza
e approved new donor screening tests for HIV and Chagas disease
+ cleared a new test to support kidney transplant patients

» approved new medical devices to treat hearing loss, severe asthma and
vision loss, and fo perform 3-D mammography screening

« cleared technology for physicians to view diagnostic images on iPhones
and iPads

+ identified measures to prevent radiation overdoses during CT scanning

» permitted the marketing of the first test to identify norovirus, a common
foodborne iliness

« applied genome sequencing to frace foodborne illness outbreaks

« collaborated with the National Oceanic and Atmospheric Administration
{(NOAA) to develop tests to re-open Gulf Coast fisheries

+ formed public-private partnerships to improve produce safety

+ launched a new system that identified 100 food safety problems in first
seven months of operation.
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FY 2012 Budget Summary

Although the President emphasized in his FY 2012 budget message that the
fiscal realities we face require “hard choices,” the five-year freeze on federal
spending announced in the FY 2012 budget is not an across-the-board cut.
Although the overall budget represents a freeze in the aggregate, it also contains
investments in areas critical to sustain and grow the American economy.

FDA is one such area of critical investment. As you can see from FDA’s FY 2012
priorities ~ food safety and nutrition, medical countermeasures, patient safety
and FDA regulatory science — an investment in FDA is an investment in the
economic health of two of the largest segments of America’s economy: our food
and medical products industries.

Our FY 2012 budget is also an investment in health — in the health of individuals
and the public health of our nation. As a result, the budget includes $4.4 billion in
budget authority and user fees to protect and promote the health of the American
public every day, and through every stage of life.

Contract and Administrative Savings

Although FDA’s FY 2012 budget is an overall increase for FDA, it also contains
savings that contribute {o the Administration’s deficit reduction goals. FDA is
proposing $28.7 million in contract and administrative savings designed to
achieve reductions and cut costs across all FDA program areas.

To achieve these savings, FDA will reduce administrative staff by 46 FTE, lower
contract costs by increasing competition, and expand the use of blanket
purchase agreements and other agency-wide approaches to reduce contract
costs. Where possible, we will also save by using technology to improve how we
manage our contracts and the contracting process. Finally, in some program
areas, FDA will reduce the cost of employee training by replacing the traditional
classroom model with online training.

Transforming Food Safety and Nutrition

For FY 2012, FDA proposes an increase of $326.0 million for the Transforming
Food Safety and Nutrition Initiative to build a stronger, more reliable food safety
system that will protect American consumers, This increase includes $225.8
million in budget authority and $100.2 million for user fees, including the four new
user fees enacted in the FDA Food Safety Modernization Act.
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With this increase, FDA will begin to implement the landmark food safety
legistation, which Congress enacted last December. Under this initiative, FDA
will also ensure — through menu and vending machine labeling — that American
families have the information they need to make more healthful food choices.

FDA Food Safety Investment: The passage of the FDA Food Safety
Modernization Act (FFSMA), the first major overhaul of our food safety law in
more than 70 years, will transform FDA's food safety program, Through FFSMA,
Congress enacted new safeguards and enhanced tools to protect America’s food
supply by preventing food safety problems rather than reacting to problems after
they occur.

Regrettably, foodborne iliness is pervasive across America. Each year, nearly
one of every six Americans gets sick due to foodborne iliness. Some cases are
severe. One hundred twenty-eight thousand require hospitalization, and 3,000
Americans die from foodborne illness.

FFSMA closes significant and longstanding gaps in FDA’s food safety authority.
For example, FFSMA gives FDA important new fools to ensure that imported
foods are as safe as domestic foods and directs FDA to build an integrated
national food safety system in partnership with state, local, and tribal authorities.

FDA will use these resources to establish a prevention-focused food safety
system that leverages the valuable work of FDA’s state and local food safety
partners. In addition to yielding profound public health benefits, the FFSMA
focus on prevention offers the opportunity for a dramatic return on the resources
that this subcommittee invests in food safety. According to recent studies and
the latest estimates of foodborne iliness, the health care cost of foodborne iliness
- not including costs to the food industry — exceeds $88 billion each year.

The combined result of these actions will be a stronger, more reliable food safety
system that protects the American people.

In its FY 2012 budget, FDA is organizing its food and animal feed safety
programs and investments to implement FFSMA. Our detailed budget
documents display the specific dollar amounts that FDA will allocate to
implement the 22 separate sections of the law.

Nutrition: As part of the Transforming Food Safety and Nufrition initiative, FDA
will also begin an $8.8 million program to improve nutrition labeling on restaurant
menus and vending machines so that consumers can adopt healthier diets. This
small but significant initiative offers powerful return on investment. A 2009
analysis estimated the medical costs of obesity at $147 billion per year
[Finkelstein, et al., Health Affairs], which means that controlling obesity goes
hand-in-hand with controlling health care costs and reducing a significant burden
on our economy.
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The investments in this initiative will empower consumers to make better
nutritional choices and will motivate food producers to develop healthier foods.

Advancing Medical Countermeasures

For FY 2012, FDA proposes $70 million for the Advancing Medical
Countermeasures {(MCM) Initiative. Medical countermeasures include drugs,
vaccines, diagnostic tests, and medical equipment and supplies to respond to
deliberate biclogical, chemical, radiological and nuclear {CBRN) threats and
emerging infectious diseases, such as pandemic influenza.

The Advancing MCM Initiative will strengthen FDA'’s ability to respond to these
national security threats by supporting the development of MCMs as well as
enhancing review by allowing FDA to work interactively with product developers
and government partners from early in the development process. With this
investment, FDA will be better able to anticipate and resolve bottlenecks in MCM
development and accelerate development of MCM products for pressing public
health and national security needs.

MCM Gap: Today, our nation lacks the range of MCMs required for emergency
response. For example, there are no countermeasures to treat acute radiation
syndrome, which would afflict millions in the aftermath of a nuclear event,

Moreover, no FDA-cleared, rapid, point-of-care diagnostics exist for any of the
biothreat agents of greatest concern. Such diagnostic tests are essential to
guiding the public health response; ensuring that patients receive the most
appropriate treatment; and promoting appropriate use of the limited supplies of
MCMs avaitable during a public health emergency.

Analysis of the Need for MCMs: In December 2009, on the heels of the
influenza pandemic, HHS Secretary Sebelius called for a comprehensive review
of the nation’s readiness to defend against CBRN threats. The HHS review was
prompted by recognition that influenza vaccine became available only after
pandemic influenza was already widespread across the United States. The HHS
review called on the expertise of the scientific leadership of all federal agencies
that work with medical countermeasures, as well as state and local health
departments, the National Biodefense Science Board, and the Institute of
Medicine.

The review, released on August 19, 2010, identified the barriers to MCM
development as well as significant opportunities to improve the path for
successful MCM development. The review identified FDA as critical to the
success of the MCM Enterprise, primarily because FDA evaluation of product
safety and efficacy can significantly affect the course of product development.
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The report further recognized that robust FDA engagement from the earliest
stages of product development can substantially increase the odds of successful
approval. in other words, increased support for FDA's MCM activities is one of
the most critical steps the federal government could take to transform the larger
MCM Enterprise.

Threat Assessment: Dozens of reports since September 2001 and the October
2001 anthrax atfack have affirmed the risk of terrorist groups wielding biological
weapons and the suffering, death, and social and economic disruption that would
result in the case of an attack. Therefore, the FY 2012 investment in FDA
medical countermeasure development and review offers the potential for a strong
return on investment.

The analysis of the National Security Strategy warns that the effective
dissemination of a lethal biological agent within a U.S. population center would
endanger the lives of hundreds of thousands of people and have unprecedented
economic, social, and political consequences. The National Security Council
warned in 2009 that the economic cost of a well-executed bioterrorist attack on
American soil could exceed $1 trillion.

Clearly, such an attack would have profound consequences on our social and
political order, and, more broadly, our way of life. Without this investment,
America’s public health and national security will continue to be at risk.

Protecting Patients

For FY 2012, FDA proposes an increase of $123.8 million for the Protecting
Patients Initiative. This increase includes $64.8 million in budget authority
and $58.8 million from three new user fees. FDA is proposing new fees for
reviewing generic drug applications, paying the cost of medical product
reinspections, and inspecting imports that arrive by international courier.

Generic Biologics: With the FY 2012 increase in budget authority, FDA will
establish a pathway for approving generic biologics. Generic biologics are
biological drugs shown to be highly similar to an FDA-approved biological
product. In some cases, generic biologics may also be interchangeable with
the FDA-approved biological product.

Biological products include therapies to treat certain cancers, rheumatoid
arthritis, age-related macular degeneration, and HIV. These therapies cost
$15,000 to $150,000 or more per patient per year — and represent a significant
share of Federal government and private sector pharmacedutical costs.

Approving biosimilar versions of these products offers the potential for substantial

savings for the federal government and private sector health plans. However,
these savings will not materialize unless FDA has the resources fo implement a

8
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clear regulatory pathway for approving generic biologics. FDA is requesting
these funds for FY 2012 because the sooner we make this investment the sconer
we will see savings from generic biologics.

Other Medical Products: In addition to investing in generic biologics, the
Protecting Patients Initiative also invests in new scientific tools and
partnerships o enhance the safety of increasingly complex drugs, medical
devices, vaccines and other biological products. For example, the Protecting
Patients Initiative will strengthen FDA efforts to modernize and improve safety
throughout the supply chain of medical products at a time when the number of
medical products manufactured abroad is increasing dramatically, which
presents real challenges for medical product and manufacturing safety.

Safer medical products not only benefit patients, but also benefit the
manufacturers of drugs, biologics and medical devices. Safer products
reduce health care costs and allow manufacturers to avoid the expense of
product recalls.

With the resources in this initiative, FDA will modemize its approach {o ensure
safety across the supply chain for medical products. The initiative will also
expand FDA's capacity to conduct medical product safety assessments and
strengthen the safety of vaccines and the blood supply.

The proposals in this initiative offer a high rate of return for the investment of
federal dollars. They can reduce the cost of care and promote safe, high
quality and accessibie health care that Americans deserve. In addition, the
Administration is proposing additional measures for FY 2012 designed to
reduce costs and increase the availability of generic drugs and biologics.

FDA Regulatory Science and Facilities

For FY 2012, FDA proposes an increase of $48.7 million for the FDA Regulatory
Science and Facilities initiative.

The FDA Regulatory Science and Facilities Initiative will strengthen the core
regulatory scientific capacity that supports all elements of the FDA mission.
Regulatory science focuses on developing the knowledge and tools to properly
assess the safety, effectiveness and quality of products that are being developed
or are already on the market. Specifically, this initiative will help modernize and
streamline the regulatory pathways that industry relies on to bring new,
innovative products to market.

It will also modernize the FDA review and approval process for products that rely
on new and emerging technologies. The result will be promising new
opportunities to diagnose, treat, cure and prevent disease.
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Finally, the resources in this initiative will also allow FDA to outfit-the CBER-
CDER Life Sciences-Biodefense Laboratory complex. On August 18, 2010, the
General Services Administration (GSA) awarded the construction contract for the
new laboratory complex at White Oak, and construction work is currently
underway. Without this investment, FDA must pay double the rent: the first for a
new lab we cannot occupy and second for the old lab we cannot vacate.

The new laboratory complex will help FDA fulfill our scientific responsibilities to
promote drug and biclogic safety and MCM development and prevent threats,
including annual influenza. FDA must make this investment in FY 2012 to
ensure that the laboratory is operational and ready for occupancy in FY 2014.

FDA Current Law User Fees

For FY 2012, FDA proposes an increase of $634.5 million for 12 current law user
fee programs.

FDA user fee programs support safety and effectiveness reviews of human and
animal drugs, biological products, medical devices, and other FDA-regulated
products. Fees also allow FDA programs to achieve timely and enhanced
premarket review performance. Finally, fees support the programs and
operations of the FDA Center for Tobacco Products.

Existing user fee laws authorize fee increases for many FDA user fee programs.
The increases expand the available options for treating and curing diseases and
addressing other important public health needs.

Conclusion

The FDA budget for FY 2012 contains important investments for critical public
health priorities. With these resources, FDA will transform food safety; support
the development of urgently needed medical countermeasures; protect patients
by assuring that the drugs and other medical products they rely on are safe; and
advance regulatory science, which serves as the foundation for all science-based
decisions at FDA.

Thank you for the opportunity to testify. | am happy to answer your questions.

10
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REGULATING PRESCRIPTION DRUGS

Mr. KINGSTON. Thank you very much, Dr. Hamburg.

I also wanted to reiterate what Mr. Farr said about your accessi-
bility. We on both sides of the aisle truly appreciate the time you
have given us to answer lots of questions and we will have more
today. But we do appreciate the ongoing dialogue. With that, I
want to recognize the chairman of the full committee, Hal Rogers
of Kentucky.

Mr. ROGERS. Thank you, Mr. Chairman. And by the way, con-
gratulations on your elevation to this chair. We think you will do
a wonderful job.

Mr. KiNGSTON. Thank you for your role in that, sir.

Mr. ROGERS. We think you will do a great job, and you already
have.

I would like to focus, Mr. Chairman, my comments and questions
on FDA’s role in regulating prescription drugs, particularly opioid
narcotics. Undoubtedly these drugs can make a world of difference
for patients suffering from cancer or other terminally ill diseases
which cause chronic pain. But the abuse and diversion of these
drugs is now our country’s leading drug problem. In the last dec-
ade, there has been a 400 percent increase in those reporting abuse
of pain pills.

And in Kentucky, we are losing almost three people a day to pre-
scription drug overdosing. My people and communities around the
country are doing their part in recognizing that we will need a
multifaceted approach to knock out abuse. Law enforcement, treat-
ment programs, and education will all be crucial, but regulatory
agencies need to do their part.

FDA, of course, has an altogether important role in this. In 1995,
FDA approved what you thought was the next miracle drug for
cancer patients, a controlled-release pain reliever, Purdue
Pharma’s OxyContin. The active ingredient in Oxy is twice as po-
tent as morphine. Purdue immediately undertook an aggressive
marketing campaign to sell as much of their drug as possible. They
chased primary care doctors and doctors in rural areas who may
not have been as adequately trained in pain management as per-
haps others. They underplayed the drug’s addictive tendencies. And
within 5 years, Oxy had become the most prescribed brand-name
narcotic medication for treating moderate to severe pain. Purdue
was raking in the dough, and that is about the time the people in
my district started showing up in emergency rooms or in the
morgue.

In 2001, Frank Wolf and I testified—Chairman Wolf and I testi-
fied before the FDA asking that this powerful drug, twice as potent
as morphine, only be made available for the treatment of severe
pain where it can have the most positive impact on patient comfort
and care. Our pleas fell on deaf ears. And the rule continued to be
that OxyContin could be prescribed for moderate to severe pain.
You got a sore toe? Here, have some OxyContin. Highly addictive.
Terribly difficult to shake.

Purdue was ultimately fined in criminal court $600 million for its
unscrupulous marketing practices, and several executives even
faced criminal charges. They had to reformulate OxyContin, and
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you have recently approved the new version. They still sold $3 bil-
lion worth of the drug last year and its generic spinoffs aren’t far
behind. I will let you decide if justice has been truly served.

So what can be done? There is a thing called the “Flamingo
Road” where there are more pill-mill crooks operating clinics in
Broward County, Florida, than McDonald’s drive-through. People
from other parts of the country, especially in my district, my State,
are hired by drug pushers to get on the bus, go to Florida with
them. They all go through the pain clinics, come back with a barrel
full of OxyContin and other prescription medicines where they are
sold for 10, 15, 20 times what they pay for them. And people are
dying because they are too easily obtained. FDA has to be a part-
ner in this fight.

Despite some positive FDA efforts in recent years through addi-
tional labeling requirements, collaboration with partner Federal
agencies and increased communication with physicians, pre-
scribers, dispensers and patients still are woefully underinformed
about the risks associated with these products. FDA has to be fully
aware of the implications of these drugs before they go to market,
which is why Congress instituted the REMS requirement for ex-
tended release pain drugs in 2007, and these potent drugs were
carefully classified.

We simply can’t keep handing these responsibilities over to prof-
it-driven drug companies. It is reckless, it is irresponsible, and it
is why prescription drug overdoses are killing more Americans now
than car wrecks. Think of that.

And that is why Mary Bono Mack, the Congresswoman from
California, and I have filed a bill called the Stop Oxy Abuse Act
which would moderate and change the moderate to severe quali-
fications to be prescribed for OxyContin to just severe, severe pain
only. I would like your reaction to that.

[The information follows:]

OXYCONTIN PRESCRIPTIONS

Potent opioid analgesics have traditionally been indicated for moderate to severe
pain. Some advocacy groups have called for the removal of moderate pain in the in-
dications as a means to reduce the number of prescriptions for these products and
thereby reduce the opportunities for their abuse. FDA has denied this request for
a number of reasons. Pain is a subjective phenomenon and its intensity level is pri-
marily determined by patient report. What one patient might consider “moderate”
pain, another patient may consider “severe”. Health care practitioners have tradi-
tionally used the terms mild, moderate and severe to categorize a patient’s pain in-
tensity and to communicate with patients and other health care practitioners. The
use of these terms in the indication section of the label along with the limitations
of use statement are intended to guide prescribers to understand that OxyContin
is not for mild, acute, or intermittent pain where other pain management products
would be more appropriate. The label also instructs that it is not intended for use
on an as-needed basis, nor is it indicated for pain management after the first 12—
24 hours following surgery unless the patient had already been receiving the drug
prior to surgery and the postoperative pain was expected to be moderate to severe
and to persist for an extended period of time. The labeling is directed toward legiti-
mate use of these medications. Chronic pain described by some as ‘moderate’ can
be very disruptive and extended release opioids can be an appropriate choice for
these patients. Removing the term moderate from the indications for these drugs
could result in considerable confusion, and would not likely impact the availability
of the drugs or the amount of abuse and diversion associated with them.

I am going to leave several questions for the record, Mr. Chair-
man, if that would be okay.
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Mr. KINGSTON. Without objection.

Mr. ROGERS. Vern Buchanan from Florida, a Congressman, has
a bill that would reclassify all hydrocodone combination drugs—
Vicodin, Lortab and others—as Schedule 2 drugs, which are more
difficult to prescribe and obtain. Would this cut back on abuse? I
wanted to leave that for the record.

[The information follows:]

RECLASSIFICATION OF HYDROCODONE COMBINATION DRUGS

Hydrocodone, when dispensed as a single drug—not in a combination product—
and not exceeding 15 mg per dose, is currently a Schedule II drug. Today, all mar-
keted hydrocodone drugs that are combination products—for example, hydrocodone
combined with another pain reliever such as acetaminophen—are Schedule III
drugs. Schedule II drugs require a new prescription each time they are dispensed,
whereas Schedule III drugs can be refilled without a new prescription. Rescheduling
all hydrocodone combination products from Schedule III to Schedule II would affect
automatic refills for a prescription. Although this change might make it more dif-
ficult to obtain these medications frequently for non-medical use, this change would
also create an impediment to legitimate use by patients being treated for acute pain.

While it is true that drug usage data for hydrocodone products documents exten-
sive use, there is a legitimate medical need for these drug products. To date, data
on abuse potential of hydrocodone combination products support their continued
placement in Schedule III. FDA has not seen rates increasing for visits to hospital
emergency departments related to hydrocodone product use, when compared to
oxycodone, a Schedule II product, according to data taken from the Drug Abuse
Warning Network of the Substance Abuse Mental Health Services Administration,
also known as SAMHSA. Nor does FDA see increased rates of addiction, as evi-
denced by the need for opioid treatment, for hydrocodone compared to oxycodone,
according to data from the SAMHSA Treatment Episode Data Set. This type of data,
however, is not sufficient for drawing conclusions about how to impact specific crimi-
nal activity such as cutting back on pill-mill operations.

Mr. ROGERS. Number two, Congress required REMS to ensure
that the benefits of a drug outweigh the potential risk. I have
heard some real concerns that FDA is allowing the drug companies
producing extended release pain medication to develop a one-size-
fits-all REMS. Considering that each medication is different and
poses unique risks to patients and the public, how will this one-
size-fits-all approach encourage innovation in risk management?

[The information follows:]

REMS

Dr. Hamburg: FDA’s Center for Drug Evaluation and Research, also known as
CDER, is in the process of developing a Risk Evaluation and Mitigation Strategies,
commonly known as a REMS for high potency long acting and extended release
opioid products. This REMS, which will include measures intended to increase phy-
sician and patient knowledge about the appropriate use of opioid drugs in the treat-
ment of pain.

On July 22 and 23, 2010, FDA presented its proposal for a class REMS for long-
acting and extended-release opioid drugs at a joint meeting of the Anesthetic and
Life Support Drugs Advisory Committee and the Drug Safety and Risk Management
Advisory Committee. The objective of the meeting was to gather additional feedback
and comments from the Committees and the public on its proposal to require a
REMS for the class of long-acting and extended-release opioid products.

FDA is currently analyzing the advice received from the Committees and from
public comments. Once these have been thoroughly analyzed, FDA may issue a
REMS request letter to the sponsors of these drugs. The letter would describe the
proposed REMS and provide a timetable for the submission of the REMS and its
implementation. Affected sponsors would be required to implement the REMS, once
it is approved.

The REMS proposal presented at the July 2010 meeting focused on prescriber and
patient education. Under this proposal, sponsors would be required to provide pa-
tients with Medication Guides conveying information on the safe use of all opioid
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medications as well as product specific information. Sponsors would also be required
to develop prescriber education programs covering appropriate patient selection,
dosing, and monitoring, and training for patient counseling in the safe use, storage,
and disposal of opioids. The proposed REMS would foster innovation in patient and
prescriber education, which are essential for improving prescribing practices and en-
suring the safe use of of long-acting and extended-release opioid drugs.

Mr. ROGERS. And then finally, what is FDA doing to incentivize
and speed up the development of more tamper-resistant or abuse-
resistant formulations of these drugs?

[The information follows:]

TAMPER- OR ABUSE-RESISTANT DRUGS

FDA classifies Investigational New Drug applications for purportedly tamper-re-
sistant or abuse-resistant formulations of opioid analgesics as Fast Track drugs for
review purposes. FDA reviews New Drug Applications for these products on a Pri-
ority Review schedule of six months. In certain circumstances, the labeling for these
products could include data supporting the tamper-resistant or abuse-deterrent fea-
tures—albeit with a disclaimer that the impact on actual abuse is unknown—which
would allow the manufacturer or distributor to describe these features in their ad-
vertising and detailing.

Mr. ROGERS. Dr. Hamburg, I appreciate your being here today
and answering these questions and presenting your budget request.
And I am very focused on—in my own way, on the drug abuse
problem that is afflicting the country and killing young people even
as we speak.

Today in Kentucky, three people will die from drug overdoses
that could have been prevented. And I think the FDA needs to join
the fight. Thank you, Mr. Chairman.

Mr. KINGSTON. Thank you. Dr. Hamburg.

Dr. HAMBURG. Well, thank you very much, Congressman Rogers,
for your very powerful statement about the serious problem our
Nation faces with respect to the abuse of prescription drugs. And
as you point out, it is one that takes a devastating toll on individ-
uals, on families, on communities and our Nation, and its impact
is very, very severe and far-reaching. And successful, meaningful,
and enduring solutions to it, as you also point out, require true
partnerships because there are many players that need to play a
role.

FDA has a critical role and we care deeply about it and I am per-
sonally very committed to helping lead the agency to engage more
deeply on these issues with our counterparts in government and in
other sectors and to look very carefully at where we have respon-
sibilities and where our activities and policies can make a dif-
ference. We are, as you said, looking very carefully at how we can
more effectively use the authorities and tools that we have in terms
of warnings and indications for use.

We also have mounted a major initiative around the safe use of
prescription drugs, and it is critically important, and the area that
you focused on in your comments is a key component of what we
want to accomplish there. There also is an administration-wide ef-
fort focused on this. And that is very key, to engage law enforce-
ment, to engage educators, to engage the DEA who would be in-
volved in making decisions in terms of the reclassification.

Mr. ROGERS. Can I help you spell Broward County, Florida? Nine
out of ten prescriptions for oxycodone in the country are coming
from Broward County, Florida; 9 out of 10. It is an absolute pill-
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mill heaven. There are thousands of them there. And I have asked
the Attorney General to send enforcement to Broward County to
help us stamp out the problem. We have asked the Governor of the
State for a drug prescription monitoring program, which he has re-
fused, although some 40 States already have the system in place.

Where do I turn? Can you change the rules by which these medi-
cines are prescribed for just severe pain? Why not do that?

Dr. HAMBURG. Well, I think these are important issues and as
you pointed out, they do involve many different agencies coming to-
gether. We approve—we review and approve medical products for
a certain indicated use, and that can certainly be a part of our con-
siderations. There are also very important activities that have to
do with the oversight of the providers and how they are doing their
prescriptions, the training of providers and enforcement activities.
So I think——

Mr. ROGERS. It is very simple. It is really simple. This drug
OxyContin was built, designed, constructed for severe pain, right?
I mean, it is a 12-hour release pill. It is a wonderful drug for those
in severe pain in terminal cancer cases and others, for example.
But it is so easily dispensed and it is so easily taken and it is such
a wonderful drug to be abused, but young people especially are
crushing the 12-hour release into an instant release, and you can
imagine the pleasure that gives. And it is irresistible. But it is kill-
ing people. Can’t you change that formula by which they are pre-
scribed, simply leave out “moderate”?

Dr. HAMBURG. In how we are approaching the warning labels,
the indications for use, we are very mindful of those concerns.

You also raised another very important point that I want to un-
derscore, which is how can we bring better science to bear to make
products that are safer and less subject to abuse and the opportuni-
ties for innovation in this area. We need to go forward today to ad-
dress the current problem. We also need to be making sure that we
are pursuing those avenues as well. I am heartened to hear about
your work in this area and the bill that you are proposing. We are
eager to work with you. It sounds like maybe I should make a visit
down to Broward County and learn more about it.

Mr. ROGERS. Absolutely. I will pay your way.

Dr. HAMBURG. I don’t know that that would be allowed.

Mrs. EMERSON. Mr. Chairman, can I ask you to yield just for a
second and make a comment? I agree with you. I am just getting
off a broken arm. And the first drugs that they threw at me were
an OxyContin-type drug. And while I was in pain, and probably a
lot of pain, I wasn’t in severe pain. And so I was afraid to take the
drug because I didn’t know—I know the effects are really pretty
dramatic. But every single time I would go for a follow-up, Do you
need some more OxyContin, do you need some more of this drug,
do you need some more of this drug? And I took four Advil, which
did the trick for me.

But I understand. I mean, they were just throwing the stuff at
me. And I am thinking it is just ridiculous. So I just flush it down
the toilet, which I am not sure you are supposed to do that. I can’t
remember how you are supposed to get rid of it.

Dr. HAMBURG. You are.
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Mr. KINGSTON. We don’t have to remove that from the record. We
have unanimous consent.

Mrs. EMERSON. But anyway, it is troubling. It is very troubling
{:o me who just recently, 6 weeks ago, dealt with this same prob-
em.

Dr. HAMBURG. It is an incredibly important issue with huge
ramifications. We are eager to work with you. We are involved in
activities in this domain. There is more that we can do. I think the
partnership in terms of this administration-wide effort is going to
make a real contribution as well. But I would be eager, you know,
to sit down with you, to visit the Flamingo Road—did you call it—
and also really lay out in more detail where we as the FDA can
make a targeted difference.

Mr. RoGERs. That is the reason I asked you today. That is why
we are here. That is why I am here, is to have you answer the
question. If you strike out the word “moderate” and they can only
prescribe it for severe pain, we can then prosecute people who are
unscrupulously making zillions of dollars under the guise they can
prescribe it for moderate pain. This is done every second of the day.
But if you only allow them to prescribe for severe pain, we could
then prosecute and go after the unscrupulous doctors and pain clin-
ics that are killing our people. It is pretty simple.

Dr. HAMBURG. I think as you point out, targeting for appropriate
use is absolutely key, and we are trying to achieve that through
what we are doing in the REMS arena and strengthening those. I
think it is hard to—I don’t think that you would be satisfied with
the results by simply addressing that change in indication, because
it is the broader abuse that is happening that is—you know, I
think causing this serious national problem and it is—how you de-
fine “moderate” and “severe”, I think we need to have a concerted
effort that is targeted at many levels to address a problem that is
cross-cutting, that involves both what are the kinds of drugs that
are available, how are they prescribed, what are the oversight and
restrictions on the use and abuse of those drugs and how that is
enforced.

Mr. ROGERS. Mr. Chairman, I appreciate your indulgence with
me for the time. That is exactly what we had to do in my district.
The State newspaper came out with a story that ran for 6 weeks,
front-page screaming headlines that my area was the pain pre-
scription capital of America, which prompted me to start an organi-
zation we called UNITE, Unlawful Narcotics, Investigations, Treat-
ment, and Education. It is an amazing organization. We have got
26 undercover agents now that do nothing but arrest people selling
drugs. They have put in jail 3,700 pushers selling these drugs from
the Flamingo Road source.

We have kids in hospitals every day. We have got kids dying
every day in the emergency rooms. We have got drug courts in
every county. We have built treatment centers. I go to drug court
graduations for people who finally kicked the thing and hear these
wonderful tales. It is a pervasive, deep, widespread problem, killing
more people than the automobile wrecks in the country, and yet
you sit there and say we will not really talk about changing the
prescription rules for this killer drug. And I won’t rest until we see
an answer, ma’am.
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Dr. HAMBURG. Well, I am happy to continue to examine these
questions and go back with our expert team. My point, though, is
that I think if we really want to make a meaningful and enduring
difference, it is a different problem than simply changing the indi-
cation, because it is—whether it is an indication for severe or mod-
erate, the prescriber ultimately is making the decision of whether
it should be given to that patient for their pain. And I am not con-
fident that a label with an indication only for severe pain is going
to change the behavior of those on Flamingo Road.

Mr. ROGERS. It will give us a chance to prosecute those people
that are prescribing that medicine for other than severe pain, and
we can stop—make a big point in stopping the problem at the
source. You are in charge of the steering wheel here. And I expect
some movement on this issue. And if you don’t do it, we will do it
for you. I cannot be much plainer than that.

I hate to be blunt, but this is beyond a minor issue. This is a
killer in my district. It is killing my constituents and all around
the country. And you could make a difference.

Dr. HAMBURG. Well, I am eager to make a difference. I appre-
ciate the severity of this problem and its huge ramifications on the
lives of people and the dislocations in communities that occur and
the terrible pain that so many have experienced. I do feel that we
have a critical role to play and we will engage fully. I think that
to be successful, it needs to be a broader partnership, and I am also
committed to engaging in those partnerships so that we can make
real measurable progress in this domain.

Mr. ROGERS. We will be listening. Thank you, Mr. Chairman.

Mr. KINGSTON. Thank you, Mr. Chairman. Mr. Farr.

Mr. FARR. I share your concern, Mr. Chairman. And also I think
you have to go upstream and also look at the manufacturers and
the salespersons and the people that sell that to the end users.

I know my cousin is a doctor and he says that most of the infor-
mation they get about drugs comes from the drug salesperson who
tells them you ought to use this for this and that. If there is that
much supply out there going to doctors’ office, then there has also
got to be something with the way the message is being given to
doctors. And I hope we can look into that as well.

MEDICAL COUNTERMEASURES

I think this conversation really goes to the point of how impor-
tant your agency is, the Food and Drug Administration, and how
difficult it is going to be to manage these critical issues in the
United States if Congress indeed cuts and slashes your budget.

So a couple of things that I would like to see is if we could get
a better bang for the buck. One is in the area of countermeasures,
medical countermeasures. As you know, the Medical Counter-
measures Initiative was framed in the course of 2000, it was based
on the fact that we put a lot of money into preparing for the flu
pandemic. I think Mr. Rogers played a major role in pointing out
that that was real serious. And what happened last year is that the
HHS shifted 170 million dollars from their accounts to FDA ac-
counts, to cover the new Medical Countermeasures Initiative. But
you need some, as I understand it, you need some language to ex-
pand the other types of countermeasures you can work on besides
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the flu. Essentially the idea is if we want to have an infrastructure
to do that. We could look at countermeasures that would be made
for other kinds of emergencies that might come from biological
weapons or other things that could break out, contamination could
break out, beyond influenza. We have kind of isolated this work to
one countermeasure.

I wonder if you could speak for just a second how important that
is, how important it is to keep the money, how important it is to
get the language you need to be able to have those other counter-
measures.

Dr. HAMBURG. Thank you, Congressman Farr. This is a very im-
portant area for the health and security of our Nation. We do face
a set of serious biological threats from the naturally occurring, such
as pandemic flu or something like SARS, if you remember a few
years ago, or as yet an emerging infectious disease threat. We also
know that we are highly vulnerable, perhaps increasingly vulner-
able to deliberately caused biological threats and biological ter-
rorism, chemical terrorism, radiological and nuclear terrorism, and
the impact in terms of the health of individuals would be enor-
mous; also the huge dislocations to our society, the disruptions in
life as we know it, the impact on the economy, the public’s trust
and confidence in government and critical institutions and our na-
tional security at its core.

So we want to be able to provide the kinds of medical counter-
measures necessary to fully prepare us both to rapidly detect and
respond to an emerging threat and to treat and contain a threat
should it occur. In a way, it is a form of deterrence to be better
prepared and to limit the damage that can occur.

Mr. FARR. As I understand it, you have the money to do the
work. You just don’t have the authority to look at these other coun-
termeasures?

Dr. HAMBURG. Well, exactly right. The Secretary of Health and
Human Services, Kathleen Sebelius, began a new initiative last
summer in the medical countermeasures arena and FDA was given
resources to begin important work from the monies that had origi-
nally been appropriated for pandemic response.

Mr. FARR. And we put that language giving you that authority
in our legislation, but it didn’t get into the latest version.

Dr. HAMBURG. Right. In order for us to be able to expand these
activities to address not just pandemic threat, but the continuum
of biological threats before us, we do need additional language. It
is a no-cost proposal. But that would allow for the use against this
broader set of very important, potentially devastating biological
threats.

So we would be very appreciative if you could take a serious look
at that. I think it would make a huge difference to our ability to
move forward in critical ways. There are important gaps in key
areas. We don’t have a treatment for acute radiation sickness, such
as would occur after a terrorist attack using a radiological device.
We don’t have antiviral drugs to treat a number of critical, poten-
tial microbial threats. We don’t have the diagnostics that we need
to rapidly detect an emerging problem so we can treat it appro-
priately.
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Mr. FARR. Yes or no? Can we assume that if these funds are not
provided through the mechanism proposed in the budget amend-
ment, that there is very little or no chance you can fund those ac-
tivities within the appropriation in H.R. 1?

Dr. HAMBURG. That is the case. This is a program where we are
building a new capacity. These targeted additional dollars are es-
sential to fulfilling the mission of assuring that we have the med-
ical countermeasures that we need. We also in the President’s fis-
cal year 2012 budget are asking for monies to continue those pro-
grams that we are beginning to put in place now.

So it is going to make a difference. And, interestingly, as this
broader initiative around medical countermeasures was being de-
veloped, one of the things that emerged was that the role of FDA
was absolutely crucial to success; that it involve other components
of government, but that the FDA’s role in actually being able to re-
view and approve for safety and effectiveness these medical coun-
termeasures was the linchpin of success.

So we very much appreciate your taking a serious look at this
and helping to support efforts that will make such a difference to
our Nation and our security.

Mr. FARR. Thank you.

Mr. KINGSTON. The gentleman’s time has expired. Mrs. Emerson.

DRUG SUPPLY CHAIN

Mrs. EMERSON. Thank you, Mr. Chairman. Thank you so much
for being here, Dr. Hamburg, and for the good job that you do. I
know you share my concern about the possibility for counterfeit
drugs to enter the United States supply chain, whether it is from
within the United States or from abroad. Yet the potential for this
corruption of the system and the potential rewards for doing so is
growing. And it is really interesting and frightening to see how so-
phisticated some of the methods the counterfeiters are using.

And I am thinking about one in Enfield, Connecticut, last year
where $76 million worth of drugs were stolen; and in another year
before, in Chesterfield, Virginia, in which about $5 million of drugs
were stolen. But this illustrates the fact that this is a problem big-
ger than mere counterfeiting, and it extends to stolen drugs which
are removed from the supply chain and simply lost before re-
appearing, and that can possibly be here and it can possibly appear
as treatments for us.

So last year, the committee included language asking FDA to ex-
amine methods and technologies by which these drugs can be
tracked within the supply chain from the manufacturer to the pa-
tient with a minimum of cost to either party or anyone in between.
And I wanted to follow up with you on that request for new stand-
ards just to gauge your opinion of the possible role for the FDA,
as well as to ask you if you see a need for this kind of a national
system to ensure the drugs that we Americans are taking are safe
as well as affordable.

Dr. HAMBURG. You raise a critically important issue. And in-
creasingly in our globalized world, we need to be thinking about
drugs coming from many parts of the world and complex supply
chains that drugs go through with webs of producers, manufactur-
ers, suppliers, repackagers, exporters, importers. And all along the
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way, there are opportunities for the potential introduction of prob-
lems, sometimes unintentional, and, sadly, we know often delib-
erate. And we know that counterfeiting is increasingly a very sig-
nificant criminal enterprise. And in fact because the penalties for
trafficking in counterfeit drugs are much less than in illegal drugs,
there is real concern that organized crime is increasingly entering
this space as well. And we know that the impacts on people are
huge.

You mentioned drug diversion. There was a recent case where in-
sulin was stolen, disappeared from the marketplace and then re-
appeared. But the only way we found out that it reappeared is that
we started getting reports that diabetic patients were taking insu-
lin. They were depending on this drug for a very serious medical
problem and it was having no impact. And we determined that
their lots of insulin in fact were from this stolen—so the ability to
track and trace, as you pointed out, is absolutely essential.

We would very much welcome the chance to work with Congress
to look at the opportunities for new legislation. I know that there
is a bill that Congressman Dingell has introduced that would give
additional authorities to FDA to help us to secure the safety of the
supply chain and address these global challenges.

Mrs. EMERSON. Let me ask you. California has a standard which
it is set to—I think it is set to be implemented in 2015. And even
with the best possible State model, do you think a state-by-state
approach is more effective; or is it more efficient to have one single
national approach to the problem?

Dr. HAMBURG. I think that this is a problem that crosses State
borders and crosses international borders, and I think the goal of
standards that are harmonized is very, very important. It is impor-
tant to our ability to really address the problem. I think it is im-
portant to industries as they think about how they would imple-
ment it, and the cost of implementation as well.

Mrs. EMERSON. Can you estimate the pervasiveness of the coun-
terfeit problem?

Dr. HAMBURG. We need better data. It is actually a worldwide
problem that we don’t fully know the nature and scope of it. I
think, startlingly, we do know that in some parts of the developing
world, as much as between 30 and 50 percent of the drugs avail-
able in the marketplace for serious diseases are in fact counterfeit.

In the United States, we have a much more closed system and
the FDA is working every day to ensure that the drug supply is
safe and that when you go to your pharmacy what you get is what
it purports to be. But we know that the problem is a real one here
as well, and that we need to be proactive and aggressive and we
need to be very cognizant, as I said, of the fact that as the world
becomes more globalized and more and more of our drugs are com-
ing from being manufactured overseas

Mr. KINGSTON. The gentlewoman’s time has expired.

Mrs. EMERSON. I will look forward to working with you, Doctor.

Dr. HAMBURG. You can tell this is a topic I care about.

Mrs. EMERSON. I look forward to working with you, Dr. Ham-
burg. And thank you, Mr. Chairman, for allowing me to go early.




26

AVASTIN

Mr. KINGSTON. Mr. Nunnelee.

Mr. NUNNELEE. Thank you, Mr. Chairman. Thank you, Dr. Ham-
burg, for being here.

I would like to focus for a little bit on the drug—I believe it is
pronounced Avastin. As I understand it, FDA granted accelerated
approval for Avastin for the treatment of breast cancer in 2008 and
now FDA is looking at withdrawing that approval. Is my under-
standing correct?

Dr. HAMBURG. There is an expedited approval mechanism that is
available that enables, on the basis of fairly early data on drug
safety and effectiveness, to grant a modified form of approval, expe-
dited approval, and then require additional studies to be done; and
then a decision is made based on that accumulation of a broader
set of data, whether the drug should get full formal approval. And
in this case after additional studies were done and the advisory
committee of experts was also brought in to review the data, a deci-
sion was made not to give Avastin full approval.

We are, I should say, in the process of working within the legal
framework of this approval regulatory mechanism to—we granted
the company that makes Avastin a hearing. They are going to be
coming to a public hearing with the FDA, making their case. And
because we are in the middle of that process, I actually can’t com-
ment any more deeply about this drug.

Mr. NUNNELEE. So you can’t tell me what—you approved it then,
and you are putting it on hold now, and you can’t tell me what is
the problem?

Dr. HAMBURG. Well, the additional data that was collected and
examined, both by FDA scientists and reviewed by this panel of
outside experts, did not support the full approval for the indication.
However, as I said, because we are in the middle of a legal process
and I ultimately will be reviewing all of the data under this system
of a public hearing and a subsequent decision, that I am really not
at liberty to have a full discussion of the matter.

Mr. NUNNELEE. Sure. It is my understanding that this drug
doesn’t cure breast cancer, but it does prolong a woman’s life. And
the initial indications were it might prolong it as long as 5 to 7
months, and now maybe it is only 3 to 5 months. And because it
didn’t do what it was originally thought

Dr. HAMBURG. If I could, because I am in a difficult legal situa-
tion here, because there is—there is a legal process with a hearing,
and ultimately I need to be the final decision-maker, and so I need
to be at a distance from this—if I could ask our center director,
Center for Drug Evaluation and Research, to speak to these issues.

Dr. Woobpcock. Thank you. I am Janet Woodcock. I am the head
of the drug center at FDA. Avastin’s trials in breast cancer—it is
approved for multiple cancers, many of these are full approvals—
showed—the original trial showed an effect on what is called pro-
gression-free survival, which does not have anything to do with liv-
ing longer. It has to do with how long before your xrays show that
the disease progresses. The subsequent trials did not show the
same effect. It was a much smaller effect on how long it took the
xrays to worsen, all right?
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There is not a claim that Avastin improves survival in this set-
ting in breast cancer life. The dispute is over the length of time
that it takes to progress once you have metastatic disease. Does
that make sense?

Mr. NUNNELEE. I may have said it wrong. Initially you thought
it would do it in 5 to 7 months, and since it is a little bit shorter,
you are saying let us just pull it?

Dr. WoobncocK. The initial was a surrogate. That is why it is
called accelerated approval. Progression-free survival is generally—
and in this case was that your xrays don’t get worse is considered
a surrogate for having some actual benefit to the people, say, not
developing pain or fractures or actually maybe living longer. The
subsequent trial showed a small effect on your xrays not getting
worse, which our advisors and our oncologists did not feel would
translate into a clinical benefit that somebody would feel, either re-
duced pain, reduced progression, or longer life.

Mr. KINGSTON. The gentleman’s time has expired. Ms. Kaptur.

HEPARIN

Ms. KAPTUR. Thank you very much, Mr. Chairman. I would like
to take a little bit of a different tack than some of the other mem-
bers have and begin with the statement, the obvious assertion that
America will experience economic recovery when people get jobs
and they go back to work. And thus I follow with interest the con-
tinuing outsourcing of U.S. jobs, including by pharmaceutical com-
panies making medicines and devices everyplace else in the world
and moving jobs outside our country.

Every day I ask myself, how can we make goods in America
again so people can go back to work? There are some who believe
that we can fix what is wrong with our economy not by creating
jobs in our country, but by simply cutting back on public health
and safety, as is evidenced in H.R. 1, the continuing resolution of-
fered by the majority party that cuts FDA inspectors for pharma-
ceutical safety.

It is a very interesting set of arguments we are getting involved
in: how we help our country recover. And thus I want to return to
questions I have asked in the past regarding heparin and tracking
what is really going on with the manufacturer of heparin, the cost
of that to the public sector through Medicare and Medicaid, and go
back to March 2008 when the New York Times had an article, Dr.
Hamburg, that said the Food and Drug Administration at that
point had linked heparin to 19 deaths and hundreds of severe aller-
gic reactions, though the agency was continuing to investigate. And
those deaths and allergic reactions were due to components that
ended up in heparin that came from China; I believe through Can-
ada, though I am not sure.

So I wanted, first of all, to ask you whether you have completed
your investigations and how many people may have died from
those imported components. That is question number one. Have
you finished your report? Is there additional data?

[The information follows:]
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HEPARIN

CDER’s Office of Surveillance and Epidemiology, also known as OSE, completed
a review of adverse event reports from the Office’s Adverse Event Reporting System
in June 2009. OSE’s analysis considered as much data as possible on the adverse
event reports with use of heparin. However, we are not able to definitively attribute
deaths to heparin administration due to confounding factors or lack of detail in the
reports submitted to FDA. We continue to monitor for adverse events that are re-
ported with the use of heparin. FDA does not have the details of the reports from
Germany that you refer to and therefore cannot confirm the number of lives lost
in Germany.

Then I want to ask you this. You kindly submitted for the record
from previous questioning I had done, questions that I had asked
regarding heparin. And for people in the audience who don’t know,
heparin is actually made from pig intestines. I represent a lot of
hog farmers, so obviously they are interested in why we would go
to China for the ingredients for heparin. And those intestines are
ground up, proteins are extracted, and ultimately we get a liquid
that people receive in hospitals when they go in for operations. I
don’t know whether it is a blood thinner.

Dr. HAMBURG. It is a blood thinner.

Ms. KAPTUR. A substitute for the—not the red blood cells but for
the white blood cells.

Dr. HAMBURG. It keeps you from getting blood clots.

Ms. KAPTUR. Now, what is interesting about what you wrote in
answer to my questions, you said, “FDA approves applications to
market Heparin”—market Heparin—but it doesn’t say anything
about manufacturing.

So one of my questions to you is, it is unclear where or in which
country ingredients are made. And I want to know, for the three
or four companies that are listed that are supposedly marketing
Heparin, how many of the ingredients actually come from the
United States?

I am going to push you a little bit on this, maybe not today but
in further questions. We see where China and India may be places
where all these ingredients are being made.

I am also going to ask you about damages. And I know that my
time is up here. But our government and the American people were
not able to recover damages, is that my understanding, civil or
criminal, from the Heparin deaths due to contaminated imports?

And where would I get how much money is being made by these
pharmaceutical firms in marketing these products versus what it
actually costs them to manufacture? Can you get at that, or where
do I have to go for those numbers?

[The information follows:]

DRUG MARKETING PROFITS

The information that you are requesting is not information that companies must
report to FDA. In addition, FDA does not track this information because it is not
meaningful for evaluating the safety and effectiveness of drugs. The financial infor-
mation would likely be available from the pharmaceutical firms themselves or from
other sources of industry financial information.

Dr. HAMBURG. Well, you have asked a string of questions embed-
ded in the one important issue of Heparin. And some of it we may
need to get back to you on, in terms of your deep interest in this.

The experience with the contaminated Heparin was a very seri-
ous one. I think it was an eye-opener, not just to the FDA, but also
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to the pharmaceutical industry and to our Nation more broadly,
about the fact that we really needed to be paying attention to the
fact that the supply chain for many products in this Nation is com-
plex and global.

As you point out, the precursor for Heparin that is used in the
United States and manufactured by United States manufacturers,
but much of the precursor does come from China, which I think has
more pigs than anyplace in the world. But

Ms. KAPTUR. We have a lot in Ohio, too, and we would like to
compete in this market.

Dr. HAMBURG. But, you know, it caused, you know, as you point-
ed out, serious allergic reactions and many deaths. In response to
that——

Ms. KAPTUR. Do we know yet, ma’am, how many deaths yet?

Dr. HAMBURG. I think it was, in this country—it is impossible to
know exactly how many. But in terms of the documented deaths,
I think people do

Ms. KAPTUR. Why is it impossible to know?

Dr. HAMBURG. Well, because sometimes the providers don’t make
the association between the death of a patient and the contami-
nated Heparin. Patients that get Heparin, you know, in the hos-
pital often have very complex medical illnesses, and when a person
expires, the connection wasn’t necessarily made that it was because
of the Heparin. As we saw a couple of cases and the investigation
was done and we began to understand the link between the Hep-
arin and a set of symptoms and fatalities—but we know that it
took a serious toll.

In response, we have put into place a number of important pro-
tective measures, new screening tests, and safety systems, also
working with the regulatory authorities in China on this and work-
ing with the private sector, so that we have safeguards that this
kind of event with Heparin will not occur again. But it is a warn-
ing call about vulnerabilities in the system that we need to work
on.

I think my time is up in responding to you, but we are happy
to follow up further with you.

Ms. KAPTUR. Thank you.

And I want to thank the chairman for his generosity.

Trying to get to the bottom of this has been extraordinarily dif-
ficult. And we are going to keep digging, we are going to keep drill-
ing down into this one.

And I would just say to the chairman, you know, we are all
struggling to try to find the money to balance the budget. And if
you look at the amount of money that our government pays
through the Medicare and Medicaid accounts for Heparin, for a
drug that is off-patent, for material that is off-patent, unbelievable.
So this has many legs to it.

And I thank you very much. And we will have many follow-up
questions on Heparin. Thank you.

Mr. KINGSTON. Well, I thank the gentlewoman.

And, as you can see, Dr. Hamburg, members of this committee
have a lot of passion about our issues and do appreciate your time.
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FOOD SAFETY MODERNIZATION ACT

I want to visit the discussions you and I have had about food
safety and the Food Modernization Act. Using the CDC numbers
which you have—and I agree with you, 3,000 deaths a year is hor-
rible. We need to do something about it—48 million illnesses.

But where I have an issue, taking the emotion out of it—and I
know we have talked about this, but that 3,000 people dying a year
is down 40 percent from last year. Again, you know, it is too high;
we need to keep working. But it is down 40 percent from the CDC
numbers. Forty-eight million foodborne illnesses a year, that is
down 37 percent, a decrease of 28 million from last year. Still too
high, but in a country of 311 million people eating three meals a
day, 365 days a year, we are consuming 340 billion meals a year.
And if you divide that into the 48 million, you still have a food sup-
ply that is 99.99 percent safe.

Where is my math flawed on that?

Dr. HAMBURG. Well, I think that the key numbers are that, you
know, we know that about one in six people get sick every year
from foodborne illness——

Mr. KINGSTON. Well, let me interrupt you a minute. Key num-
bers come from the CDC, and those are the numbers I have used,
so those are the numbers I want to stay with. Where is that math
flawed?

Dr. HAMBURG. Yeah, well, I think that is consistent with their
numbers. I mean, I think, as you point out, we are seeing prevent-
able deaths. We are seeing even more preventable illness. That is
associated with a set of other preventable costs—costs to the
health-care system, costs to economic productivity.

Mr. KINGSTON. But you agree with my math, that it is 99.999
percent safe?

Dr. HAMBURG. I would have to sit down and follow your math.
But we have one of the safest food supplies in the world, there is
no doubt about it. And we should be proud of that, and we should
make sure that it is maintained that way.

Mr. KINGSTON. Well, the concern that I have is, are we targeting
the 3,000 smartly and efficiently and effectively? Because if we
move that number from 99.999 percent to 100 percent, which you
and I and I think everybody on this committee certainly would
want to do, are we going to get there? Are we going to get that last
percentage? Are we going to get it with this bill?

And I will tell you why I have concerns about that. Sixty percent
of the illnesses come from Norovirus. And there is nothing in there
that attacks it. In your testimony, you mentioned that you have
permitted a test for it last year, but that is the only mention of
Norovirus.

And the CDC, on March 4th, said that, “Appropriate hand hy-
giene is likely the single most important method to prevent
Norovirus infection and control transmission. Reducing any
Norovirus presence on our hands is best accomplished through
handwashing with water and plain antiseptic soap.” And yet we
are talking eventually 17,000 to 18,000 new FDA employees, and
that is not addressed in here. Sixty percent of the illnesses.
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The second highest number of illness is from salmonella. Of
course, I come from poultry country. Now, before the Food Mod-
ernization Act, FDA did finalize the salmonella egg rule, July of
last year. And something like 79,000 illnesses or 30 deaths, but
that it could be avoided with this new food safety requirement
which you put into effect July of last year.

So, you know, I don’t want to say that box is checked. I am going
to let you respond to it.

The third highest is Clostridium, and you don’t mention that in
your budget.

And it would appear to me that those are the three things that
we need to target in order to close that percentage. And, you know,
in this tight budgetary time, I think that would be a lot smarter
of an approach.

Dr. HAMBURG. You know, Mr. Chairman, I understand your con-
cerns. And I think that we all recognize that we have a food supply
that is generally very safe.

I think no one can argue, though, that we are experiencing a set
of preventable outbreaks due to a range of microbes, some which
cause more severe disease, some which are more prevalent. But it
is a range of concerns, and it is a changing panoply of concerns.

SALMONELLA

Salmonella wasn’t thought to be such a major concern in prod-
ucts lsike peanuts. Today we know that it is a very different situa-
tion. So——

Mr. KINGSTON. But actually say today—this was only July that
we had the new salmonella rule for eggs. And that wasn’t——

Dr. HAMBURG. Well, that is for eggs.

But if I can just—you know, I think what we need and what——

Mr. KINGSTON. And I want to point out that the peanut problem,
which occurred in Mr. Bishop’s district—and he and I are all on the
same page of it—but that was a criminal act and not so much food
safety as much as it was a criminal act.

Dr. HAMBURG. But we are increasingly seeing salmonella in
those kinds of products, is what I am saying, is that there is a—
you know, we can’t only have a food safety system that addresses
problems that have happened. We need a system, as the Food Safe-
ty Modernization Act calls for, that really puts an emphasis on pre-
venting the introduction of contamination of any kind.

And that is what I think is the huge opportunity here, is to move
toward a system that is really based on prevention so that we can
prevent those unnecessary deaths, we can prevent the unnecessary
costs to the health-care system, we can prevent the unnecessary
costs to industry and to our economy more broadly.

We also, in a globalized economy, have a whole set of additional
threats to the safety of our food supply that we need to be very
mindful of and prepare for.

So we are trying to create a food safety system for the 21st cen-
tury and beyond, and I think that we have a responsibility to take
that very seriously. Congress has given us the mandate to do so.
And, you know, I am very excited about the opportunities to keep
moving the dial so that our food supply is as safe as it possibly can
be.
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Mr. KINGSTON. My time has expired.

Mr. Farr.

Mr. FARR. Thank you, Mr. Chairman.

I wish we had a whole week of this panel. By the way, I don’t
think we have ever had a head of the agency that has such a tre-
mendous academic and medical background as you have had. I am
just truly appreciative that you took this job.

You are the first responder to any problem that happens in ill-
ness in America, no matter where it comes from. And your agency
is the one that has to stop it, find cures for it. I think that we
sometimes, in this big budget slashing that we have to do here in
Congress—and I wish it wasn’t so much slashing as, to use a med-
ical term, since you are a doctor, is that we could do, you know,
just microscopic surgery, is what we really need. Just as surgery
is done that way, it has to be very smart and very effective. But
we don’t do it that way.

I am thinking that we ought to have a week up here discussing
what would be a day without the FDA. If you didn’t have the FDA,
everything would come to a grinding halt in this country. Because,
indeed, you are responsible for articles used in food or drink, for
not only mankind but for animals, things that we don’t think about
that are regulated, like chewing gum—you put a lot of that in your
mouth—dietary supplements and dietary ingredients, infant for-
mula, beverages, even including alcoholic beverages, fruits and
vegetables, fish and seafood, dairy products and shell eggs, raw ag-
riculture commodities such as what we grow in our area, you know,
like lettuce and carrots and things like that, the canned and frozen
foods, live food animals, bakery goods, snack food, candy, chewing
gum, animal feeds—I mean, just a whole list of things.

FOOD SAFETY MODERNIZATION ACT

In our new law that we passed in Congress, the Food Safety
Modernization Act, which did pass with broad bipartisan support,
and for that—and the chairman has already pointed out the num-
ber of deaths that occur in this country due to foodborne illness—
the President has requested $183 million for implementation of the
new food safety law.

My question that goes to you is, what would happen if that
money was not appropriated, if Congress did not give you the
President’s request of 5183 million to take these new responsibil-
ities and tougher responsibilities that we have mandated upon you?

Dr. HAMBURG. Well, we are very committed to moving forward
with the implementation of the Food Safety Modernization Act.
And we are beginning to implement some of the very many new
mandates and requirements contained in that bill. We will be able
to make significant progress in key areas. We will continue to be
able to put forward the——

Mr. FARR. If you don’t get the money is the question, though.

Dr. HAMBURG. Yeah. If we don’t get the money, we will not be
able to fulfill all of the requirements of the act, without a doubt.
We will, importantly, not be able to fulfill the very ambitious in-
spection mandate, domestically and internationally, which will
mean that we won’t be able to get that hands-on look at
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Mr. FARR. Let me follow up just on the inspections. A lot of the
products that we eat, particularly if you think about the fresh vege-
tables we eat in the wintertime, a lot of those do come from Mexico,
and have to be inspected coming across the border.

We also send and sell around the world a lot of food grown in
the United States. California grows 80 percent of all the almonds
eaten in the entire world. And that is more almonds than all the
people in the United States eat, so we have to export those. Those
require inspections in order to be purchased by foreign countries.

If our side of the inspection falls down, we don’t live up to our
regulations, what does that do to the movement of food supply, par-
ticlul)arly with fresh fruits and vegetables that don’t have any re-
sale?

Dr. HAMBURG. Yeah, that is a very important question. About 40
percent of the fresh fruit and produce that we do eat in this coun-
try comes from outside our borders. So FDA has a very serious re-
sponsibility to be able to assure the safety of those products. And
it means not just inspections at the border, which are hard to do
and very costly and time-intensive, but actually going out to where
the products are coming from and trying to assure the safety of
that supply chain.

FOOD SAFETY SYSTEM

As you point out, you know, we also need to have confidence in
a robust food safety system in order to support our exports of foods
to other parts of the world. And when there is an outbreak, a pre-
ventable foodborne outbreak, it can have a very devastating impact
on the health of that sector of the food industry, in terms of sales
domestically, as you well know, and also the ability to do exports.

And if we can’t do the inspections that we need to do, we will
not be able to assure the American people that the food that they
are putting on their plates and serving their families is safe and
wholesome.

Mr. FARR. If you don’t do the inspections, food doesn’t move.

Dr. HAMBURG. Food doesn’t move.

Mr. KINGSTON. Thank you, Mr. Farr.

Mr. Farr and members of the committee, we are expecting a vote
maybe in the next 5 to 10 minutes. And it is going to be 2 votes
followed by a 10-minute recommit. And what I would like to do, if
it is okay with the committee, is when the first bell goes, I would
like to vote, come back, give the gavel to Mr. Nunnelee, then he
can vote, and we can sort of rotate in and out. That way, we can
maximize our time with Dr. Hamburg, if that is okay.

Oh, okay, just one vote. And so, yeah, there will be plenty of
time. We will be able to get this done. Aren’t you glad?

Mr. Nunnelee.

Mr. NUNNELEE. Thank you, Mr. Chairman.

I want to continue the questions about the Food Safety Mod-
ernization Act. You may have already stated it, but let’s look at it
specifically. How much is requested in your 2012 budget for imple-
mentation of the Food Safety Modernization Act?

Dr. HAMBURG. How much is requested?

Mr. NUNNELEE. Yes.

Dr. HAMBURG. It is $183 million.
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Mr. NUNNELEE. $183 million. How will we know this time next
year if that $183 million has achieved the results that were in-
tended by the bill’s passage? What specific methods of monitoring
and tracking will we have this time next year?

Dr. HAMBURG. Well, we do intend, of course, to track very care-
fully our performance as we move toward implementation of the
Food Safety Modernization Act. And I think we recognize that
there are a number of key areas that we have to make significant
progress on moving forward.

We need to begin to put in place the preventive risk-based ap-
proach, working with the industry and with farmers and producers
to make sure that we have identified and agreed on where the
points of vulnerability are and what can be done to shore them up.

We need to continue to expand our inspections. Of course, it
takes a number of years before an inspector is trained and able to
go out in the field and really perform at full capacity. So some of
the impacts of dollars today won’t be seen for a few years down the
road.

We will be strengthening our import safety activities to make
sure that we both expand our inspections overseas but also work
more closely with sister regulatory authorities and with industry to
assure that foods are being produced, manufactured according to
our standards.

We will be working closely with State and local partners, and
that is a very important additional component of the Food Safety
Modernization Act that we haven’t had a chance to talk about yet.
Very much it is a partnership. We will be working with States and
localities in terms of helping them to strengthen their capacities
and the contribution that they make to monitoring the safety of the
food supply and responding to outbreaks when they occur.

So there will be very clear activities under way. We will be pro-
mulgating produce safety rules. We will be putting in place other
guidances and taking other actions concretely in terms of what is
required for implementation.

But I do want to caution that much of the transformation that
needs to happen and the building up of program will take time. It
is not a 1-year activity. And it needs to be a sustained activity, as
well.

Mr. KiNGsTON. Will the gentleman yield?

Mr. NUNNELEE. Sure. I always yield to the chairman.

NEW HIRES

Mr. KINGSTON. You are talking about 17,000 new employees and
about $1.4 billion in a 10-year period, correct? That is what the
findings were. That is correct?

Dr. HAMBURG. Is it—that number of new employees seems aw-
fully high.

Mr. KINGSTON. In a 10-year period of time, that is what everyone
was saying last year in Congress in the debate.

Dr. HAMBURG. That was—I don’t know how many FTEs they
were. Did they speak in FTEs?

Mr. KiNGSTON. All right. It was a CBO estimate. You are talking
a massive bureaucracy in a time that, for every dollar we spend,
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40 cents is borrowed, in the background of a 99.99 percent safety
rate in food.

I yield back.

Mr. NUNNELEE. Your response was on activities. And I am new
here, but my observation is that when government measures and
monitors, it measures activities, not results. And so I guess the fol-
low-up question is not how are we going to measure your activities,
but how are we going to know in 2012 has this $183 million
achieved any results?

Dr. HAMBURG. Well, as we put in place this program, we are ask-
ing for this money in fiscal year 2012, and, as I said, you won’t see
the results that same fiscal year in all cases. But in terms of im-
pacts on people—and that, of course, is what really matters—you
know, we will see, if we do this right, fewer outbreaks of foodborne
disease. We will see fewer people sickened by the foods they eat.
We will see a system that can better assure that not just food pro-
duced in this country but food produced overseas coming into this
country will—that that imported food will be produced according to
our same standards and will, again, be as safe and wholesome as
we can assure.

Mr. NUNNELEE. All right. I think my time has expired. I will get
back and follow up on the next round.

Mr. KINGSTON. The gentleman’s time has expired.

Ms. Kaptur.

Ms. KAPTUR. Thank you, Mr. Chairman.

MENTAL HEALTH

I would just ask you to submit for the record, Dr. Hamburg, if
you could, in the past year how many drugs have been approved
in the arena of serious mental illness. Every year I ask for that.
I am always interested. It is very slow in coming. I am wondering
if you have been able to expedite the platform for these very, very
debilitating illnesses that affect millions of people across our coun-
try.

[The information follows:]

MENTAL ILLNESS DRUGS

From February 28, 2008 to November 10, 2010, FDA has approved 11 new drug
applications, or NDAs, to treat mental illness. Four of these NDAs were new molec-
ular entities. Additionally, 41 supplements for a new indication with labeling
changes were approved for drugs to treat mental illness. During the same period,
FDA approved 108 generic drug applications for products to treat mental disease.

HEPARIN

But I want to go back to the Heparin issue. First, I want to ask
your opinion as a doctor. How complex a medical product do you
believe Heparin is versus other products that you regulate? Is it at
the top level of complexity? Is it medium? Is it simple? How do
you

Dr. HAMBURG. It is a very complex molecule, there is no doubt
about it.

Ms. KaPTUR. All right. Do you know, as FDA, at which sites all
of the ingredients of Heparin are produced?

Dr. HAMBURG. Heparin is produced with one of these supply
chains I was describing that has multiple inputs. And there is pre-
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cursor materials that come from many different sites, and then it
is consolidated——

Ms. KAPTUR. And are you at those sites? Is FDA at those sites?

Dr. HAMBURG. We don’t have the resources to be at every site
where every component of a product that is in an FDA-approved
drug is made. We try very hard to use our resources wisely, and
we are at manufacturing sites to inspect them before we approve
a new drug. But that is where the drug itself is manufactured.

Ms. KAPTUR. Made, not where the ingredients come from.

Dr. HAMBURG. You know, we work with companies to try to as-
sure the safety——

Ms. KAPTUR. Ma’am, I will tell you, I am a little uncomfortable
with what you are saying to me. If I bake a cake at home and I
look at where the ingredients are from, for example, I know where
they are from, or at least I think I do, by reading the label. But
for these drugs and medical products like Heparin, it seems like
there is a lot more that is being offshored and we don’t really
know—how do under what conditions those pigs actually live?

Dr. HAMBURG. Well, one of the reasons why we have really devel-
oped a much broader international program is so that we can get
a better handle on these kinds of issues. We now have offices in
China, for example, to enable us to be on the ground, working with
manufacturers, working with regulatory authorities there.

Ms. KAPTUR. I really wish I could get you on the ground in Ohio
so we could provide them with real competition. As I look at some
of the answers that were provided to past questioning, it looks like
Illinois has really got this thing wrapped up, and maybe there is
not as much competition as we think. Because we are looking at
three companies here, all in Illinois—Schaumburg, Illinois; Deer-
field, Illinois; Lake Forest, Illinois—three companies. I wonder if
they have connecting doors. I don’t know. I will have to take a ride
over to Illinois and take a look.

But according to information that you provide—you know, I am
really asking—I am going to become an expert in Heparin. If Amer-
icans died, we ought to know why. And we ought to really go back
and understand that production chain intimately, because it will
insltlruct us on what is happening with other medical products as
well.

According to your answers to us in the record, one of my ques-
tions was, what percent of Heparin’s ingredients are domestically
produced versus foreign-produced? FDA could not give an exact an-
swer on that. Here is what they said: “The percent of Heparin com-
ponents produced domestically versus abroad is determined by each
manufacturer according to their specifications.” And then it says,
“Manufacturers of the finished product, Heparin, to be marketed in
the United States do disclose the source of the active pharma-
ceutical ingredient,” but you are not necessarily on the ground
where that source is being produced. And you say, “FDA would
need to review each application to determine the percentage of for-
eign-made components in each finished Heparin product available
on the U.S. market.” So, basically, FDA doesn’t know.

And it also says, there is a note, “Please note that the drug appli-
cations contain information that is a trade secret.” Now, as I un-
derstand it, Heparin is off-patent. Am I correct? This has been



37

around for a long time. It is a trade secret, commercially confiden-
tial or otherwise protected from disclosure to the public under the
Freedom of Information Act, the Trade Secrets Act, the Privacy
Act.

If something is off-patent, I mean, tell me here, why don’t the
American people have a right to know where the ingredients of
Heparin come from specifically? What is missing in the law?

Dr. HAMBURG. I think, you know, the problem is that Heparin
and many other products are made in complex ways that have in-
gredients that come from many places. The companies take respon-
sibility for making sure, to the degree that they can, that the sup-
ply chain is safe and intact. And we have a responsibility to over-
see that process.

But in terms of our resources to be in every place where a pre-
cursor material is made, it is not

Ms. KAPTUR. Is it within your purview to impose user fees on
those companies to ensure that that product that comes back here
is safe? Or do you need more legislative authority to do that?

Dr. HAMBURG. You know, with respect to Heparin, after the prob-
lem arose, there were some fundamental things that needed to be
done to shore up the safety of that product and, also, that could
be applied more broadly, things that involve more intensive screen-
ing of the precursor products, more intensive screening of the man-
ufacturing procedures, more intensive screening of the final prod-
uct——

Ms. KAPTUR. And who is paying for that, ma’am?

Dr. HAMBURG. It is a—you know, we are working with industry.
They do provide user fees for components of the work that we do.
Budget authority pays for many aspects of this program. And in-
dustry directly, through their work, takes responsibility for compo-
nents of it, as well.

Ms. KAPTUR. Thank you. There will be more questions.

Mr. KINGSTON. Thank you.

Mr. Latham.

Mr. LATHAM. Thank you, Mr. Chairman.

And welcome. I apologize for not being here earlier. As you may
be aware, there are a few other things going on this morning also.
And I want to thank you for coming by and visiting. I appreciate
that very, very much.

LIVESTOCK ANTIBIOTICS

Last summer, the FDA released its final draft guidance 209 on
antibiotics used in livestock production to keep animals healthy
and products safe. In the guidance, you laid out plans to phase out
the use of growth promotion or production antibiotics, as the FDA
refers to them, and increase veterinary oversight on the farms.

The production antibiotics FDA proposes to eliminate serve two
roles: to improve the overall health of growing the animal, and,
thus, leads to improvement in feed efficiency and growth as a re-
sult of improved health and gut integrity.

Given this final draft guidance will directly impact the health of
animals and livelihood of a lot of pork producers—and you may be
aware, in Iowa, we have, like, six pigs for every human in the State
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of ITowa—I am really curious as to what sort of outreach has the
FDA done with the producers themselves to get their input.

These are farmers who, you know, care for these animals. They
produce a bountiful and safe food supply. And I really think that
that type of outreach is extremely important to really understand
modern production agriculture.

And if you could just talk about that, what kind of outreach, or
is there communications going on at all.

Dr. HAMBURG. Well, very much so. And our Center for Veterinary
Medicine has been deeply engaged in this issue and in those con-
versations.

It is a very important concern. As you know, antibiotics are vital
for treating illness and disease in humans and animals. It is a vital
resource, but it is a limited resource in terms of the number of
antibiotics available. And there are not many new antibiotics in the
pipeline. We don’t want to be in a position where antibiotic resist-
ance develops and we no longer have tools to treat serious disease
in people or animals.

And that is why we are moving to try to define a framework for
their use that is really as judicious and thoughtful as possible,
never denying antibiotics for appropriate treatment when there is
an indicated medical need, but reducing use that can contribute to
antibiotic resistance and is not medically indicated, not for thera-
peutic purposes.

We have been working closely with producers and with the in-
dustry, have had, you know, a lot of ongoing conversations and a
lot of, you know, back and forth. We are trying to move in a vol-
untary way to accommodate many of these concerns, and working
with the veterinary community so that we can make sure that anti-
bioiclics are administered as appropriate and with appropriate over-
sight.

Mr. LATHAM. Just to clarify, are you saying it is better to wait
ulntil ‘}he animals get sick or to have healthy animals all the way
along?

Dr. HAMBURG. Well, we want to have healthy animals, but we
don’t want to use our antibiotics in ways that can cause additional
serious problems. And antibiotic resistance is a very real problem.

When there is a therapeutic indication, antibiotics should be
used. When it is for growth-promotion purposes, that can con-
tribute to antibiotic resistance; it doesn’t serve a therapeutic pur-
pose. And in terms of the overall health and wellbeing of animal
and human populations and our ability to have this vital resource
of working, effective antibiotics, we need to move in some new di-
rections.

Mr. LatHAM. I still question whether you are saying, you are
not—in my mind, it is better to have a healthy animal to begin
with, just like healthy human beings, rather than to wait until you
have—I would think it was more of a food risk with diseased ani-
mals, if you wait until after the fact.

And the idea of growth promotion or whatever it is, is just be-
cause they are healthy; it is not because they have hormones or
something being fed to them.

Dr. HAMBURG. But we know that you can reduce the use of anti-
biotics in those settings without compromising health of animals.
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And we need to be judicious in how we use these very vital re-
sources.

ANIMAL ANTIBIOTICS

Mr. LATHAM. But I think you should give some credit, and, cer-
tainly, I would hope that there is input from producers. I mean,
they are facing record-high input costs. They are not going to be
overusing anything, because their bottom line is very much af-
fected. And also, it is to their economic advantage to have the
healthiest animals possible out there to go into the food system.

So, in my mind, it is a concern that you don’t give the apprecia-
tion maybe of the producers and their position that should be, I
think, well-deserved.

So, anyway, thank you.

Mr. NUNNELEE [presiding]. The chair will recognize Ms.
DeLauro.

Ms. DELAURO. Thank you very much, Mr. Chairman.

Good morning, Commissioner.

Dr. HAMBURG. Morning.

HR. 1

Ms. DELAURO. To all, my apologies. Secretary Sebelius was testi-
fying in HHS, but I wanted to make it to the hearing this morning.
And thank you for the good work that you all do at the FDA.

Three years ago, Commissioner, the Science Board reported that
the FDA was so underfunded that it could not perform its public
health mission. Congress responded by increasing funding in 2009
and 2010. That progress stalled with this year’s continuing resolu-
tion. And the House passed H.R. 1, which would cut FDA funding
by $241 million.

I have a series of questions that I would like answers to, and
specific. My view, as somebody who runs for office every 2 years,
that if you can’t quantify what you have, if somebody can’t tell you
where it is all coming from and where your votes are coming from,
you don’t have any idea whether or not you are going to win. So
it is about the numbers.

How would FDA accommodate that kind of a cut? And what
would it do to efforts to address problems identified by the Science
Board in 20087

Specifically, if the cuts in H.R. 1 were implemented, would it
lead to fewer food safety and medical product inspections? How
many?

Would the cuts impact the amount of imported foods and medical
products that get inspected? How many?

Given that cuts would have to be enacted in a short amount of
time, would furloughs or reductions in the FDA inspection force be
necessary?

The President’s budget closes some of the gap on needs identified
by the Science Board. Where does it leave us if we lose ground in
2011 and then fail to fund adequately in fiscal year 20127

What would that do to the agency’s ability to perform its mis-
sion? What are the risks to public health if FDA isn’t able to per-
form its mission?
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Dr. HAMBURG. Well, we do face, you know, a very worrisome situ-
ation in terms of the facts that, as you recognize, FDA’s mandates
and responsibilities far outstrip our resources. For many, many
years, many decades, truly, we have been underfunded, under-
resourced, as that Science Board report pointed out. And they
callled for very significant increases to our budget over a 5—year pe-
riod.

We have been very grateful for the resources that we have gotten
over the last 3 years to help build our budget. And it has enabled
us, I think, to put in place important programs in key areas to pro-
tect the health of the public.

If we had to face cuts of the magnitude you are describing, you
know, it would be devastating. The size of the cut is equal to the
budget of, you know, one of our centers. Of course, we would absorb
it across the agency

Ms. DELAURO. I am looking for some specific numbers, Madam
Commissioner, because I think that the impact is lost if we do not
have the numbers.

And, again, you know, I was concerned about funding last year
at this time when we spoke about what the Senate was going to
do with the bill on food safety, et cetera, and in order to move on
a piece of legislation which is so good and which is so much needed.
But without the resources to do it, what are the consequences?

Now, it is not a question of even the—it is a question of the re-
sources for 2012. But we have looming here H.R. 1. I want to know
very specifically, as I said, how many food and medical product in-
spections? What impact on imported food and imported medical
products?

[The information follows:]

H.R. 1 FooD AND MEDICAL PRODUCT INSPECTIONS

FDA estimates that the reductions to the FDA budget in the House-passed
version of H.R. 1 will result in approximately 1,250 fewer FDA inspections of firms
that provide or manufacture food and medical products. In addition, House-passed
version of H.R. 1 will result in a significant decline in funding that we could provide
to our state counterparts to support development of an integrated national food safe-
ty system as well as a decline in funding to provide employee training that would
negatively affect the level of expertise within our workforce.

And, you know, if you can’t answer them today, I really want it
laid out very specifically so that it is well-known what we are play-
ing with here at our risk. And we need you to talk about the agen-
cy’s ability to perform its mission and what the risks are to public
health—above all, what the risks are to public health.

[The information follows:]

H.R. 1 PuBLIC HEALTH RISKS

FDA estimates that the reductions to the FDA budget in the House-passed
version of H.R. 1 will diminish the ability of FDA to perform its mission and protect
the public health. FDA’s ability to assure the safety of America’s food supply and
medical products will be substantially reduced. For example, the magnitude of the
cuts may result in approximately 1,250 fewer FDA inspections of firms that provide
or manufacture food and medical products. The reduced number of inspections can
result in an increase in the number of manufacturing and safety incidents that
threaten the health of patients and consumers.

In addition, FDA also estimates that the reductions for FDA in the House-passed
version of H.R. 1 would result in 7,500 fewer FDA import inspections to assure that
imported foods and medical products meet safety standards. A lower inspection rate
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makes it difficult for FDA to monitor the safety of a growing volume of food and
medical product imports. The result is that Americans could suffer increased
foodborne illness and experience greater medical product safety problems resulting
in more sickness and deaths.

In addition, FDA also estimates that it must conduct analysis of 3,300 fewer food
and medical product samples to identify safety problems. This reduction in labora-
tory sample analysis may result in increased incidents where foodborne contamina-
tion and drug, device, and biologic safety problems would go undetected.

Furthermore, FDA’s ability to implement the new food safety legislation will be
severely limited. The H.R. 1 reduction will likely increase the risk of recurring out-
breaks of foodborne illness and lead to greater industry losses of revenue and mar-
ket share.

Overall, cuts of this magnitude may limit FDA’s ability to stimulate and support
industry innovation that offers promising new opportunities to diagnose, treat, cure,
and prevent disease. These lost opportunities would diminish industry innovation
and compromise the development of new products that would improve the lives of
patients.

I don’t know if you have any of those numbers today——

Dr. HAMBURG. I can’t give you exact numbers in terms of how
many fewer inspections. I can tell you that it will be significant.
We will be unable to do inspections, domestically and internation-
ally, at the level that we need to be doing. We are already not at
the level that we want to be and that we know really matters.

We will be delayed in our ability to review and approve new
medical products that come before us. That will have impacts on
people who need and are counting on those products. It will have
broader impacts on the economy and the health of the companies
making those products, the jobs associated with that, our ability to
maintain exports in key areas and our global economic competitive-
ness.

Ms. DELAURO. Uh-huh.

Dr. HAMBURG. We will not be able to do the work that needs to
be done to assure the safety of the blood supply—fundamental
things that matter to people every day.

So we need to be, obviously, very thoughtful. We all recognize
that we have to tighten budgets. And, you know, we will work with
Congress going forward to examine how we can achieve important
cost savings. And the President’s proposed budget does contain
some significant administrative and contract savings across the
agency. But we have critical programs, unique programs that are
vital to the health and safety of people.

Ms. DELAURO. It is going to be important to this committee. And
I just outlined some in the food safety area that I think we need
to have a catalog of—and you mentioned the blood supply—of what
that would that mean. I think it is critically important for this
committee to know that, in terms of what its actions are going to
be. And I also believe it is critically important for the public to
know what is about to befall them if this piece of legislation sees
the light of day.

Thank you.

Dr. HAMBURG. Thank you.

FOOD SAFETY MODERNIZATION ACT

Mr. NUNNELEE. I will recognize myself for a follow-up on where
I was at the last line of questioning, back on the Food Safety Mod-
ernization Act.
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We talked about how the budget request for this year is $183
million. I will acknowledge that I am new here and I am still learn-
ing. The approach that I have to take is the exact same approach
that I took in my business before I got here, probably the same ap-
proach that American consumers have. It is, What are we asked to
spend, and what are we going to get for what we spend?

So, $183 million for this year. Do you have a 10-year estimate
as to what the enforcement of the Food Safety Modernization Act
would cost?

Dr. HAMBURG. We believe that, in order to fully implement the
Food Safety Modernization Act and all of its many important man-
dates and requirements, that we would need the money that is out-
lined in the President’s fiscal year 2012 budget and we would need
likely comparable increases over the next couple of years to get us
to the overall working budget for this program.

As a businessman, though, I think you can appreciate that there
are some investments that have a greater return on investment.
And I think it is really important to underscore that this oppor-
tunity that we have to really transform the food safety system in
our Nation is going to have much more profound impact than what
you are paying up front in terms of those dollars.

It is going to reduce costs to the health care system, preventable
costs. It is going to reduce unnecessary lost work productivity,
which is going to be important to our economy. It is going to sup-
port the health and growth of critical sectors of our economy, the
food industry, enabling them to have broader markets here at
home, more trust and confidence of consumers, as well as stronger
export markets.

So there is huge return on investment. And the costs of these
outbreaks of foodborne disease that we know can be prevented are
enormous, in the billions, you know, well over $100 billion.

Mr. NUNNELEE. All right. I want to continue to pursue it, but I
think the chairman is back.

TRANSFORMING FOOD SAFETY AND NUTRITION

Mr. KINGSTON [presiding]. I am only worried about your voting
right now.

See, Dr. Hamburg, we are trying to run this in a manner that
is fastest on everybody.

I want to talk to you about the dietary guidelines. And I know
that you have been involved in this in New York City and so forth.
And I know that salt is always on everybody’s drop list. But there
are so many articles that take the other side of salt. And I will sub-
mit these for the record, but there are five or six of them right here
that kind of, on a fact-based discussion level, talk about the sodium
intake and, you know, give a counter side to it.

And I think, as somebody with FDA, while it is okay for an advo-
cacy group to take a position, I don’t think that FDA should take
a position on that until they have looked at all the facts. And I am
going to submit these to you. And I would like you to get back to
me and let me know what your comments on that are for the
record.
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ENFORCEMENT OF TITLE XXI

Mr. KINGSTON. I also want to switch gears right now and talk
to you about a GAO report that came out about a year ago, and
it was on the Office of Criminal Investigations. And the gist of it
was that the FDA Office of Criminal Investigations operates almost
autonomously, with the director deciding which cases he or she
would report to FDA’s senior management.

Are you familiar with that report?

Dr. HAMBURG. I am.

Mr. KINGSTON. Have you taken steps to rein that in? Because
what the GAO said is that investigations really should come
through you and be part of the FDA core mission and consistent
with it and prioritize, rather than have an autonomous group over
there doing it their own way.

And the GAO report also pointed out that their budget had risen
by 73 percent since 1999 and the number of employees has gone
up 40 percent.

So would you care to comment on that?

Dr. HAMBURG. Well, that component of FDA does serve a very
important role, but

Mr. KIiNGSTON. Well, no, that is not my question. My question is,
have you implemented the GAO recommendations? Or do you dis-
agree with them?

Dr. HAMBURG. Well, we reviewed it very carefully, took it ex-
tremely seriously, and a group of individuals followed up in terms
of developing a set of actions that should be taken based on that
GAO report. We are moving forward with that. In addition, we
have

Mr. KINGSTON. Well, where are you right now? I mean, can you
give me a list of what they are investigating and why they are in-
vestigating it?

Dr. HAMBURG. You know, I am not sure that I would be allowed
to give you a list of what they are investigating and why, since
they are ongoing investigations. I would have to, you know—I
would be happy to, if I could. But in terms of the kinds of work
that they do, it relates to some of the important questions that
Congresswoman Emerson was asking about, the control of counter-
feit drugs——

Mr. KINGSTON. So you feel like what they are doing is consistent
with the core mission, even though FDA’s senior management did
not know what they were doing?

Dr. HAMBURG. You know, I think that the GAO raised a number
of very important concerns that we are taking seriously. And, as
I said, you know, we looked at it and have developed a set of action
steps. We are also working closely with the department’s IG be-
cause it is all part of a coordinated effort to address a set of en-
forcement and investigation activities.

So we are currently in a period both of trying to examine systems
and how it works; we have new leadership that is overseeing that
component of FDA broadly. And we are recruiting for a new head
of that office.

Mr. KINGSTON. What is their budget?

Dr. HAMBURG. I don’t know off the top of my head.
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Do you know?
We would have to get that for you.
[The information follows:]

OCI BUDGET

For FY 2010, the Office of Criminal Investigation’s budget was $47,095,762, which
includes payroll and operating expenses. The Office of Criminal Investigations has
244 FTE.

Mr. KiNGSTON. Okay.

Mr. McGarey, you are aware they have increased 73 percent?
That was the GAO number.

Mr. MCGAREY. Yes.

OFFICE OF CRIMINAL INVESTIGATIONS

Mr. KINGSTON. All right. Here is one of my questions. And I am
going to confess, it may be partly personal. There are two Members
of Congress who ride bikes to work, and I am one of them. If I
Google “Novitzky”—do you know Jeff Novitzky? You do know him?

Dr. HAMBURG. I don’t know him personally, but——

Mr. KINGSTON. Does he answer to you? Who does he answer to?

Dr. HAMBURG. Well, he is an employee of that office.

Mr. KINGSTON. And so, who would be his boss?

Dr. HAMBURG. Well, his boss would be the head of that office, re-
porting through our
hMl?". KINGSTON. And that is the vacancy right now, the head of
that?

Dr. HAMBURG. There is a vacancy, and we have an acting head,
of course, in that office. And then

Mr. KINGSTON. So he would answer to the acting head?

Dr. HAMBURG. And to the ACRA, the Assistant Commissioner
that oversees our inspectorate.

hMr. KINGSTON. So he is four away from you, so to speak? Is
that

Dr. HAMBURG. I suppose that

Mr. KINGSTON. Here is my question. And, you know, all the very
important issues in food safety and drug safety and everything. If
I Google “Novitzky”—and I invite you to do it, because I did it this
morning; I just wanted to confirm. “Novitsky and Lance Arm-
strong,” do you know how many hits come up?

Dr. HAMBURG. No, I don’t.

LANCE ARMSTRONG

Mr. KINGSTON. 116,000. And including going to France to inves-
tigate Lance Armstrong. Now, if he has broken the law, then that
is a very serious matter. But it almost appears to me that there
is a little adventurism going on here, that Mr. Novitzky is oper-
ating on his own.

I would like to know how much has been spent on this investiga-
tion and why so much money has been spent. And is there anybody
here who could give me the answers to that?

Dr. HAMBURG. I don’t think we could give it to you now, but we
would be happy to follow up with you. And this is also, you know,
in conjunction with the Department of Justice.

[The information follows:]
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LANCE ARMSTRONG INVESTIGATION COST

The FDA Office of Criminal Investigations, known as OCI, estimates that it has
expended $17,450 to cover investigative travel costs covering a timeframe from mid-
2009 through February 2011. These are the only expenditures allocated to this case
from OCT’s operating budget thus far. This does not include estimates of agent sala-
ries. OCI has one primary case agent assigned to this investigation.

Mr. KINGSTON. But you are aware of this investigation?

Dr. HAMBURG. I am.

Mr. KINGSTON. And you are aware that, I believe, millions have
been spent, lots of time?

Dr. HAMBURG. I don’t know——

Mr. KINGSTON. And I would like to know what priority that is
in the food chain, because what I am very concerned about—and
I hope that I am proven wrong—but that, because it is a celebrity,
and one great way to make a name for yourself in this town and
in politics is to bring down a celebrity—and, certainly, all people,
whatever their status is, need to follow the law. But it appears that
millions of dollars are being spent, lots of employees are involved
in this. And I am not sure why so many resources would be put
in front of the issues with Heparin that Ms. Kaptur raised or the
issue with OxyContin that Mr. Rogers raised or the issues that
Mrs. Emerson raised.

So what I want to see from you on this priority list—and I under-
stand you have to keep some of this quiet—but I would like to
know where this is in the priority list and see how many dollars
have been spent. Because I really believe this is one man’s tear,
maybe a personal issue, after somebody else. And I am not sure
where the balance is.

But, again, I want to know where it is on the priority list, why
it is where it is on the priority list, how many people are in this
investigation, and how much it has cost the taxpayers.

Dr. HAMBURG. Okay. I appreciate your concern and have raised
some similar questions, myself, within the agency. And we will get
back to you.

[The information follows:]

LANCE ARMSTRONG INVESTIGATION PRIORITY

Under a long-standing policy established by the Department of Justice, FDA does
not comment on open investigations.

Mr. KINGSTON. And do you know the irony of it?

And, Mr. Farr, I am going to shut up in a minute.

But I just want say to you as a bike rider, it is one of the health-
iest things Americans can do right now. And I know of your per-
sonal interest in health. But this is an icon who revolutionized bike
riding and brought it home to so many Americans. And, again, if
he is guilty, you know, that is a different matter. But I just sense
that, you know, this is blown out of proportion, in terms of re-
sources put into it. But in terms of public health, this is a huge
icon that your agency is trying to take down. And maybe it should,;
I am not saying you are wrong on this. But what I am saying is
you are really going after somebody whose name is synonymous
with “health.”

Dr. HAMBURG. I understand what you are saying. You know, it
is an ongoing investigation in coordination with the Department of
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Justice. You know, I can’t speak to the details, but we would be
?appy to provide you with some of the information that you asked
or.

I also hope you wear a helmet when you ride your bicycle.

Mr. KINGSTON. I do. And I occasionally stop at red lights, as well.

Mr. Farr.

Mr. FARR. Well, Mr. Chairman, with this disclosure of how much
you ride a bike, I want to invite to you the greatest bike-riding
event in the entire world. It is called the Sea Otter Classic, out in
Monterey. It features bike events of every single type, inter-
national. So I hope someday——

Mr. KINGSTON. As long as they have a slow lane, I might be able
to make it.

Dr. HAMBURG. Well, and I have to confess, I tried to do a bike
ride of the 17 Mile Drive but turned around before we completed
the whole circuit. I can sort of blame my kids for not wanting to
go further, but

Mr. FARR. Well, we are a bike-friendly community. Thank you.

A lot of this discussion has been around cuts and essentially new
appropriations.

FSMA USER FEES

Mr. FARR. I would like to focus for a minute on user fees. When
we passed the Food Safety Act, we had some user fees in there in
the House version. It got knocked out in the Senate version. There
was a user fee and an annual registration fee, the Food Safety En-
hancement Act annual registration fee of $500 a year for food facili-
ties. And I understand that the food facility or the industry sup-
ported it and consumer groups supported it and it was to provide
FDA with needed additional funding. Where is that user fee pro-
posal now?

Dr. HAMBURG. I think that at the present time, there is an inter-
est in continuing discussions around fees that could help to support
the Food Safety Modernization Act. As you know, industry had
been supportive, or components of industry at least, of some kind
of a registration fee. Clearly, when you think about food safety, it
is an issue where both the public and industry have huge invest-
ments and concerns in terms of the outcomes, the benefits. So it
makes sense for it to be a shared responsibility in terms of sup-
porting the programs.

We hope that there will be continuing discussions with industry
and with Congress about user fees, and I think as the President
indicated in his budget, we are hoping that in 2013 there will be
proposals that deal with that. But action before then would be most
welcome as well.

Mr. FARR. We need the authority to do that. Perhaps we ought
to revisit that, Mr. Chairman. My district, when I was on the coun-
ty board of supervisors—and I think in every county in California,
the county environmental health offices have a restaurant inspec-
tion fee. Every kitchen is required to be inspected. Of course, no-
body likes that. You know what? It has an incredible effect on mak-
ing sure that the food preparation in all our restaurants and food
for-profit institutions are done according to health standards, and
I think there doesn’t seem to be anybody wanting us to repeal that
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fee. I think you get—if people find a benefit for the fee, they will
use.

There is another fee that the President’s budget anticipates is
going to raise $61 million. It is a volunteer fee. It is called the Vol-
untary Qualified Importer Program. I wondered if you could just
tell me how that is working. As we talked about earlier, I am very
concerned about safe imports, because a lot of fresh product grown
in Mexico comes into the United States and fresh product grown
in the United States goes to Mexico and because Mexico is the
number one trade partner with the State of California, and Cali-
fornia is the largest ag State in the union, a lot of that trade with
Mexico is agriculture.

IMPORTED FOODS

If that agriculture trade is delayed because of inspection issues,
either on the Mexican side or the U.S. side, it is just lost. Everyone
is concerned about this. You want to do thorough—but quick—in-
spections. So you created this sort of fast-track program, to move
food product expeditiously.

I wondered if you think this qualified importer program is going
to work and work so that those who are paying to be in the pro-
gram will get fast tracked.

Dr. HAMBURG. I think as we have talked about already, the chal-
lenge of dealing with all of the imported foods is a huge one, and
we need to find ways to extend our reach and we need to find ways
to have a risk-based approach. And this is one way to help in that
regard where we can reward people with good track records in
terms of being able to recognize that they have demonstrated ad-
herence to standards and quality. They don’t need the level of in-
spection, et cetera that other purveyors may require. We need a
risk-based strategy overall so that we can really target limited re-
sources. But we are developing a set of new tools and strategies,
some that came with the Food Safety Modernization Act, in order
to extend our reach internationally and to utilize third parties.

Mr. FARR. Do you expect to meet that goal of $61 million in fee
revenues this year?

Dr. HAMBURG. I think we don’t yet have the foundation of a pro-
gram in place and it will take a while to build up a program. But
I think that we would anticipate that it will be a program that will
be subscribed and successful. And I would hope we would be able
to recover that amount of money. But again, this is a request for
2012. So we won’t be seeing it immediately.

LEAFY GREENS

Mr. FARR. Well, would you pass on my sincere thank you and ap-
preciation for the work that Mike Taylor is doing in meeting with
growers. I know. I know where you are. You are hiding back there;
but, Mike, sincerely, the effort you have made to sit down and lis-
ten and show the concern and understanding for a very complex
process of trying to ensure leafy green food safety. Mr. Chairman,
almost everything we produce in the United States has some kind
of process where you can sterilize it and sanitize it, except leafy
greens like lettuce. You can’t cook it. There is no heat process. So
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you really have to develop all of that food safety into the growing
practices and to be able to have traceability in that.

And the industry is—the California industry is way ahead of the
world, and we are excited about it. And remember, they were the
ones that came before this committee when Rosa was chair, and I
think shocked us all by saying we need to be regulated. Well, they
went out and set up a bunch of tough regulations and now they are
asking the Nation to be regulated like they are. And I think it is
a good program.

Mr. KINGSTON. I agree with the gentleman, and I had an oppor-
tunity to be briefed on what the California program was, which is
voluntary, and I thought it was a very positive step. Incidentally,
for what it is worth, one of my first jobs was a cook, and the way
we sanitized the lettuce was—I hate to say this in front of Dr.
Hamburg—but we soaked it in salt in order to kill the bugs. And
I am not sure if that would meet her standards or not. But it was
so much better. Dr. Hamburg, I might have to give you some some
time.

Ms. DELAURO. Sounds good to me, Jack.

Mr. KINGSTON. I knew I could count on you. The Italians would
appreciate.

Ms. DELAURO. Lots of salt, pepper, oil and garlic and parsley.
That is all you need to make it happen. That is right.

Mr. KINGSTON. The Southerners and the Italians merge on that.

Ms. DELAURO. Thank you.

GENERIC DRUG FUNDING

Commissioner, H.R. 1 dropped the language specifying the level
of generic drug funding in the 2010 bill. There is no report accom-
panying that bill. So there is no idea of what level the bill would
provide. Since H.R. 1 also cut funding for the drug-centered FDA
by 10 percent below 2010, 14 percent below the 2011 request for
the drug center, we can assume that a cut in generic drug would
use at least these amounts and probably much more, given the
lateness in the fiscal year.

Let me ask you about your concern about the impact of the cuts
to CDER on generic drug review work. And do you, of course, see
a slowing of application reviews and a loss of savings to patients
in the health care system as a result? And again, what I am trying
to get some idea of so that we know what the consequences are,
is a sense of how many fewer generic drugs would be approved
under H.R. 1. What can you tell us?

Dr. HAMBURG. Well, we have been making progress in the ge-
neric drug area in terms of addressing the backlog and moving
product review forward, and it is really quite impressive. We re-
view about—we approve about two drugs per business day at the
present time. And we know that generic drugs are making a huge
difference in terms of access to critical medicines. And this cut
would set us back. It would mean that our backlogs would increase,
and we would have fewer drugs being reviewed and approved in a
timely way.

Ms. DELAURO. Do you have any idea how many?

Dr. HAMBURG. Again, I would prefer to get back to you with
exact numbers. Again, it is one of those issues where we have to
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not be penny-wise and pound-foolish. A small cut to that program
is going to have repercussions in terms of costs to the health care
system. I think about 75 percent of prescriptions in this country
today are generic drugs, and they are resulting in huge savings.

Ms. DELAURO. Savings. That is the point I want to try to make,
because we are taking a look at how we are trying to save money
and cut back the cost in health care. Now, there is also something
that—you don’t have to comment on this—something that I wanted
to go after, and that is this opportunity that the pharmaceutical
companies have where they pay to delay, pay to delay a generic
drug from coming to the market, so that they are in essence paying
their competitors to do that. They have agreements in order to do
it. If that were not allowed and if we could move generic drugs to
the market sooner, on that one specific item I mentioned on the
pay to delay, if the Federal Government is purchasing drugs for
TriCare, for Medicare, for Medicaid, it is about a $3 billion savings.
And when you think about the savings that can be made if we have
generic drugs going to the market, that in fact we can begin to look
at how health care costs get reduced, which is what we are trying
to do.

The other piece is what I mentioned in terms of the pay to delay,
immediately—and that follows on the generic drug piece, because
$3 billion we could apply to some other effort, including reducing
the deficit rather than taking the money from food safety mod-
ernization or from inspectors or for dealing with some of the other
areas that we do. And those are the places that we ought to start,
rather than putting at risk the health and safety of people in this
country.

If I can quickly do a food modernization piece, because it is hard
for me to stay away from this area, the legislation calls for the in-
spection of high-risk food facilities once every 5 years initially, and
dropping to a frequency of once every 3 years. Low-risk plants
would initially be inspected every 7 years and then dropped to one,
once every 5 years.

Based on the information you currently have, how many food fa-
cilities would fall into the high-risk category and how many would
fall into the low-risk category? And in order to meet the mandate,
how much more funding would FDA need to reach those inspection
frequencies and how many more inspectors would you need to hire?

Dr. HAMBURG. Well, first I should have thanked you for your
leadership on food safety over the years. It has been most appre-
ciated. In terms of your question, let us see if Michael Taylor—he
says 8,000 in the high-risk category in 2012.

HIGH- AND LOW-RISK ASSESSMENTS

Mr. TAYLOR. Yes, the ongoing assessment of the bill. That is the
current—

Ms. DELAURO. Eight thousand in the high

Mr. TAYLOR. In 2012 we are shooting for about 8,800 high-risk
assessments. And that will play out as the bill is implemented.

Ms. DELAURO. Low-risk category?

Mr. TAYLOR. We do a total of 15,000 inspections, if you include
the State inspections. And we mostly divide up—we do most of the
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high-risk, and States share in that, but also do some low-risk in-
spections.

Ms. DELAURO. Which is why my prior comments about knowing
what we are able to do or not able to do when you are looking at
high risk, 8,000; not a small number for us to have—not the tools
that you need in order to be able to get the job done.

STATE AND LOCAL PARTNERS

Dr. HAMBURG. And the mention of the inspections done by States
gives me the chance to underscore a point that I did make earlier,
but I think you were out of the room. But another casualty of cuts
in H.R. 1 would potentially be our opportunity to help support the
State and local partners and the ability to help strengthen those
on-the-ground programs that are so important to an integrated food
safety program.

Ms. DELAURO. Thank you, Mr. Chairman.

Mr. KINGSTON. Thank you, Ms. DeLauro.

FOOD MARKETED TO CHILDREN

Dr. Hamburg, I wanted to talk to you about the Interagency
Working Group on Food Marketed to Children, the tentative pro-
posals that came out in December 2009; and we are having a com-
ment period, and I know it is the Federal Trade Commission and
the Center for Disease Control, USDA and you, and it really is
something that concerns me, the potential overreach based on
these guidelines that are sitting on the table right now, and I know
we are having a comment period. But under these guidelines that
are out there, the food that would not be allowed to be advertised
on television shows in which 50 percent of the audience is children,
could include peanut butter sandwiches, eggs, granola bars, noo-
dles, chocolate milk, pretzels, Cheerios, bread, Graham crackers
and cheese.

Mr. Taylor, I can see you squirming. I will go on. Raisin bread,
vegetable soup, yogurt, some salad dressing and, again, natural
cheese. And what bothers me is that—oh, and the television shows
that teenagers watch, basically college football, Fresh Prince of Bel-
Air, Full House, Jane Goodall’s Heroes, NASCAR—it is the only
thing I can keep up with—Nick News, Comedy Central, Sports
Center, USA soccer. So these items would not be allowed to adver-
tise on there. Doesn’t that strike you as an overreach, particularly
since these items are allowed on WIC to be sold?

Dr. HAMBURG. I think that the effort is really geared at trying
to make sure that there is an opportunity for information about
health products to be as accurate and informative as possible, and
that certain products that are targeted to youth audiences in par-
ticular often are targeted in ways that are misleading in terms of
their nutritional value, and it is the appeal of the sugary—sweet-
ened sugar, sugary cereal.

Mr. KINGSTON. Let me ask you this. It seems the nanny state
has a solution for everything. Good old Momma Government is
here to tell you how to raise your kids. I might want to serve my
kids baloney sandwiches. In fact, these peanuts, which this com-
mittee routinely enjoys eating, two packages would exceed your
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guidelines and they would not be allowed to advertise because of
the salt.

Mr. Taylor, I am going to invite you to come speak next time be-
cause—he is kind of like a referee in the background. You can’t see
him from here. But what does the nanny state want?

HEALTHY KIDS

Mr. FARR. Healthy kids.

Mr. KINGSTON. Let us talk about healthy kids. Are you familiar
with the family-friendly MTV show called Skins?

Dr. HAMBURG. I am not.

Mr. KINGSTON. Well, it is not exactly something you want your
14-year-old necessarily watching. And yet you could watch Skins,
which is basically kind of a titillating-type show. I haven’t watched
it. I have channel-surfed through it. But you could watch that
show, but you could not buy Cheerios—Cheerios would not be al-
lowed to advertise on it. Doesn’t that strike you as—even for
momma government—a little bit inconsistent?

Dr. HAMBURG. Well, from the FDA perspective, our role is to try
and provide accurate information to consumers so that they can
make informed choices, hopefully informed choices that——

Mr. KINGSTON. But isn’t the labeling law going to do that?

Dr. HAMBURG. I think it is very, very important to provide that
flginél of information so that people can begin to see what is in their
oods.

Mr. KINGSTON. I know you want it so that when I take my wife
out for a romantic Valentine’s dinner, we have to read through the
content of the food before we can order our fish and steak. And I
am not going to let you steal my romantic evening from it, but I
have got to say I don’t know where the nanny state is planning to
stop. It is just one thing after the other that you want to control.

But think about it. I want to invite you to look at a review of
the show Skins and think, We are saying, fine, you can watch it,
freedom of speech, parental control, I am not here knocking Skins,
but I am saying it is ironic that you can watch Skins but Cheerios
can’t be advertised on it because that might really hurt our teen-
algefls, not the fact that they are all running around in skimpy little
clothes.

Ms. DELAURO. I have got to watch the show, Jack.

Mr. KINGSTON. If T haven’t drummed up a little advertising and
interest in the show. Mr. Farr.

Mr. FARR. Thank you, Mr. Chairman. I have to run because we
got called for votes. But I think if we are going to go into what is
advertised on television, let us go after all these prescription drugs
that are just drowning the airwaves. By the time they give you the
disclaimers, they tell you you are going to die. I don’t know why
anybody wants to buy it. But they seem to be very effective and
I think it is abusive.

BORDER PRODUCTS

Getting back to border issues, I wondered if you could get me
some information to give to this committee on the number of tests
conducted on microbials and pesticides for fresh produce at the bor-
der. You don’t have to give me that right now, but if you could get
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it to the committee, and the time it has taken the agency to return
the results of those tests. I am really looking for the number and
the time.

[The information follows:]

MICROBIAL AND PESTICIDE INSPECTION TESTS

In FY 2010, ORA performed more than 2,200 microbiological analyses and more
than 1,700 pesticide analyses on imported fresh produce samples. These numbers
reflect multiple microbiological analyses performed on samples. For example, an im-
ported produce commodity may be analyzed for the presence of Salmonella, E. Coli
and Shigella. This would constitute a single product sample with three distinct anal-
yses.

MICROBIAL AND PESTICIDE TEST RESULTS

The time for reporting microbiological findings of products sampled during import
exams will vary based on the product being analyzed, the type of analysis, such as
foodborne pathogen, and the analytical finding. The minimum timeframe in which
a negative analytical finding may be obtained from a rapid screening method for mi-
crobe testing typically ranges between three to five days. However, when analyzing
more complex products and foodborne pathogens, this timeframe will range between
10 tol4 days. In addition, when the initial screening results are not negative, an
additional four to eight days is required to perform confirmatory testing. FDA con-
tinues to do research and collaborate with others to develop both more rapid and
sensitive screening and confirmatory tests.

MICROBIAL AND PESTICIDE INSPECTION RESOURCES

ORA continues to prioritize its available resources to maximize our public health
protection impact. We continue to identify and implement new rapid screening
methods in our field laboratories, providing FDA with the ability to rapidly screen
imported commodities for the presence of microbiological contaminants. In addition,
we continue to use our mobile laboratories at the borders to provide on-site micro-
biological screening of imported products. These laboratories allow ORA to screen
a high volume of imported product in an expedited manner, providing FDA with
greater assurance products do not contain microbiological contaminants.

Mr. FARR. And then I want to know whether you have—and you
can do that in writing to the committee—enough resources to carry
out and analyze and quickly report the results for those tests. This
is where speed is essential, and if there are any gaps in being able
to provide that speed, I would like to know about it.

COCOA BEANS

And lastly, I just want to read something and get that also on
the record in writing, because I am not looking for the answer
today. But I would like for you to be aware of an issue regarding
import procedures for issuing release notices for cocoa beans. It has
come to my attention that several of the cocoa processing industry
are facing time delays and additional financial burden at U.S. ports
because of the need to clean the product at the port, not at the
processing facility. I don’t even know all the facts, but I will submit
it to you and you can get back to us.

[The information follows:]

CocoA BEAN IMPORTS

Imported cocoa beans from Brazil, Indonesia, and Malaysia are subject to, deten-
tion without physical examination—or DWPE—due to a historical presence of live
insect infestation. The product can be released into U.S. commerce if the importer
shows the product complies with import standards or if the importer reconditions
the product to successfully address the insect infestation problem. The surest way
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to accomplish the latter is to have the cocoa beans fumigated and then cleaned of
any insect detritus.

FDA does not require cocoa beans to be fumigated or cleaned at the Port of Entry.
According to Chapter 9 of FDA’s Regulatory Procedures Manual, the importer
should provide to FDA details of the process the importer will follow for fumigating
and cleaning the cocoa beans. Chapter 9 describes two acceptable methods of recon-
ditioning shipments of cocoa beans. Either one of the options, if correctly imple-
mented, will result in a release of the shipment into U.S. commerce. There is no
requirement stating these activities be carried out in any particular location or at
the Port of Entry, though certain activities should occur before the cocoa beans are
delivered to the roasting plant.

In 2010, FDA met with the National Confectioners Association—or NCA—regard-
ing concerns over the fumigation and cleaning process. Some FDA Districts were re-
quiring processors to hold ‘tailings’, such as sticks, rocks, and dead insects, for FDA
to examine after the fumigation and cleaning process. NCA explained it was not fea-
sible for industry to comply with this requirement because of current industry prac-
tice. After reviewing the information provided, FDA determined that it generally
would not need processors to hold tailings to obtain release. FDA provided this in-
formation to the affected District offices and is in the process of reviewing the entire
guidance regarding reconditioning of imported cocoa beans subject to DWPE.

Dr. HAMBURG. Thank you. I have to confess I am not up to speed
on cocoa bean imports, but we will get back to you with informa-

tion on that. And on the other, it is very, very important.
ONSITE DIAGNOSTICS

I would just add to what you said about time being essential
with the testing of fresh produce coming into the country, it is an
area where we have huge opportunities to apply better science so
that we can have onsite diagnostics to give us answers quickly and
to be able to move products more swiftly, which matters to compa-
nies, and it matters to the quality of the produce, and it matters
to people who want those foods on their plates.

Mr. FARR. When you think about it, as we move from a fast-food
society to this so-called slow food, fresh food, we are going to have
to be extra fast at making sure the slow food is what we claim it
to be. Thank you.

Dr. HAMBURG. Thank you.

Mr. KINGSTON. Mr. Farr, I was just complaining to the very dis-
tinguished Democrat clerk that I think you guys took out our time-
keeper back here on the television. So you might have another 2
minutes if you want.

Mr. FARR. I am finished, Mr. Chairman. We have got to go.

Mr. KINGSTON. Dr. Hamburg, we appreciate it. We are going to
have to run on you. We will have a lot of questions for the record.
But I do want to say you are an extremely important agency to
every single household in America, And we all take a lot of pride
in your work and we all have opinions of what you are doing right
and what you are doing wrong. But we want to work through this
process with you, and we appreciate what you are doing. And while
the hearing is ending, our discussions won't.

So thank you, and this committee stands adjourned.
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FDA QUESTIONS FOR THE RECORD
U.S. HOUSE OF REPRESENTATIVES
APPROPRIATIONS FOR FY 2012

MARCH 11, 2011

QUESTIONS SUBMITTED BY REPRESENTATIVE KINGSTON
FDA BUDGET INCREASES
The FDA proposes $382 million in new discretionary spending, including:
new food safety law implementation and nutrition programs — +$218 million
countermeasures to chemical and biological threats — +$70 million

development of a pathway to approve biosimilars — +$56 million
improve science capacities and facilities — +$49 million

. & % ®

You have four major components that you are requesting increases for: food
safety; countermeasures to chemical and biological threats; biosimilars; and improving
science capacities and facilities.

Mr. Kingston: What is the priority here?

Response: All of the FDA priorities that you cited — food safety and nutrition,
medical countermeasures, patient safety and FDA regulatory science — are important
investments for FDA that are critically important to  two of the largest segments of
America’s economy: our food and medical products industries. These priorities are also
an investment in the health of individuals and the public health of our nation. The
Administration has chosen to advance these priorities during this challenging budget
environment in recognition of the fundamental nature of the FDA mission and how
indispensible these investments are to protecting America’s health.

Mir. Kingston: For each of the requested increases, by component, please provide
the number of additional FTE’s that FDA is proposing to fund, where they will be
located, what the estimated costs are to train and equip each new FTE, how much of the
increase is for external grants and contracts, and what grade level at which they will be
hired.

Response: 1 would be happy to provide an estimate of the cost to train and equip
new full-time equivalent positions hired with FY 2012 budget increases and how much of
the FY 2012 increase is budgeted for external grants and contracts:
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FDAFY 2012 Initiatives
Total Budget Authority Request by Initiative Required to Train and Equip
FTE and to Execute External Grants and Contracts
{Dollars in millions)

egulatory
Transforming |Advancing MedicalfProtecting [Science and
[Food Safety  [Countermeasures jPatients  [Facilities
Total Request $218.44 $70.0 $56.3 $48.6

Total amount of
request used for
external grants and
contracts during FY
2012 $57.5) $3.9 39.7 $9.9

Total amount of
request used to
train and equip FTE
during FY 2012 $4.9] $2.0 $1.3] $0.4

In addition, I would be happy to provide the hiring grade level for the FTE
requested in FY 2012 budget increase:

Total Budget Authority F1E requested by GS Level
‘ Regulatory

Transforming}Advancing Medical]  Protecting Science and

Food Safety § Countermeasures Patients Facilities
GS Level
6 0 1 0 0
7 83 8 304 0
9 0 3 0 0f
" 8] 9 5 2
12 227 32 9 7
13 97 73 51 27
14 19 31 15 8
18 3 8 8 5
AD 0 0 0f 1
Additonal F1E
requested 435 165 118] 50

In response to your question about the location and grade level for each position,
all of the positions will be located at the FDA Maryland offices in Rockville, White Oak
and College Park or the FDA Laboratories in Laurel, Maryland, In addition, positions
hired for activities at the National Center for Toxicological Research will be located as
the toxicology research laboratories in Jefferson, Arkansas. FDA must locate its staff at
these sites so that they can receive proper training and supervision for their new
responsibilities and so that they can effectively interact with their colleagues to resolve
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scientific and policy issues that support the FDA public health mission, or provide
essential support for such activities.

The Regulatory Affairs positions will be stationed through out the 20 district
offices, 13 laboratories, and 177 resident posts and border stations that FDA field staff
operates from to conduct inspection, field exams, field laboratory analysis and other
public health responsibilities that the FDA Office of Regulatory Affairs performs.

FIREWALLS AT FDA

We have talked on this subcommittee in the past about the firewalls that are
established at FDA to ensure that the FDA employees are free from industry pressure on
product approvals.

Mr. Kingston: Tell the Committee specifically what firewalls are in place in
terms of user fee programs?

Response: In the Center for Drug Evaluation and Research and the Center for
Biologics Evaluation and Research, reviewers are generally insulated from direct contact
with companies submitting marketing applications. Any contact between FDA and a
sponsor is generally conducted through the regulatory program manager, who does not
make decisions on whether drug products are approved or not. Furthermore, drug review
staff does not generally know which sponsors have paid a user fee and which have
received a waiver. This situation allows science-based decisions without regard to
payment of user fees. Finally, the Prescription Drug User Fee Act (PDUFA)
performance goals are designed to measure the time it takes to complete a review, not
approval time.

The Center for Veterinary Medicine has a team that handles the user fee program
management, and the team is separate from the review process. This team determines
who is billed for fees, grants or denies fee waivers, and ensures that sponsors are not in
arrears before releasing applications for review. These functions are maintained
separately from scientific review functions to safeguard the process and keep the review
staff impartial to any industry pressures.

The Medical Device User Fee payment process is administered by FDA’s Office
of Financial Management and not by the product submission review divisions. This
safeguard keeps the collection of user fees function separate from the product review
function. The review of science information regarding safety and effectiveness begins
only when the document control center is notified that the appropriate user fee has been
received.

Mr. Kingston: Tell the Committee specifically what firewalls are in place related
to post-market drug safety and advertising?
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Response: Safeguards have been developed to ensure the integrity of both the
post-market drug safety and advertising programs. When staff are conducting post-
market safety work, they have no knowledge of the user fee status of the companies
whose drugs are being reviewed for safety issues. When post-market promotional
materials are reviewed, there are several levels of review involving experienced staff in
the Center for Drug Evaluation and Research, also known as CDER. Team leaders, at a
minimum, review and concur with reviews drafted by staff members before those reviews
are issued. If companies contact staff members directly about items under review, the
staff members are not allowed to discuss substantive issues in that venue. Substantive
issues are only discussed in formal meetings or teleconferences where the staff person’s
team leader, at a minimum, is also present. These meetings frequently inctude other
Division of Drug Marketing, Advertising and Communication staff and potentially
including regulatory counsel, an associate director or director.

Mr. Kingston: Are you confident that these firewalls protect consumers and
taxpayers?

Response: FDA believes that these protections against influence protect
consumers and taxpayers. However, FDA recognizes the need to periodically assess
these protections to continue to assure that they provide adequate protection.

REAGAN-UDALL

The Reagan-Udall Foundation was established by Public Law 110-85, the Food
and Drug Administration Amendments Act of 2007. The law calls for a 14- member
board, and the foundation was established to identify and address unmet scientific needs
in the development, manufacture and evaluation of the safety and effectiveness of FDA-
regulated products, including postmarket evaluation.

The Foundation is a nonprofit organization designed to bring together experts,
consumer advocates and researchers to help FDA improve its drug, manufacturing,
product, and food safety processes to accelerate innovation, The law allows FDA to
provide between $500,000 and $1.25 million each fiscal year to manage the Foundation.
The Foundation is authorized to accept funds from private entities to develop its
recommendations for FDA. By law, federal and private funds must be kept separate.
Congress has prohibited FDA from transferring any funds for the operation of the
Foundation since fiscal year 2008.

There has been a prohibition on FDA funds being transferred to the Reagan-Udall
Foundation since fiscal year 2008.

Mr. Kingston: Please provide the Committee with an update on what FDA is
doing in partnership with the Reagan-Udall Foundation.

Response: As part of FDA’s innovation strategy, FDA has identified several high
priority scientific areas that FDA would like to engage in with the Reagan-Udall
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Foundation, also known as RUF. FDA will explore opportunities to collaborate with
RUF in the areas of food safety, novel approaches for developing therapies to fight TB,
and methods to enhance FDA’s ability to use clinical data sets for active post-market
product surveillance. In addition, FDA has asked RUF to consider developing a visiting
scholars program to bring outside expertise to FDA on topics targeted to support our
Innovation Initiative, which may include bioinformatics. As we finalize FDA’s new
Strategic Plan for Science, other opportunities may emerge.

Although RUF has been able to hire only one person, it has been able to finalize a
partnership with the Bill & Melinda Gates Foundation to improve the development of
novel multi-drug TB regimens. The Gates Foundation asked RUF to bring together
domestic and international TB stakeholders to prioritize the work needed to resolve
scientific hurdles in the development of such therapies. FDA’s role is to ensure that the
scientific parameters of this work are sound and targeted to the high-priority unresolved
questions. The scientific work will be done by private parties, academia, industry, and
advocacy groups. FDA will benefit from improved scientific methods for reviewing
novel therapies. The public health benefit from improved TB treatment is enormous.

Mr, Kingston: If the prohibition language was removed from the bill, what would
the impact be to FDA’s budget if you did transfer $500,000 but not more than $1.25
million to the foundation?

Response: The impact of RUF will be scientific, not budgetary. FDA would need
to maintain its proposed budget level for FY 2012 so that FDA can achieve the full scope
of its mission to protect American patients and consumers. A major benefit of the work
that the RUF would accomplish is the potential to accelerate the development of
improved science to evaluate the safety and effectiveness of the products that FDA
regulates and to accelerate the development of new products. This is work that FDA
could not otherwise undertake, either because we do not have the necessary expertise or
because FDA should not be in the leadership role. With funds to support personnel and
related infrastructure costs such as computers and office space, RUF could undertake a
more robust set of programs in areas of scientific importance to FDA,

Mr. Kingston: What in your view are the potential benefits to having the
foundation, and having the FDA being an active partner? What downside, if any, do you
see?

Response: Congress created RUF as a private entity, distinct from FDA, because
of the important work RUF can do that FDA cannot easily, or should not, undertake.
FDA, in'its role as regulator, should not lead a collaboration when the scientific
information produced may come to FDA for evaluation.

RUF can organize complex scientific collaborations that need a neutral third party
to convene the participants, negotiate complex working arrangements and data sharing
agreements, and help resolve disputes among participants.
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The difficult work to develop and manage such consortia can divert significant
FDA resources away from FDA’s core product approval and surveillance activities.

Patient advocacy groups are now looking to RUF as a mechanism for addressing
their scientific issues. Science that is too complex and expensive for one group can be
accomplished through partnerships of multiple patient groups, with academia, and
industry. One important benefit of RUF is its ability to incorporate these stakeholders in
its scientific work.

FDA will not be an active partner in all RUF projects. While in some cases,
active FDA involvement to ensure appropriate scientific approaches will be warranted, in
other cases FDA must have a more arms length role. For example, FDA may identify the
priorities and define scientific standards, but not engage in execution of the science.

FDA’S NEEDS TO ALIGN RESOURCES TO KNOWN PROBLEMS FIRST

We keep hearing this figure of 48 million Americans with foodborne illnesses, but
what you won’t hear is that -- only 20 percent of these illnesses are from known or
specified pathogens. Drill down even further, and you then have to look at the make-up
of the illnesses from known pathogens. Nearly 60 percent of the illnesses from known
pathogens come from Norovirus.

How do we address this number one issue? CDC’s March 4 update of Norovirus
states ... “Appropriate hand hygiene is likely the single most important method to
prevent norovirus infection and control transmission. Reducing any norovirus present on
hands is best accomplished by thorough handwashing with running water and plain or
antiseptic soap.” In FDA’s 630 page FY 2012 budget request, I cannot find one mention
of norovirus.

Now the second highest cause of illness is Salmonella. Under its authority before
the Food Safety Modernization Act, FDA finalized the Salmonella egg rule in July 2010.
According to FDA’s own press release, FDA said that as many as 79,000 illnesses and 30
deaths due to consumption of eggs contaminated with the bacterium Salmonella
Enteritidis may be avoided each year with new food safety requirements for large-scale
egg producers.

The third highest cause of known foodborne illness is Clostridium — where there
in one mention in FDA’s 2012 budget and that was related to food defense.

I can go on and on, but it is going to be challenging to provide additional
resources for the Food Safety Modernization Act until I am convinced that the Agency
has a comprehensive plan that first seeks to understand what they are looking for (80
percent of illnesses are unknown), and secondly, makes some attempt to tie increased
levels of activities to the known, illness causing pathogens. If we are going to make any
new progress in fighting foodborne illnesses, we need a clear strategy.
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Mr. Kingston: Would you agree with me that we have an extremely safe food
supply?

Response: It is true that the United States has one of the safest food supplies.
The food industry does a good job of providing abundant, safe food to U.S. consumers.
However, there has been a continuing series of food safety problems — major recalls,
outbreaks, and illnesses — most of which are preventable. The Food Safety
Modernization Act, which gives FDA new tools to prevent foodborne illness, received
the support of industry and consumer groups and represents a consensus that
improvements in the current system are necessary.

Mr. Kingston: The new law aside, can you please explain to me FDA’s strategy
to reduce the foodborne ilinesses so that we can make headway on the 48 million
illnesses?

Response: FDA agrees that there is a need for a comprehensive plan for food
safety. It is critical that we put in place a framework for a risk-based decision-making
system for food and feed safety. FDA has implemented risk-based strategies in the past —
for selecting facilities for inspection and targeting imports for border sampling — but
Food Safety Modernization Act has the advantage of providing a comprehensive risk-
based decision-making statutory framework. Investments in this framework will allow
FDA to build a system that puts resources to their optimum use to combat foodborne
illness.

Mr. Kingston: After spending hundreds of millions of dollars making sure that
food is safe along the farm to table continuum, how many foods are free from pathogens
and were safe before the food was rendered unsafe by improper storage or handling?

Response:  Food can be contaminated at any point along the farm-to-table
continuum. Therefore, all participants from growers to consumers have a role fo play to
help ensure food safety. Improper storage and handling does contribute to food safety
problems.

Tt is not possible to estimate how many foods are free from pathogens and were
safe before food handling. However, to address this aspect of food safety, in October
2010, FDA announced a Retail Food Safety Initiative, which focuses on strengthening
controls at the retail level and widespread, uniform and complete adoption of the FDA
Food Code which contains model requirements for proper storage and holding of foods.
We are also investing in the Partnership for Food Safety Education to improve food
safety through science-based strategies to change consumer behavior.

Mr. Kingston: How many meals were perfectly safe until contaminated by ill
food handlers?

Response: As we emphasized previously, food can be contaminated at any point
along the farm-to-table continuum. This includes contamination by ill food handlers. In
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October 2010, FDA announced a Retail Food Safety Initiative, focusing on strengthening
controls at the retail level and widespread, uniform and complete adoption of the FDA
Food Code. One of the action steps included in this initiative is to make the presence of
certified food protection managers a common practice. Recent data point to a correlation
between the presence of a certified food protection manager and better food safety
practices and behaviors. FDA will work with its partners to encourage and facilitate the
development of effective training and certification for food handlers, addressing the
challenges of providing training for a workforce with a high turnover rate and with
various educational and cultural backgrounds. FDA, working with the Conference for
Food Protection, will consider modifications to the Food Code to expand the presence of
certified food protection managers.

FDA TRANSPARENCY

Last year you testified that the FDA was undergoing a transparency initiative that
was going to allow more transparency into what FDA is doing, how you are doing things,
what decisions have been made, and how those decisions were arrived at.

Mr. Kingston: What is the current status of this initiative?

Response: In April 2010, FDA successfully launched FDA-TRACK, our agency-
wide performance management and transparency program. FDA-TRACK analyzes and
reports monthly performance of FDA program offices and key agency initiatives such as
our egg farm inspection and our accelerated recruiting efforts. Each quarter, the FDA-
TRACK team updates the measures and performance results and those results are
provided to FDA leadership. Each of the FDA program offices and key initiative results
are then posted to the FDA-TRACK website at www.fda. gov/fdatrack allowing the
public to assess FDA's performance on the indicated measures and key projects. To date,
the website has attracted over 250,000 visitors and 7,500 monthly subscribers. Visitors
are able to send feedback and requests for information. Many visitors have suggested
performance measures that they would like to see, some of which FDA has adopted.

Mr. Kingston: How much did the FDA spend in FY 10 on this initiative? What
are the estimates for FY 11 and FY 127

Response: FDA spent approximately $900,000 in salaries and benefits in FY
2010 to implement the FDA TRACK performance management system that serves all
FDA programs. We estimate that the salaries and benefits amounts for FY 2011 and FY
2012 will decrease to approximately $700,000 since less staff time will be required. .
FDA-TRACK is supported by staff who dedicate varying percentages of their time on the
initiative.

Mr. Kingston: What kind of performance measurement is in place to tell you if
this is achieving the transparency that you believe FDA should have?
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Response: Prior to the launch of FDA-TRACK, we performed an analysis that
found that many of FDA program offices had existing performance measures in place,
but reported performance information only on an annual basis. FDA-TRACK enables
data-driven decisions by analyzing and reporting the monthly performance of FDA
program offices and key FDA initiatives such as our egg farm inspection and accelerated
recruiting efforts. The results are analyzed, discussed with FDA leadership and posted on
a quarterly basis, together with annual performance targets to give the transparency that
FDA should have and the American public deserves. Currently, there are performance
measures in place to monitor and track the development of FDA-TRACK such as
feedback from the public and the number of quarterly briefings held. The positive
feedback that our stakeholders provide is also a good indicator of FDA-TRACK
performance.

TRANSFORMING FOOD SAFETY & NUTRITION

The budget request includes funding for a Transforming Food Safety and
Nutrition Initiative. Many of the elements are in response to the Food Safety
Modemnization Act, but there are also elements included that speak to HHS and
Presidential public health priorities.

Mr. Kingston: Can you tell the Committee of the funding that you are requesting
for the Transforming Food Safety and Nutrition Initiative how much of the initiative is to
carry out the Food Safety Modernization Act and how much of the initiative is to fund
HHS and Presidential health priorities?

Response: The 2012 request for Transforming Food Safety and Nutrition includes
a request for an additional $226 million in budget authority. Of the $226 million, the
investment in implementing the FDA Food Safety Modernization Act is $183 million.
The $226 million also includes an investment of $8.8 million to support new standards
for restaurant menu and vending machine nutrition labeling. The remaining amounts in
the Transforming Food Safety and Nutrition Initiative include funding for GSA Rent,
Other Rent and Rent Related costs, program support and pay costs. All of the funding in
this initiative for food safety, nutrition, rent and other costs support HHS and Presidential
health priorities.

Mr. Kingston: How many new rules, regulations, changes to policy guidance, etc.
are required by the Food Safety Modernization Act?

Response: The Food Safety Modernization Act represents a unique opportunity to
improve food safety, but it also represents a challenging workload for FDA. The new
law that Congress enacted three months ago requires FDA to issue approximately 50 new
regulations, guidance documents, and reports during the next three years.

Mr. Kingston: What is the current status, including cost-benefit analysis, of each
proposed rule, regulation, policy guidance, ete. related to Food Safety Modernization
Act?
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Response: FDA is establishing a process to implement the many provisions of the
Food Safety Modernization Act. Many of the regulations are due in 12 to 14 months and
work is progressing on all of them. As required by law, FDA will include a cost-benefit
analysis in the proposed and final rules issued under the Food Safety Modernization Act.
However, we cannot begin the cost-benefit analysis until we have preliminary drafts of
these regulations.

Mr. Kingston: According to your budget materials, funding for the food safety
elements of the Food Safety and Nutrition Transformation will reduce the number of
foodborne illnesses. How many fewer foodborne illnesses will we have in 2012 if this
initiative is funded?

Response: The Food Safety Modernization Act, also known as FSMA, is a
comprehensive new law with many important new provisions. The food safety results
and the reductions in foodborne illnesses will not be immediate and will come in phases
as FDA builds a new food safety system envisioned by Congress in the FSMA.

However, as we survey the text of the Food Safety Modernization Act we can foresee that
these standards can contribute to a meaningful reduction in deaths from foodborne
disease over time, and a corresponding decrease in illnesses and hospitalization. In
addition, farmers and food processors will experience billions of dollars in savings as
outbreaks and recalls diminish.

The FY 2012 funding for Transforming Food Safety is a down payment on the
implementation of the Food Safety Modernization Act and will serve as a foundation to
ensure that we can achieve the modern food safety system envisioned in the Act, and
maintain our current food safety activities.

The provisions of the Food Safety Modermization Act will be implemented in
accordance with their statutory deadlines over the next several years and it may be
premature to expect a drop in foodborne illness in 2012 due to the implementation of the
new law. However, we do expect to see a reduction in salmonellosis from Salmonella
Enteritidis in 2012 as a result of FDA’s egg safety rule which went into effect for the
largest producers in July 2010 and will become effective for additional producers in July
2011.

Mr. Kingston: How does additional funding allow FDA to enhance integration
between Federal, State, local and foreign health partners? What is not being done
currently in this regard? Why is not being done?

Response: Additional funding allows FDA to enhance integration by providing
state and local partners incentives to enroll in and implement program standards such as
the Manufactured Food Regulatory Program Standards and Retail Food Regulatory
Program Standards. In addition, these resources will support additional states adopting
implementation of standards, increase the number of program standards, and increase the
number of food inspections that a state agency can conduct in support of FDA’s
inspection mandates established in the Food Safety Modernization Act. The additional
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funding in the FY 2012 budget will also provide for continued development and
implementation of enhanced IT systems that will integrate with other government
agencies such as Custorns and Border Protection and enhance the sharing of information
with state and local regulatory partners.

Similarly, additional funding would also allow for an increase in FDA
collaboration with foreign regulatory partners. It would also allow FDA to directly work
with foreign regulatory partners to fully understand their regulatory system and their
oversight of food and feed, Conducting audits of their systems will assist the agency in
determining where to target our foreign inspection and import resources. This may
include additional time on FDA-performed foreign inspections for regulatory
counterparts to participate in our inspections.

Mr. Kingston: How much less time will be required to detect and respond to food
outbreaks if this funding was approved?

Response: FDA is working closely with the Centers for Disease Control and
Prevention, also referred to as CDC, and state and local health and environmental health
agencies to detect and respond to outbreaks as fast as possible. FDA will dedicate some
of the funding in the FY 2012 request to improve surveillance and response through the
development of a national integrated food safety system. Surveillance and detection of
outbreaks and foodborne illnesses is primarily a function of local and state health
agencies. At the federal level, CDC works with the local and state health agencies to
review reports of outbreaks, assess clinical laboratory tests, and coordinate epidemiologic
studies to determine if an outbreak or cluster of illnesses is linked to a specific food. To
improve response to foodborne outbreaks, we have to ensure that we view this effort in
an integrated approach that ensures consistency and timeliness of interviews of ill
individuals, testing of clinical samples, and reporting of results in addition to tracing of
products, removal of products from the market and investigation of the problem.

In addition, implementing the preventive controls framework envisioned in the
Food Safety Modemization Act should contribute to fewer foodborne outbreaks and
illnesses in the future. FDA will put in place preventive standards and ensure high rates
of compliance with those standards, resulting in fewer foodborne outbreaks and illnesses.
These are all important developments related to improving food safety and detecting and
responding to outbreaks of foodborne illness. At this time, however, we cannot provide a
precise estimate of the time required to detect and respond to outbreaks, in part because
that is not the only outcome that FDA seeks to achieve with its FY 2012 Transforming
Food Safety Initiative.

ON FARM REGULATION

The budget justification indicates that FDA is going to spend some of the funds
for the food safety initiative for Preventive Controls on Farms. I would also note that the
money would be used to provide extensive outreach, education, and technical assistance,
especially for small growers.
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Mr, Kingston: What regulations is the FDA proposing for on-farm handling and
processing of fresh fruits and vegetables?

Response: The Food Safety Modernization Act (FSMA) was signed into law on
January 4, 2011, and this new legislation is aimed at transforming FDA’s food safety
efforts. FDA is currently developing a proposed produce safety rule and a proposed
preventive controls rule. After notice and comments on the proposals, FDA, will issue
final rules to fulfill FSMA mandates. The produce safety rule will set minimum
standards for safe production and harvesting of fresh fruits and vegetables and will cover
farms and on-farm packing houses. The preventive controls rule will cover food facilities
that are required to register, including facilities that process fresh fruits and vegetables
such as facilities that manufacture/process fresh-cut produce. As FDA works to develop
the preventive controls rule it is revising its current good manufacturing practices
regulation to incorporate new knowledge about the food industry and safe manufacturing,
processing, and holding practices.

Mr. Kingston: Will an economic analysis be conducted prior to any regulations
being drafted for on-farm handling and processing of fresh fruits and vegetables?

Response: FDA will examine the economic impacts of the Produce Safety and
Preventive Control rules that will cover fresh fruits and vegetables as well as other foods.
FDA will examine these impacts under Executive Order 12866 and the Regulatory
Flexibility Act, and may also be conduct analysis under the Unfunded Mandates Reform
Act of 1995, These analyses will be addressed in the proposed and final rules. Executive
Order 12866 directs agencies to assess all costs and benefits of available regulatory
alternatives and, when regulation is necessary, to select regulatory approaches that
maximize net benefits, including potential economic, environmental, public health and
safety, and other advantages; distributive impacts; and equity. The Regulatory
Flexibility Act requires agencies to analyze regulatory options that would minimize any
significant economic impact of a rule on small entities. Section 202(a) of the Unfunded
Mandates Reform Act of 1993 requires that agencies prepare a written statement, which
includes an assessment of anticipated costs and benefits, when proposing a rule that
would cost more than $100 million in a single year (adjusted for inflation). FDA will
determine whether these rules meet the threshold for an Unfunded Mandates Reform Act
analysis.

Mz. Kingston: The budget goes on to say that the outreach will be focused on
small growers, Why the focus on small growers? Have the recent outbreaks occurred
with small growers?

Response: FDA regards outreach to the farming community, including small and
large growers, as an essential component in its produce safety rule implementation
strategy. FDA recognizes that small growers are especially interested in fraining based
on comments that FDA received through stakeholder engagements and a docket that FDA
opened to solicit input on produce safety.
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Qutbreaks have been associated with operations across a variety of sizes and FDA
believes that ensuring produce safety is the responsibility of all fresh produce growers, as
food contamination which may lead to foodbome illnesses can occur on farms
irrespective of size.

FDA intends to communicate the new fresh produce safety standards to farmers
via numerous means including development and issuance of guidances as well as active
participation in the Produce Safety Alliance. The Produce Safety Alliance is a public-
private partnership charged with developing a national education and training program
for growers and packers of fresh produce in anticipation of a produce safety rule from
FDA. FDA will work with the Alliance to promote awareness of the new regulation and
help farmers meet the standards.

DIETARY GUIDELINES

Dr. Georges Benjamin, executive director of the American Public Health Assn.
describes you as “all about integrity and science”. I appreciate and respect thoughtful
decision making based on science rather than popular opinion. You have been a vocal
supporter of efforts to reduce sodium intake — both in NY and now at the federal level.
And just recently, FDA and USDA published their 2010 Dietary Guidelines for
Americans which reduced the sodium target from 2,300 mg/day to 1500 mg/day.

In reviewing the Dietary Guidelines development, I was struck by the lack of
consideration given to scientific studies that suggest that too little sodium might lead to
adverse health consequences.

Mr. Kingston: In a couple of recent publications dealing with Diabetes, the
authors note a link between a low sodium diet and increased mortality, I will note for
you several of these recent and not so recent articles. I would appreciate your review and
analysis of those articles for the record.

Thomas et al: Diabetes Care 2011; The Association Between Dietary Sodium Intake,
ESRD and All-Cause Mortality and Morbidity in Patients with Type 1 Diabetes.

Ekinci et al: Diabetes Care 2011, Dietary Salt and Mortality in Patients with Type 2
Diabetes.

Paterna et al: Clinical Science 2008: Normal Sodium Diet Compared to Low-Sodium
Diet in Compensated Congestive Heart Failure; Is Sodium an Old Enemy or New Friend?

Paterna et al: American Journal of Cardiology 2009; Medium Term Effects of Different
Dosage of Diuretic, Sodium, and Fluid Administration on Neurohormonal and Clinical
Outcome in Patients With Recently Compensated Heart Failure.

Willett and Bemnstein: dmerican Journal of Clinical Nutrition 2010; Trends in 24-h
Urinary Sodium Excretion in the United States, 1957-2003: A Systematic Review.
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McCarron et al: Clinical Journal of the American Society of Nephrology 2009; Can
Dietary Sodium Intake be Modified by Public Policy.

Geerling and Loewy: Experimental Physiology 2007; Central Regulation of Sodium
Appetite.

Response: The Dietary Guidelines for Americans are based on the preponderance
of the most current scientific and medical evidence available at the time of publication.
We also note that today the average American consumes nearly 3,500 milligrams of
sodium per day. The vast majority of sodium in the U.S. diet comes from sodium added
to processed foods. Because of the prevalence of sodium in processed foods, Americans
who need to reduce their sodium intake to address medical issues or to improve their
overall health have limited dietary options. FDA’s approach to sodium reduction is
intended to empower consumer choice and give the American consumer control over
their intake of sodium. FDA believes that this approach will allow consumers with
medical conditions that may be affected by sodium intake the best chance to work with
their physicians to achieve good health. FDA thanks you for bringing these specific
publications to FDA’s attention and assures you that these and other studies will be
considered in any future action FDA takes regarding sodium reduction.

Mr. Kingston: 1understand that the first four studies cited appear to show harm
from sodium reduction efforts in two high risk populations that were previously
considered obvious targets for sodium reduction. Interestingly, the degree of sodium
restriction associated with an increased risk is at levels higher than the current
guideline. The next two studies cited demonstrate a remarkable stability in sodium intake
across several decades, populations, and presumably, food environments. These data
suggest homeostatic control of sodium intake which is apart from mere sensory effects of
sodium reduction in food. They are consistent with the known existence of central neural
regulatory mechanisms (Geerling and Loewy) and suggest modifying sodium content
within the food environment may lead to changes in caloric and food intake patterns to
maintain sodium intake. What are your views on this?

Response: As stated previously, the Dietary Guidelines for Americans are based
on the preponderance of the most current scientific and medical evidence available at the
time of publication. FDA recognizes the need for ongoing research in this area, which
will guide future recommendations. However, at this time there is a broad consensus that
current sodium intakes, which are well above the recommendations of the Dietary
Guidelines, are detrimental to public health. FDA believes at this time that the
preponderance of evidence supports actions that will expand options for consumers who
may need to alter dietary choices to reduce their sodium intake, whether addressing
medical needs or to improve their overall health. FDA will continue to seek out the most
current scientific and medical evidence to guide our actions, and will also rely on relevant
scientific expertise at other Federal agencies including the Centers for Disease Control
and Prevention, the National Institutes of Health — especially the National Heart, Lung,
and Blood Institute and the National Institute for Diabetes, Digestive and Kidney
Diseases — and the U.S. Department of Agriculture.
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MEDICAL DEVICES

FDA recently announced a planned change to the structure of the Global
Harmonization Task Force (GHTF). This task force was conceived in 1992 in an effort
to achieve greater uniformity between national medical device regulatory systems with
two aims in mind: enhancing patient safety and increasing access to safe, effective and
clinically beneficial medical technologies around the world.

Since its inception, GHTF was a partnership between regulatory authorities of
five countries (EU, US, Canada, Australia and Japan) and the regulated industry.
However, it’s my understanding that FDA recently announced plans to change the
structure of GHTF to dissolve the current structure and establish a regulators-only
organization, with industry representatives being consulted on an as-needed basis,

Mr. Kingston: Why is this change being made?

Response: Achieving harmonization of regulatory activities is highly desirable in
view of the pressures of a globalized manufacturing market and an increasing desire to
streamline regulatory processes to deliver high quality products to the market with
minimal delays. In a letter seeking direction from the medical device program heads, the
Global Harmonization Task Force Steering Committee of regulators and industry
acknowledged that while the objectives of the current Global Harmonization Task Force,
or GHTF, had been accomplished, the highly regarded and significant guidances
developed were most useful to developing device economies. The goals and mission of
GHTF had not been fully achieved and the organization was not reflective of the market
in 2011 and beyond. The change is designed to focus on information sharing and
resource leveraging mechanisms within a more inclusive group of regulators that will be
useful in implementing the documents developed, and to provide a forum for regulators
to determine optimum ways to address harmonization and regulatory activities at an
operational level.

Mr. Kingston: Would it be more beneficial if industry was included in the GHTF
conversations given that the industry has as much of an interest in enhancing patient

safety and increasing access to safe and effective medical technologies as the regulators
do?

Response: Industry will continue to be included in the functions of Global
Harmonization Task Force, or GHTF, as part of the new forum. In addition to industry,
input and advice from other stakeholders such as health care professional groups and
academia will be utilized in the future in GHTF functions to better enhance patient safety
and increase access to safe and effective medical technologies.

Mr. Kingston: Given that industry will have to comply with the various device
regulatory systems, isn’t it important to include the industry perspective in all levels of
GHTF discussion?
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Response: Industry and all other appropriate stakeholders will have opportunities
to provide their perspective in the discussions of Global Harmonization Task Force, or
GHTF, functions, including document development and changes.

MEDICAL DEVICE REVIEW TIME

Delays in the FDA regulatory process are often cited as a concern of patients,
doctors, investors and the medical device industry. A recent study by the California
Healtheare Institute finds that there has been a 43 percent increase in 510(k) review
times,

In FDA’s MDUFA (Medical Device User Fee Agreement) report to Congress,
FDA review performance is reported in FDA days--not calendar days. For example, for
510(k) reviews, FDA is meeting its performance goal, yet FDA has reported that the total
time, in other words, calendar days, to a FDA decision continues to increase. This oceurs
because the number of FDA review cycles or number of times FDA reviewers stop the
review clock is increasing, thus increasing the total review time. As another performance
goal, FDA has committed to an interactive review process—the intent of which is to
improve the review process and decrease the total review days.

Mr. Kingston: Please describe the steps you are taking to improve the interactive
review process and to reduce the number of times reviewers stop the review clock--thus
reducing the total days to a FDA decision.

Response: The Center for Devices and Radiological Health, or CDRH, is
responsible for implementing the interactive review process for medical devices review.
In 2008, CDRH published guidance describing the interactive review process for medical
device submissions. CDRH is currently evaluating ways to improve the interactive
review process. An element of the CDRH 2011 Strategic Priorities calls for the
following:

By April 30, 2011, CDRH will obtain feedback from constituencies about the
strengths and weaknesses of the interactive review process.

By June 30, 2011, CDRH will clarify CDRH roles, responsibilities, and workflow
for the interactive review process and improve the business process, if necessary, as well
as develop performance goals and accompanying tracking tools.

By September 30, 2011, CDRH will reassess the standard roles, responsibilities,
practices, and procedures for the interactive review process and implement changes as
necessary.

By November 30, 2011, CDRH will assess its interactive review process
performance and modify as necessary to meet interactive review performance goals.
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CDRH is currently meeting the 510(k) User Fee performance goals which specify
that 90 percent of the 510(k) applications reach a decision within 90 days and that 98
percent reach a decision within 150 days. However, total time to decision is increasing
due to longer manufacturer response times when CDRH asks questions. This outcome is
undesirable to both CDRH and the industry. CDRH is looking at ways to address this
issue.

Mr. Kingston: Is the FDA concerned that the US may lose medical device
manufacturing to other countries due to the increased review times?

Response: FDA’s goal is to provide consumers with safe and effective devices in
a timely manner while fostering innovation. In accordance with that mission, FDA
undertook a comprehensive evaluation of the 510(k) process to determine how the
process could be more predictable. This evaluation included the use of new science in
device review. Following this evaluation, FDA announced in January 2011, 25 actions it
will take this year to improve the predictability, consistency, and transparency in our
premarket device review programs.

Additionally, the Center for Devices and Radiological Health, or CDRH, has
launched a Medical Device Innovation Initiative, or Innovation Initiative, to assure that
American patients have timely access to important new technologies and next-generation
products without compromising device safety. CDRH recognizes that transformative
innovative devices typically present new scientific and regulatory challenges. The
Innovation Initiative supports the development of innovative products by addressing
some of the barriers that can impede a product’s timely progress to market.

The Innovation Initiative proposes actions CDRH could take to reduce the cost of
development and accelerate regulatory evaluation of innovative medical devices’ safety
and effectiveness based on sound science. These actions include facilitating the
development and regulatory evaluation of pioneering medical devices, strengthening the
United States research infrastructure and promoting high-quality regulatory science, and
preparing for and responding to transformative innovative technologies and scientific
breakthroughs.

We believe these actions will help facilitate innovation while assuring that
devices are safe and effective, thereby helping to keep companies and jobs in the United
States.

Mr. Kingston: The Food, Drug and Cosmetic Act provides for early meetings, a
collaborative review process, and least burdensome requirements. Yet, we continue to
hear it is difficult for manufacturers to avail of these basic concepts.

Why wouldn’t‘your reviewers want to embrace these tools, all of which are aimed
at resolving disputes and providing clarity for both sides as early in the review process as
possible?
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Response: FDA does embrace and use these tools. There is a pre-submission
process that allows companies to obtain an early read of the information that would be
necessary to support a marketing application. In 2010, the Center for Devices and
Radiological Health, or CDRH, received more than 1,900 pre-submissions. CDRH is
becoming increasingly interactive prior to submission of marketing applications. In
2003, there were approximately 900 pre-submission applications. Thus, between 2005
and 2010 the number of early interactions more than doubled. FDA also supports the
least burdensome provisions of the statute. FDA is open to alternative ways to provide
the same level of assurance of safety and effectiveness while reducing burdens on
manufacturers. FDA deficiency letters typically reference that option as an alternative to
our recommendations.

Additionally, FDA has become increasingly interactive prior to rendering a
negative decision such as a Not Substantially Equivalent, or NSE, decision. Most of
these NSE decisions are a result of the failure of the manufacturer to provide the needed
performance information. FDA has become increasing interactive to try to work with the
manufacturer to obtain the needed information for a particular submission. Thirteen
percent of the submissions receive four or more review cycles before reaching the NSE
decision. This is in contrast to 2006, when only 3 percent of the submissions received
four or more review cycles before reaching an NSE decision.

Mr. Kingston: Wouldn’t this save the agency and téxpayers time and money?

Response: FDA does not have the data that would allow us to say that these early
interactions would save FDA and the taxpayers time and money. In fact, these early
interactions consume considerable resources of the Center for Devices and Radiological
Health’s, or CDRH’s, resources. Nonetheless, CDRH encourages these early
interactions. An early understanding of the type of information needed to support a
marketing application can, in theory, result in positive outcomes and improve submission
quality for future submissions if the firm follows the advice that is provided in those early
interactions. If, however, the issues are not addressed by the firm in the eventual
marketing application, the benefits of early interaction diminish. CDRH is working on
updates to existing guidance that describes the pre-submission and meeting processes.
The goal of these updates is to provide greater clarity and transparency and improve the
quality of these interactions. It is anticipated that a draft version of this guidance will
publish later this year.

BLOOD SUPPLY

There is ongoing concern regarding the safety and availability of the nation’s
blood supply, due to problems with bacterial contamination and emerging infectious
agents such as Babesia Microti, Dengue virus and the newly described Xenotropic
Murine Related Viruses. In 2008, the HHS Advisory Committee on Blood Safety and
Availability recommended implementation of pathogen inactivation technology for blood
components when available. Technology for platelet and plasma components has been
licensed in Europe for several years.
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Mr. Kingston: What is FDA doing to facilitate the licensure of this technology in
the U.S.?

Response: Thank you for the opportunity to respond to your question on blood
safety. The safety of the blood supply is a top priority for FDA. Each year about 15
million blood donations are collected and made into components for about 4.5 million
patients who need them, FDA is vigilant in its efforts to address threats to blood safety
and has taken many actions to enhance blood safety. For example, FDA held recent
public meetings of the Blood Products Advisory Committee, the BPAC, to discuss
infectious agents and the risk to the blood supply. Specifically, the BPAC discussed
Xenotropic Murine Related Viruses in December 2010, Dengue Virus in December 2010,
and Babesia microti in June 2010, in addition to discussing other infectious agents. FDA
also held public conferences on arboviruses in September 2010. One of the challenges
regarding the development of donor screening tests is that in-vitro diagnostic device
manufacturers may not have the interest in developing such tests.

We agree with the HHS Advisory Committee on Blood Safety and Availability
that a safe and effective pathogen-inactivation system could improve blood safety by
preventing transmission of emerging diseases. In November 2009, the FDA brought the
issue of study designs -Phases 3 and 4- for product development of human platelets using
the Cerus INTERCEPT Blood System for pathogen inactivation to the BPAC. The
Committee discussed a potential safety signal and the reduced efficacy associated with
INTERCEPT platelets. The BPAC recommended that additional large scale clinical
studies be performed to address these issues. FDA continues to encourage manufacturers
to discuss technologies for pathogen inactivation with FDA.

UNAPPROVED DRUGS ON THE MARKET

In November 2007, U.S. Marshals seized approximately $2 million worth of an
unapproved eyelash growth promoter. The product contained bimatoprost, a
prostaglandin analogue (PGA) and the active ingredient in prescription drugs for the
treatment of hypotrichosis of the eyelashes.

Despite the 2007 seizure, unapproved products containing PGAs and derivatives
of PGAs remain on the market. These products are not sold with the same warnings
contained on the FDA-approved prescription drugs, do not require a doctor’s consult, and
are often marketed as “safer” to the public.

Mr. Kingston: Is the FDA taking steps to investigate the sale of unapproved,
PGA-containing products?

Response: We appreciate your concerns and take potential safety issues very
seriously. In 2007, U.S. Marshals seized approximately $2 million worth of an eyelash
growth promoter sold by Jan Marini Skin Research Inc. The Jan Marini product
contained bimatoprost, the active pharmaceutical ingredient int the approved drugs
Lumigan and Latisse. Both Lumigan and Latisse have undergone extensive clinical trials
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vielding extensive published data exposing safety risks and contraindications, Based on
the safety profile of Lumigan - bimatoprost, FDA was able to take enforcement action
against the Jan Marini product.

Currently, FDA is aware that there are numerous products on the market being
sold as cosmetics that contain prostaglandin analogues. Typically, the prostaglandin
analogue ingredients in these products are similar, but not identical, to the prostaglandin
analogues in approved drug products for hypotrichosis of the eyelashes such as Latisse,
and in drugs to lower intraocular pressure, such as Lumigan, Travatan, and Latisse.
Therefore, they present unique regulatory and scientific challenges. We are
currently evaluating the issues associated with these products and working on next steps
to address them.

As you know, diabetes is the leading cause of kidney failure, blindness, and
amputations, and accounts for $174 billion in direct and indirect costs to the US. 1
understand that the FDA is the process of moving to the next phase of the Artificial
Pancreas Project, developed as a breakthrough technology to help individuals with
diabetes, which could have the potential to help reduce this burden.

COCOA BEANS

It is my understanding that the FDA has recently changed long-standing practices
regarding dead insect parts in imported cocoa and began applying strict application of the
FDA’s Regulatory Procedures Manual to the reconditioning of cocoa beans. If imported
cocoa beans are found to contain live insects, the shipment is detained and required to
undergo fumigation and cleaning at the port of entry. However, recently two FDA
districts offices have begun to approve applications for reconditioning only with the
condition that the tailings (waste) will be retained for FDA inspection.

This has created a bottleneck for two reasons:

* Cocoa beans are cleaned by the processes at the US processing plant — not the
port. The importer often does not have the information about cleaning that is
needed to complete the required forms :

» Cocoa bean processers are unable to retain tailings for FDA inspection

o Beans are often stored at the port for extended amounts of time, or sold
through the Intercontinental Exchange many times before it reaches a
processer

o Beans are often mixed to created the right “blend” and truck loads often
contains beans from more than one shipment

o Good manufacturing practices requires that waste material be removed
immediately after cleaning {(which involves three intensive steps) to
prevent contamination.

Mr. Kingston: Why was the long-standing practice changed?
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Response: FDA did not change the long-standing practice, rather we have
worked to ensure uniform implementation of the existing practice throughout our field
offices. FDA's practice for reconditioning of apparently violative cocoa beans is outlined
in FDA’s Regulatory Procedures Manual, or RPM, and this practice has appeared in the
RPM with the current language as far back as 1994. FDA does not require cocoa beans
to be fumigated or cleaned at the Port of Entry. According to Chapter 9 of FDA’s
Regulatory Procedures Manual, the importer should provide to FDA details of the
process that will be followed for fumigating and cleaning the cocoa beans. Chapter 9
describes two acceptable methods of reconditioning shipments of cocoa beans. Either one
of the options, if correctly implemented, will result in a release of the shipment into U.S.
commerce. There is no requirement stating these activities be carried out in any
particular location or at the Port of Entry, though certain activities should occur before
the cocoa beans are delivered to the roasting plant.

In 2010, FDA met with the National Confectioners Association —or NCA —
regarding concerns over the fumigation and cleaning process. Some FDA Districts were
requiring processors to hold ‘tailings’, such as sticks, rocks, and dead insects, for FDA to
examine after the fumigation and cleaning process. NCA explained it was not feasible for
industry to comply with this requirement because of current industry practice. After
reviewing the information provided, FDA determined that it generally would not need
processors to hold tailings to obtain release. FDA provided this information to the
affected District offices and is in the process of reviewing the entire guidance regarding
reconditioning of imported cocoa beans.

Mr, Kingston: What is FDA doing to find a solution that permits cocoa bean
processing to remain a US operation while protecting food safety?

Response: FDA continues to work with regulated industry to address concerns
related to processing cocoa beans while protecting food safety. In 2010 FDA met with
the National Confectioners Association — or NCA — regarding concerns over the
fumigation and cleaning process. One of the concerns that was discussed related to a
practice that has been encountered in some FDA field offices in which FDA has required
processors to hold ‘tailings’, such as sticks, rocks, and dead insects, for FDA to examine
after the fumigation and cleaning process. NCA explained that it was not feasible for
industry to comply with this requirement because of current industry practice. After
reviewing the information provided, FDA determined that it generally would not need
processors to hold tailings to obtain release and has provided this information to the
affected field offices. FDA is in the process of reviewing the entire guidance regarding
reconditioning of imported cocoa beans.

FDA continues its dialogue with NCA over the issue of processing the beans prior
to their release into US commerce. We believe we have made clear our stance that the
products can be released into US commerce if the importer shows the product is
compliant or reconditions the product to successfully address the insect infestation
problem. We have offered to review our timeframes for completion of such operations
and if it is reasonable that the process will take longer, we are amenable to extending
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those timeframes. We also believe the importers could avoid the issue by working with
their foreign suppliers and possibly even foreign governments to adopt practices that
resolve the infestation problem and, for those products subject to Detention Without
Physical Examination, — or DWPE-~ that would allow removal from DWPE.

DOSE-DUMPING GUIDANCE

A constituent has raised a concern regarding the approval process for ATL001, a
cough, cold and decongestant combination product. After four years of working with the
FDA, the FDA introduced changes to the requirements for the clinical development
program regarding the effect of alcohol on patient safety. These new requirements are
significantly different from what was originally agreed upon in 2006 and not based upon
science. In addition, the new requirements are not applicable when the product is used in
accordance with the labeled directions for use. FDA appears to have translated a
legitimate concern about the risk of dose dumping when taking medicine with alcoholic
beverages into an unreasonable regulatory requirement,

Mr. Kingston: Does the FDA have written specific scientific information or
guidance establishing how it is evaluating the actual risk to users in a dose-dumping
situation as it relates to patients being treated for cough, cold, or allergy?

Response: There is no specific written guidance on this topic. However, FDA is
well aware that food and alcohol can interact with drugs in ways that put patients at risk.
Oral modified-release dosage forms, also known as MRDF, are particularly susceptible to
these interactions. Alcohol can cause premature and rapid release of the entire dose of
active ingredient in the MRDF. Alcohol can render both drugs in some MRDF and the
excipients — also known as inactive ingredients — soluble, thus facilitating what is called
dose-dumping. This effect can cause a significant health risk to patients depending on
the intended use and therapeutic index of the medicine. Alcohol-MRDF interactions can
shift the benefit-to-risk ratio of the product in an undesirable way.

Therefore, prior to approving these products, FDA requests that sponsors conduct
specific food and alcohol studies in vitro and, in some cases, in healthy volunteers to look
for dangerous interactions. If the in vitro testing shows that the release of the medicine
from the MRDF is affected, then a clinical study in healthy volunteers may be warranted
to confirm the in vitro findings.

SEAFOOD GUIDANCE

The 2010 Dietary Guidelines for Americans contain updated guidance for
pregnant women regarding the consumption of seafood. The guidance recommend that
pregnant women should consume 8 ounces of seafood per week to get receive necessary
Omega 3s for brain and eye development. However, the 2004 FDA guidance on mercury
suggests that pregnant women to reduce their seafood consumption to less than 2 ounces
per week. [ am concerned with the lack of consistent advice and federal guidance is
confusing to pregnant women.



76

Mr. Kingston: What are your plans to update current FDA advisory with the new
scientific data used to formulate the 2010 Dietary Guidelines?

Response: FDA is aware of concerns that the current fish consumption advice has
become outdated because it does not take into account new science that has become
available since 2004. The 2004 FDA and EPA advisory on fish consumption states that
pregnant women may safely eat up to 12 ounces per week of most fish species. Ina
recent survey by the FDA, however, median fish consumption by the pregnant women
surveyed was less than 2 ounces per week. The survey also indicated that many women
reduce their seafood consumption when they become pregnant. The 2010 Dietary
Guidelines for Americans recommends much greater fish consumption during pregnancy
than what the survey results reflect in order to enhance neurodevelopment in the
developing fetus and young children.

The 2004 FDA and EPA advisory were designed to be protective against
neurotoxic effects from methylmercury in the developing fetus and young children. Both
the 2010 Dietary Guidelines and the 2004 FDA and EPA advisory recommend that
pregnant women consume a variety of seafood per week from choices that are lower in
methyl mercury. FDA recognizes that guidelines for seafood consumption by pregnant
women should also enable the developing fetus and young chikiren to obtain the
maximum neurcdevelopmental benefits that fish can provide. FDA has been actively
engaged in a quantitative risk and benefit assessment for commercial fish that takes into
account the research germane to both risks and benefits, including research published
since 2004 that was reflected in the 2010 Dietary Guidelines for Americans.

The FDA risk and benefit assessment was published in draft in January 2009. It
has been under further development since that time to take into account comments from
the public, other government agencies, and scientific peer reviewers, as well as to
incorporate additional risk and benefit modeling as recommended by many who
commented. When the assessment is completed, FDA will evaluate the 2004 FDA and
EPA advisory, review new research, and determine if updates or modifications to the
advisory may be appropriate based on the best science available. In so doing, we will
continue to consult with scientific agencies and the public through a transparent process
in which all views can be thoroughly aired and considered. FDA expects to complete its
assessment in the coming year.

FDA ENFORCEMENT OF TITLE XXI
The principal obligation of the FDA is to implement and enforce the provisions of
Title XXL. In its publicly available material, the FDA describes the investigative efforts
of its Office of Criminal Investigations (OCI) to be as follows:

a. Counterfeit drugs;

b. Healthcare fraud;
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c. Misbranded drugs;

d. Food contamination/poisoning;
e. Illegal drug diversion and importation; and
fl Faulty surgical devices

While I am not intimately familiar with the investigation that recently took your
agents to Europe, [ do not see a connection between the investigation being conducted by
Agent Novitzky and any of these priorities.

Mr. Kingston: I am specifically interested in knowing whether Novitzky's
investigation of Lance Armstrong and the conduct during the Tour de France is within the
published Title 21 priorities I just described. If so, which of these fundamental missions
does Novitzky’s investigation advance?

Response: Yes, the investigation falls squarely within the Title 21 priorities.
However, based on long-standing HHS policy, FDA cannot discuss any aspect of an
ongoing criminal investigation. Even so, I want to emphasize that the introduction and
distribution of misbranded and unapproved drugs, as well as the illegal dispensing of
prescription drugs are prohibited criminal violations under the Federal Food, Drug, and
Cosmetic Act. Performance enhancing drugs, which are often unapproved drugs from
foreign sources, pose a serious public health risk to our nation’s youth. Some of our
nation's children who compete athletically are using performance-enhancing drugs that
expose them to serious health risks.

Mr. Kingston: If the investigation is not in furtherance of the Tile 21 priorities
above, what priority of the agency does it advance? Further, what was the decision-
making process at the agency that resulted in the expenditure of the agency’s time and
resources to pursue an investigation falling outside the FDA’s core mission?

Response: Again, I cannot comment on an ongoing criminal investigation based
on long-standing HHS policy. However, [ want to emphasize that the investigative
priorities of FDA’s Office of Criminal Investigations are completely aligned with the
Title 21 priorities of the Food and Drug Administration.

Mr. Kingston: What other employees or contractors of the FDA have been
involved in Novitzky’s investigation?

Response: OCI has one primary case agent assigned to this investigation. This
agent is occasionally supported by a few other agents on an as-needed basis.

Mr. Kingston: How much taxpayer money has been expended in the investigation
of Lance Armstrong? I would like to know how the investigation is funded, what was the
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rationale for the agency’s decision to fund such an undertaking, and how the costs were
calculated or arrived at by the FDA in answering this inquiry.

Response: OCI estimates that from mid-2009 through February 2011 it has
expended $17,450 to cover investigative travel costs, which are the only expenditures
allocated to this case from OCI’s operating budget thus far. This does not include
estimates of agent salaries. As we stated previously, OCI has one primary case agent
assigned to this investigation, however, it is important to note that this agent is assigned
to other investigations as well.

[CLERK’S NOTE.—The response provided by the Food and Drug
Administration does not adequately address the question posed by
the Chairman. The Chairman requested the full cost of the inves-
tigﬁt]ion and the FDA only provided travel costs for a 20 month pe-
riod.

Mr. Kingston: Are you aware of the following conclusions by the United States
Court of Appeals for the Ninth Circuit and several Federal District Courts characterizing
the investigative conduct of Agent Novitzky in the so-called BALCO investigation?

EXCERPTS FROM NINTH CIRCUIT DESCRIBING CONDUCT OF JEFF
NOVITZKY:

a) Judge Cooper (trial judge) found, "[o]nce the items were seized, the
requirement of the Warrant that any seized items not covered by the warrant be first
screened and segregated by computer personnel was completely ignored.”

b) (Novitzky) "himself reviewed the seized computer data and used what he
learned to obtain the subsequent search warrants, {(and) that, in conducting the seizure in
the manner it did, "(Novitzky) demonstrated a callous disregard for the rights of those
persons whose records were seized and searched outside the warrant.”

) Like Judges Cooper and Iliston, Judge Mahan determined that "(Novitzky)
callously disregarded the affected players' constitutional rights." Judge Mahan also
concluded that the government "unreasonab{ly] . . . refuse[d] to follow (lawful)
procedures

d) Novitzky also failed to comply with another important procedure specified
in the warrant, namely that "computer personnel” conduct the initial review and segregate
materials not the object of the warrant for return to their owner; "rather, (Novitzky)
immediately rooted out information pertaining to all professional baseball players and
used it to generate additional warrants and subpoenas to advance the investigation."

€) Judge Cooper found that (Novitzky) utterly failed to follow the warrant's
protocol. Judge Iliston found that the government's seizure was in "callous disregard of
the Fourth Amendment"

D Judge Cooper referred to "the image of quickly and skillfully moving the
cup so no one can find the pea.” And Judge Illston regarded (Notitzky's) tactics as
"unreasonable" and found that they constituted "harassment.”
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Response: Yes, I have been made aware of the opinions of the United States
Court of Appeals for the Ninth Circuit and other Federal District Courts. The actions of
the OCI agent were coordinated with the United States Attorney's Office throughout the
BALCO investigation.

Mr. Kingston: Given the many challenges and priorities the agency faces in this
country and in the context of a very tight budget, is this an appropriate prioritization on
FDA agent activity? If not, what has been done to address the abuses described by the
United States 9™ Circuit Court of Appeals?

Response: Yes, this is an appropriate prioritization of FDA activity. As
previously stated, the distribution and abuse of unapproved drugs and the illegal
dispensing of prescription drugs are prohibited criminal acts under the Federal Food,
Drug, and Cosmetic Act and are serious crimes with dangerous public health
consequences.

Mr. Kingston: Approximately one year ago, the GAO released its report on the
FDA Office of Criminal Investigations (“OCI™). According to the GAO, OCI had
operated autonomously for years with little or no accountability to top FDA officials.
Yet, the office's budget rose 73% between 1999 and 2008, and the number of employees
increased by about 40%.

GAO said the FDA "has relied largely on the OCI director to determine which
aspects of OCT's operations and investigations are made known to FDA's top
management” rather than ensuring that the OCI’s activities are consistent with the FDA’s
core mission and the agency’s priorities. Without effective oversight of OCI
investigations, the agency cannot effectively evaluate OCI’s performance, which would
seem to frustrate FDA’s efforts to strategically manage OCI’s criminal investigative
program to ensure its successful operation.

In August, the FDA said it wanted the criminal office to share information with
FDA leaders regularly, and to do a better job picking cases that advance the agency’s
core mission.

What has the FDA done to implement the recommendations of the GAO? What
has been done to accomplish the assurances concerning the OCI made by the agency in
August, 20107

Response: Since the issuance of the January 2010 GAO report, OCI is currently
on track assessing its field office components in accordance with existing policy. The
Los Angeles Field Office assessment was completed in May 2010. The Chicago Office
assessment began in December 2010, and the final report is currently being reviewed.
Additionally, OCI has established procedures for assessing the compliance by the Office
of Internal Affairs with investigative policies, procedures and performance measures.
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As recommended in the general comments from HHS regarding the GAO report,
OCI agreed to develop meaningful performance measures to determine the extent to
which results could be evaluated. These performance measures were developed and
chosen by the Office of the Commissioner utilizing the FDA-wide initiative called FDA-
Track. Under this performance program, OCI is required to report activities within
three categories: Program Measures, Quality Improvement Measures, and Key Projects.

In response to the Program Measures category of FDA-TRACK, beginning in
September 2010, OCI reports its monthly outreach and interactions with FDA Centers,
the Office Regulatory Affairs, District Offices and senior level management. OCI posts
the record of convictions, fines and restitutions on a quarterly basis, as a reflection of
OCT's accomplishments.

In response to the Key Projects category of FDA-TRACK, OCI has been
incorporated into and participates in all ORA New Hire Training courses as part of the
curriculum to educate new employees about OCI's roles and responsibilities.
Additionally, OCI has expanded its key projects to include outreach to all FDA Centers.

It is important to note that in addition to prosecuting organized criminal
enterprises and individuals that target the nation's food, drugs, and other products that
FDA regulates, OCI enforcement activities are responsible for collecting fines and
restitutions that far surpasses the annual OCI budget. The experience of FY 2010 serves
as a good example. OCI received a budget of $47,950,762 for FY 2010. During FY
2010, OCI was involved in cases that resulted in criminal fines and restitutions of
$477,785,866. During FY 2009, the efforts of OCI yielded an even greater return on
investment. With a budget of $45,172,534, OCI agents were involved in cases that
yielded fines and restitutions of $2,815,417,522. This amount does not include more than
$1.3 billion in criminally derived assets that have been identified and were deposited into
the DOJ or Treasury accounts during FY 2009. Maintaining the FY 2012 funding level
for OCl is essential to continue to sustain the FY 2009 and FY 2010 performance.

Two tables follow that illustrate recoveries from FY 1997 through FY 2010
realized as a result of prosecutions OCI was involved in.
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Mr. Kingston: The fiscal year (FY) 2012 Budget request for FDA is
$4,360,281,000. This represents a total program level increase of $1,076,215,000 above
FY 2010.

Taxpayer resources are scarce. We need to ensure that FDA resources are
devoted to the core FDA mission: namely, to protect the public health by assuring the
safety, efficacy and security of human and veterinary drugs, biological products, medical
devices, cosmetics and our nation’s food supply.

We have repeatedly been told that inadequate funding was inhibiting the agency’s
capacity to fulfill vital responsibilities. The growing backlog of generic drug approvals
and the agency’s inadequate response to the tragic loss of life from contaminated Chinese
Heparin demonstrate that important aspects of the agency’s core mission are being left
unaddressed every day.

From a national security standpoint, the National Biodefense Science Board
(NBSB) sought significant additional resources for FDA, stating in its March 2610 report
that the NBSB “concludes that the FDA has not been able to fulfill its implicit national
security mission, in large part because of lack of resources.”

And yet, an Internet search of the names of Lance Armstrong and FDA Criminal
investigator Jeff Novitzky returns over 100,000 hits about what must be one of the most
highly public criminal investigations in memory. Most notably, the media has reported
extensively on a trip by Novitzky and others to France, where they stayed in four star
hotels, for the apparent purpose of obtaining Lance Armstrong's urine samples from 1998
and 1999 to determine whether he used performance enhancing drugs in the Tour de
France.

As Americans are demanding that their government stop spending their money
frivolously, please explain to this Committee how an investigation into cycling in France
in the 1990's is essential to the FDA's core mission to protect the health and safety of the
American people.

In light of the critical tasks that the FDA has left unaddressed, can you honestly
assure this committee that engaging in a highly public and expensive investigation of
professional cycling is truly a priority?

Response: As I stated previously, the illegal distribution of unapproved and
misbranded drugs is a priority for FDA. FDA is very concerned that the use of these
products presents a significant risk to all Americans, particularly our nation’s youth. In
addition to being a threat to the public health, such actions are prohibited criminal
violations under the Federal Food, Drug, and Cosmetic Act.

Mr. Kingston: Do you agree, Dr. Hamburg that the FDA’s efforts should be
focused on the responsibilities and obligations set out in Title 21?7 If so, what criteria are



83

utilized at the agency in directing its enforcement and fnv cmg,&m
Gther than these ‘mandated under Title ne

mtmductmn and dzsmbutmn of mishranded aﬁei &mfmmmmi dmgs aﬂﬁ the ilegal
dispensing of prescnptmn dugs. In addition, FDA has investiga sponsibilities
under the Federal Anti-Tampering Act found under Title IR USC 1365, The funowmg
chm dmplays the dxsmbutmn of'the typt:% of cases that OCE has !m*e%ig‘%’tﬁt{i :

- OCT Historical ﬂigii‘ii}i}ﬁi}z‘i by Case Type {“ﬁiie :

o R
T  Falue Documents/
Siatvment
T AnisHeation Feand
STIL - Health Frand
& gavoved Products
TE = Ahkranded Praducts
TEY < Aduierated Prodwts




84

QUESTIONS SUBMITTED BY REPRESENTATIVE LATHAM
ARTIFICIAL PANCREAS PROJECT

As you know, diabetes is the leading cause of kidney failure, blindness, and
amputations, and accounts for $174 billion in direct and indirect costs to the U.S. |
understand that the FDA is the process of moving to the next phase of the Artificial
Pancreas Project, developed as a breakthrough technology to help individuals with
diabetes, which could have the potential to help reduce this burden.

Mr. Latham: At what stage is FDA involved in the Artificial Pancreas Project?
To what extent will you be taking input from outside entities — clinical experts and
medical device stakeholders - as part of the regulatory process to develop guidance for
device makers as clinical trials move forward?

Response: The artificial pancreas is a significant risk device, which requires the
submission of an Investigational Device Exemption application, or IDE. FDA must
approve the IDE before clinical research can begin.

FDA efforts to guide academicians and other researchers through the regulatory
process for the artificial pancreas include issuing a publication that outlines information
regarding software for the artificial pancreas, clinical study design, and other elements for
developing an artificial pancreas. FDA has also developed a list of issues to consider for
researchers who contact FDA and offering to meet with individual researchers to provide
feedback on their study protocols.

To support the development of the artificial pancreas, FDA has sought input from
outside entities such as clinical experts and medical device stakeholders. In particular,
FDA, together with colleagues from NIH and academia, held two public workshops in
2008 and 2010 on the artificial pancreas as well as many meetings with individual or
groups of stakeholders. FDA has developed scientific expertise — both internally and
through consultation with outside experts — for aspects of each of the components of the
artificial pancreas system in an effort to conduct an efficient review process. FDA plans
to publish guidance that outlines an approach to designing a clinical study to assess the
safety and effectiveness of an artificial pancreas in support of a marketing application.
FDA also plans to solicit public comments, including input from outside clinical experts
and medical device stakeholders, before finalizing guidance on the artificial pancreas.

FOOD USER FEES

As you know, CBO predicts it will take at least $300 million a year to implement
the new food safety law, but the budget request targets funds for its implementation at
$100 million for 2012. Furthermore, the request reflects the collection of “additional
food safety fees” in 2013 and beyond.
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The recently passed law already imposes fees in the case of a recall or re-
inspection, and for companies participating in the Voluntary Qualified Importer Program.
These fees would shift some of the cost of implementation to bad actors in the event of an
incident, and to food companies who are voluntarily participating in a new import
program. Congress, however, rejected “registration fees” as a way to pay for the law, in
part because such fees would be little more than a tax that would lead to higher food
prices for consumers at a time when many are struggling to make ends meet.

Mr. Latham: The budget request does not specify what “additional fees” FDA
envisions collecting in 2013. Does the Administration intend to push this Congress to
impose the same kind of food taxes that were rejected by the last Congress?

Response: Consistent with the Statement on Administration Policy on the FDA
Food Safety Modernization Act, we hope to work with Congress to ensure that FDA has
adequate resources to achieve our shared food safety goals, including resources from fee
collections.

INSPECTIONS

Under the current budget restraints, FDA will need to do its import inspection job
more efficiently. 1 have heard from a number of U.S. companies that import the exact
same FDA certified product from the exact same facility abroad, sometimes at the exact
same time each month. For several months these shipments are cleared quickly and sent
on their way, but then, seemingly without cause, one month the FDA will decide to place
a hold on these shipments.

Mr. Latham: What percentage of shipments that FDA places holds on are
repetitive shipments, i.e. shipments that arrive on a regular schedule containing the same
merchandise, from the same importer, from the same manufacturing facility? On what
grounds does FDA detain such shipments? Is there a way to use inspection resources
more wisely with respect to FDA-approved products, from companies that have averaged
less than one refusal over the past five years for example?

Response: FDA does not maintain data in a manner that would allow us to readily
determine the percent of shipments that are placed on hold and are repetitive shipments.
There are a number of reasons that FDA may place a shipment on hold that had
previously cleared without delay in the past. These reasons include routine surveillance,
examination and analysis to ensure continued compliance with FDA regulations. FDA
may also have identified a product for detention without physical examination based on
evidence or data, or FDA may have recent information indicating public health safety
concerns with a specific product area which would require increased sampling of the
those commodities to ensure products are not injurious to health.

FDA is developing a new and improved IT program for imported products called
PREDICT which will replace the current import screening system. PREDICT is a risk-
based screening program that better reflects inherent product risks. PREDICT has the
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ability to include a firm’s record of compliance, which should result in an increased “may
proceed” rate for firms and products based on past FDA testing or inspections.

Therefore, firms that have demonstrated a high level of compliance with FDA
requirements would be less likely to be sampled. Additionally, FDA is working to
develop and implement portable instruments and quick screening tests that can be used
by FDA inspectors in the field to conduct screening exams of foods when they are offered
for import. These quick screening tests should help field staff assess the product’s
compliance by providing a limited screening result indicating if the product appears to be
free of contaminants or adulterants. The screening tests could minimize the need for
sample collection and full laboratory analysis.

SECURE SUPPLY CHAIN

On July 14, 2009, the Committee received a report on the FDA approach to
medical product safety and the creation of the Secure Supply Chain program. FDA
originally announced the program in January 2009, and two years later there is still no
program.,

Mr. Latham: When will FDA have this program up and runniag? Can you report
back in 30 days on your progress towards making the program operational?

Response: FDA cannot at this time definitively say when this program will be up
and running. FDA published its first notice regarding this proposed information
collection in the Federal Register 74-FR-2605 and is in the process of preparing the
second notice required by the Paperwork Reduction Act. After internal review is
completed, FDA plans to publish a notice to discuss the submission of applications,
including the date on which FDA will accept applications. Therefore, FDA cannot say
when this program will be operational.

Mr. Latham: Thave heard from participants in CBP’s partnership programs,
Customs-Trade Partnership Against Terrorism and Importer Self-Assessment, that while
the programs are well intentioned, CBP does not coordinate them with other agencies that
have stop and hold authority at the border, cancelling out much of the programs’
incentives. What is FDA doing to coordinate with other agencies, CBP particularly, to
ensure the upcoming Secure Supply Chain program complements those agencies’
partnership programs?

Response: In 2005, FDA began working with Customs and Border Protection, or
CBP, to develop the Secure Supply Chain proposal. These efforts continue to date and
will continue through implementation of the program, should the pilot prove the program
has benefits. The Secure Supply Chain program includes verification that participants
meet certain requirements of CBP’s Customs-Trade Partnership Against Terrorism, or
CTPAT, program. Additional efforts are ongoing to ensure that FDA has access to the
CBP information that is necessary to confirm CTPAT status of all participants in the
Secure Supply Chain program.
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BPCIA

I understand you are in the process of implementing the Biologics Price
Competition and Innovation Act (BPCIA), a bill I cosponsored in the last Congress. This
law struck an important balance by making lower cost biologics available to consumers
while providing companies with adequate intellectual property protections so that they
will continue to innovate.

Mr. Latham: Does FDA agree that, in order to ensure that infellectual property
rights can be enforced, BPCIA requires a biosimilar applicant to provide a copy of its
application and manufacturing information to the reference product’s manufacturer
within 20 days of the filing of a biosimilar application? If yes, will the Agency require
each 351(k) application to contain a certification that the biosimilar applicant has done
s0?

Response: According to the statute, within 20 days after the applicant has been
notified that its 351(k) application has been accepted for review by FDA, the applicant
shall provide a copy of the 351(k) application and other information to the reference
product manufacturer. We have not interpreted the scope and effect of the patent-related
provisions of the statute and have not determined what, if any, information the 351(k)
applicant would be required to provide FDA regarding the process described in the
BPCIA for resolving patent disputes. Therefore, FDA is not in a position to agree or
disagree with this statement in this question.

CTP MISSION

Mr. Latham: With regard to the infrastructure that has been developed to handle
the ongoing mission of the Center for Tobacco Products, can you please tell us more
about your Agency’s plans to address tobacco product harm reduction? How will the
Center create procedures for tobacco manufacturers to pursue modified risk tobacco
product applications?

Response: The Family Smoking Prevention and Tobacco Control Act has a
statutory requirement that FDA issue guidance or regulations by April 2, 2012 on the
scientific evidence required for assessment and ongoing review of modified risk tobacco
products. The guidance or regulations will describe the information needed for the
Center for Tobacco Products to determine whether a product will significantly reduce
harm and the tobacco-related disease risk to the individual user and benefit the health of
the population as a whole. The Center for Tobacco Products has asked the Institute of
Medicine for independent scientific advice and recommendations on the design and
conduct of the studies that FDA should require of tobacco products proposed by their
manufacturers to be marketed as having modified risk to consumers. All applications for
modified risk will be submitted to the Tobacco Product Scientific Advisory Committee
for its review and recommendations.
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SUBSTANTIAL EQUIVALENCE

Mr. Latham: FDA’s proposed rule for establishing a “substantial equivalence”
exemption from reporting requirements for new tobacco products does not establish a
timeframe for FDA to “grant or deny” an exemption request. What timeframe does the
FDA intend to establish to issue its determination on a tobacco product’s exemption from
the substantial equivalence reporting requirements?

Response: FDA issued proposed regulations on exemptions from substantial
equivalence requirements on January 6, 2011 for public comment. The 75-day public
comment period ended on March 22, 2011. Among the comments received by FDA was
a request for information on the timeframe within which the agency will review requests
for an exemption. FDA is currently reviewing this and other comments received and will
address these comments in a final regulation.

CORN SUGAR

Mr. Latham: On September 14, 2010, a petition was filed with FDA to allow
producers to use “corn sugar’” as an alternate name for high fructose corn syrup on
product labeling. When does the FDA expect to publish a federal register notice?

Response: FDA is currently reviewing the petition and has not reached a decision
at this time. If FDA were to decide to revise the relevant regulations as the petitioner
requests, then FDA would need to publish a Federal Register notice. FDA is planning to
send a tentative response to the petitioner, in accordance with Title 21 Code of Federal
Regulations 10.30{e)(2), advising that FDA has not been able to reach a decision within
180 days.
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QUESTIONS SUBMITTED BY REPRESENTATIVE ADERHOLT
PHARMACEUTICAL IMPORTERS

Mr. Aderholt: What are the proposals, and what merit do you give them, to create
a fast lane for pharmaceutical importers who have a good track record and who undergo
rigorous examination of their processes and controls by the agencies that regulate their
imports?

Response: FDA currently has a proposal to create a fast lane for specific finished
drug products and active pharmaceutical ingredients, or APIs, that apply and meet
requirements of the program. The Secure Supply Chain Pilot Program would propose a
facilitated entry for specific finished drug products and APIs imported into the United
States that meet the criteria for approval under the program. The goal of the pilot is for
FDA to assess the practicality of developing a secure supply chain program that would
allow the agency to focus its resources on foreign-produced drugs that fall outside the
program and that may not comply with FDA standards. Although an importer’s
compliance history will be a factor of this pilot program, it is not the only criteria.
Moreover, the pilot may not establish a fast lane for all drug commodities for any
participating pharmaceutical importer.

INSPECTIONS

Mr. Aderholt: Currently, how many inspector hours does FDA spend detaining
FDA-approved products from companies that have averaged less than one refusal over
the past five years?

Response: Our current data capturing and reporting systems does not allow FDA
to determine the number of hours compliance officers spend processing a detention or the
number of times firms have been previously refused for a specific product in the past five
years. However, during FY 2010 FDA personnel spent more than 20,000 hours
reviewing entry declarations for all pharmaceutical shipments offered for entry into the
United States via commercial entries, courier facilities, and international mail facilities.
During our entry review, FDA field staff made initial determinations to determine
whether products meet the basic requirements for pharmaceuticals, including firm
registration and product listing as well as the approval status, if appropriate. While these
hours account for FDA’s initial entry review activities, they do not include additional
hours spent by field staff collecting a sample for analysis, analytical time in the
laboratory, or hours spent by compliance staff determining the admissibility of individual
shipments. Each of these additional activities may have occurred in any entry in which a
detention was ultimately issued. Although we can determine the number of hours for
sample collection and analysis, we cannot determine the numbers of hours spent in
compliance.



90

IMPORTS

Mr. Aderholt: What coordination efforts and discussions have taken place
between FDA and CBP to improve the import process?

Response: In November 2009, FDA’s Office of Regulatory Affairs began an in-
depth review of FDA’s current import process to identify areas for improvement to aid in
establishing a new national Import Operation Strategic Plan. This review included
interviews with industry, trade associations, and other government agencies including
various CBP offices to identify their concerns and needs. FDA has established several
working groups, of which CBP is an active member, to evaluate the input, develop a
strategy to address these concerns, and implement the improvements to the import
process.

On August 19, 2010, Commissioner Bersin and I met at the National Targeting
Center to view CBP and FDA co-located operations and discuss issues related to import
security and safety. During our meeting, we identified several opportunities to improve
data sharing, operational procedures, and communications. We remain committed to
working together to address these issues.

On October 21, 2010, Commissioner Bersin, other Federal officials and I hosted
the first Interagency Safety Conference. The meeting brought together agency heads and
other senior leaders from 10 federal agencies to focus our efforts to protect the health and
safety of the American consumer from unsafe products. From this meeting, the Border
Interagency Executive Council (BEIC) was formed, a forum for interagency coordination
on import safety related matters. The BEIC, comprised of executive members from all
ten agencies that participated in the Interagency Conference, continues to meet and have
identified several joint initiatives related to import safety.

In addition, the Import Safety Working Group, established in 2007 and comprised
of FDA and CBP counterparts, continues to meet to address issues that affect both of the
agencies. Finally FDA and CBP Headquarter and port locations meet regularly to discuss
import operations and on-going initiatives that impact one or both agencies.

SECURE SUPPLY CHAIN

Mr. Aderholt: FDA announced the creation of a Secure Supply Chain program.
Is this something that can help and if so when will it be implemented?

Response: The Secure Supply Chain Pilot Program may assist in expediting
shipments of specific finished drug products and active pharmaceutical ingredients if they
meet the criteria for selection under the program. Some of those criteria include: proof
from the applicant that their drug products use a secure supply chain, proof that the
applicant holds an FDA-~approved drug application or is the foreign manufacturer
identified in an FDA-approved application for the finished drug products, proof that the
active pharmaceutical ingredients imported must be used only to make FDA-approved
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drugs and validation that foreign drug manufacturers and U.S. establishments receiving
drugs are FDA-registered and comply with good manufacturing practices.

This proposal was issued for public review and comment in the Federal Register,
or FR, in January 2009. That FR has closed and the final document is under review by
FDA. The agency anticipates the review process will be complete in 2011 and aims to
implement the pilot by close of CY 2012.

IMPORTS

Mr. Aderholt: Who has the power to confiscate these substandard drugs at the
time of importation?

Response: Both FDA and the Bureau of Customs and Border Protection, or CBP,
have the authority to seize products that do not comply with applicable U.S. laws and
regulations. Although FDA is the lead federal agency with authority over imported
pharmaceutical products, CBP and FDA work together at international mail facilities to
oversee the importation of pharmaceuticals.

PHARMACEUTICAL IMPORTS

Mr. Aderholt: How often does FDA intercept pharmaceuticals at the border that it
knows are substandard but lacks the authority to confiscate or destroy these products and
therefore simply refuses entry?

Response: While FDA will examine pharmaceutical products at the border, there
is no official classification or violation referred to as substandard. FDA takes action on
products that fail to comply with U.S. laws and regulations. The most common problems
include, but are not limited to, charges of adulteration or contamination, unapproved
pharmaceuticals and misbranded products. During FY 2010, FDA refused the entry of
more than 2,200 commercial shipments of pharmaceutical products as well as more than
18,000 parcels of pharmaceutical products that were received through the international
mail facilities and courier facilities. The majority of the refusals were due to the product
being unapproved or misbranded.

Mr. Aderholt: Counterfeit or substandard pharmaceuticals that are simply refused
entry, what percentage of the time do they show up at some other port to try to enter the
system again?

Response: In FY 2010, FDA refused more than 20,000 shipments of
pharmaceutical products that were in violation of our laws and regulations.
Unfortunately, when a shipment has been refused entry into the United States, it is often
not possible for FDA to know whether the shipment is offered for import a second time.
Once a shipment is refused entry and is exported, FDA has very limited means for
determining what happens to the shipment.
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Mr. Aderholt: How effective are we in keeping these denied pharmaceuticals out
of our country when they repeatedly try to gain access?

Response: FDA has no way of knowing how often atterapts are made to import
products that were previously refused and exported. Once a product is exported from the
United States, FDA has very limited means of knowing the final outcome of that product.
It is true that in a worst case scenario, a refused and exported shipment could be
repackaged and submitted again for import into the United States.

Mr. Aderholt: What needs to happen in terms of laws and regulations for these
drugs to be destroyed when seized?

Response: If FDA refused admission, FDA’s authority currently allows the
importer the option to export or destroy pharmaceutical product within 90 days of their
refusal. Products that are seized, due to public health or other concerns, by FDA or CBP
are ultimately destroyed.
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QUESTIONS SUBMITTED BY REPRESENTATIVE LUMMIS
DRUG APPROVALS

Ms. Lummis; Iunderstand that the FDA has increased requirements for drug
approvals, including additional and larger clinical trials. How much have these new
requirements increased the cost of introducing drugs to the market? How do you think
we strike the right balance between access to life-saving products and safety?

Response: FDA is required to assess the safety and efficacy of a new drug before
it can be sold to American patients and consumers. Assessing the safety of a new
pharmaceutical product is becoming increasingly sophisticated. In some cases sponsors
have been required to conduct larger, more comprehensive trials to allow FDA to
determine if a drug’s benefits outweigh its risks. These larger trials involve more patients
and longer exposures to the drug product to demonstrate the safety of a new drug product.
By definition these larger trials are more costly. However, without the data provided by
these trials, it would be impossible for FDA to adequately evaluate the likely safety of the
product.

1t is difficult to determine the cost of these requirements for pharmaceutical
companies. Estimates of such costs may be available from academic and private-sector
entities.

FDA is acutely aware of and sensitive to the balance between the needs of
patients for access to life-saving products, and the need to ensure that drug products are
safe for their intended purpose. For this reason, FDA has been developing and
formalizing its approach to balancing risks and benefits as part of assessing a new drug
product’s safety and efficacy profile. The risks associated with a treatment for a
particular type of cancer, for instance, may be acceptable to the patients who would likely
benefit from that treatment, whereas a treatment for something less severe such as a mild
skin condition, would need to have a much more benign risk profile to pass FDA
scrutiny. These trade-offs allow FDA to maintain its high standards for drug product
safety without unnecessarily restricting access to important products for patients who
knowingly accept the risks of those products.

Ms. Lummis: The testimony submitted for the record states: “most new drugs are
approved in the U.S. before they are approved in Europe.” However, the California
Healthcare Institute recently reported that FDA review times for drugs have increased.
What is the main reason drug approvals have slowed in the U.S. and do you expect
reviews to take even longer in the future? How do we ensure the U.S. continues to
support innovation and be the top approver of drugs?

Response: Recent analyses have shown that the FDA generally approves more
drugs more quickly than does the European Medicines Agency, also known as EMA. For
instance, in the case of 27 new molecular or biologic entities approved on a priority basis
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by both the FDA and the EMA between 2006 and early 2010, only three were approved
by the EMA first.

Similarly, a review of 35 oncology drugs approved by the FDA or the EMA
between October 2002 and December 2010 shows that 32 of the 35 were approved by the
FDA with an average time to approval of 261 days, while the EMA approved 26 of those
drugs with an average time to approval of 373 days. Finally, a steadily increasing
proportion of new drugs are launched in the United States compared to the rest of the
world. Between the early 1980s and 2009, the proportion of new active substances first
launched in the U.S. rose from approximately 5% to almost 60%.

Drug approvals in the U.S. did slow down after the enactment of the FDA
Amendments Act of 2007 also known as FDAAA. FDAAA included many new
requirements that increased the amount of work required to review a new drug. For
example, many more applications required an advisory committee meeting after FDAAA
than before the enactment of FDAAA, particularly for priority reviews, while at the same
time requiring a more stringent process for screening members of advisory committees.
In the short term, these changes affected our ability to meet PDUFA performance goals.
However, as the FDA has gained experience in implementing FDAAA, we have
increasingly met our performance goals.

Timing of Approval for Priority NBES/NMES
Approved by Both FDA and EMEA (2006-2010)
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QUESTIONS SUBMITTED BY REPRESENTATIVE FARR
FOOD SAFETY MODERNIZATION ACT

As your know from your visit we grow over 85 specialty crops that gross over $4
billion in sales from the 17th District I represent. [ want to thank you for visiting the
valley with me to talk about food safety and fresh produce. As you will recall, spinach
growers suffered a terrible blow in 2006 from a food borne illness outbreak. An outbreak
that was traced to one farm that cost the entire industry hundreds of millions of dollars
and sales have still not recovered. New legislation gives FDA responsibility for setting
standards that ensure the safety of fresh produce.

Mr. Farr: Can you tell us where FDA is on completing the standards? How will
you communicate these new standards to farmers and what steps does the agency plan to
take to help farmers meet the standards?

Response: FDA is working diligently to complete produce safety standards.
Although implementation of the Food Safety Modernization Act is in its early stages
FDA has already made great progress on developing the produce safety rule. The
schedule directed by Congress for issuing these standards is aggressive, with the
proposed regulation due within one year of President Obama’s signing of the bill into
law, and the final rule due within one year of the close of the comment period on the
proposed rule. Fortunately, FDA had already laid a foundation for the developing and
implementing the new produce safety rule. FDA met extensively with numerous
stakeholders and opened a Federal Register docket to formally solicit and receive
comments from stakeholders regarding suggested best practices to effectively enhance
the safety of fresh produce available to consumers. During the fall of 2009, FDA and
USDA technical experts, scientists, and other staff engaged produce farmers by visiting
13 states across the country to participate in meetings, listening sessions, and tours of
farms. During this time, FDA received more than 700 comments to an open docket from
large and small growers, environmental groups, state and local government agencies,
retail food chains, academia, and consumers.

FDA intends to communicate the new produce safety standards once a rule is
finalized to farmers via numerous means including development and issuance of
guidance as well as active participation in the Produce Safety Alliance. The Produce
Safety Alliance is a public-private partnership charged with developing a national
education and training program for farmers and packers of fresh produce in anticipation
of a produce safety rule from the FDA. FDA will be working with the Alliance to
promote awareness of the regulation and assist farmers in meeting the standards.

M. Farr: If we don’t provide adequate funding to FDA, what is the impact on its
efforts to improve the safety of fresh produce? Without funding what happens to
programs that will assist our farmers in improving the safety of their crops?
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Response: Without adequate funding, it will simply not be possible for FDA 1o
engage in prolonged and extensive food safety educational outreach programs aimed
specifically at fresh produce farmers. Secondly, without funding to conduct its inspection
and verification activities, FDA will be prevented from adequately enforcing the new
standards. It may also delay implementation of specific provisions associated with the
Food Safety Modernization Act and delay improvements to the safety of our nation’s
food supply that Congress authorized in the Food Safety Modernization Act and that
consumers and the produce industry are anxious for FDA to implement.

Mr., Farr; How much does FDA need for implementing the produce safety
standards and can you give me a timeline for how that money will be spent this year and
in future years?

Response: Education, outreach, and training for fresh produce growers will be a
critical component of FDA’s implementation strategy. This will require FDA to develop
guidance documents to assist farms in compliance with the produce safety regulation. In
the FY 2012 Budget FDA requests $10.5 million for efforts to improve produce safety.
FDA will assess the value of specific preventive controls for safe produce growing and
packing. FDA will also establish standards for key food safety risk factors to enhance
produce safety and protect the health of consumers. FDA will develop practical risk-
based preventive controls for small-scale agriculture operations.

With this investment, FDA will conduct food safety outreach, education and
technical assistance to produce growers. FDA will develop a curriculum to train
personnel assigned to produce safety compliance, inspection and enforcement activities.
FDA will also provide training to FDA laboratory personnel on new methods and
detection protocols developed by FDA science programs. These protocols relate to
produce safety on farms and to environmental sampling to identify contamination. FDA
will provide this training to FDA field personnel and other Federal, state, local, tribal, and
territorial regulatory and public health partners.

In addition, the funding will also support the Produce Safety Alliance, a public-
private partnership charged with developing a national education and training program
for farmers and packers of fresh produce in anticipation of a produce safety rule from the
FDA. The alliance is located at Cornell University’s National GAPs Program and is
funded by USDA and the FDA.

RISK COMMUNICATION SYSTEM AND TRACEABILITY

Commissioner Hamburg, you will recall how in 2008 we had an outbreak that
began with warnings about tomatoes but eventually contaminated peppers were found to
be the culprit. That outbreak exposed problems with our risk communication system and
traceability. 1know FDA took a lot of blame from our tomato farmers for the losses they
suffered. Putting aside the blame issue —
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Mr. Farr: What lessons were learned from the way CDC and FDA handled that
outbreak, and what of those lessons has been incorporated into the surveillance and
traceability provisions that are in the FDA Food Safety Modernization Act?

Response: Following the 2008 Salmonella Saintpaul multistate outbreak, FDA
held an internal “lessons learned” exercise to examine how intra- and inter-agency
collaboration and response procedures were handled. Some of the significant lessons
learned are:

FDA's Office of Crisis Management, also known as OCM, has coordinated
the revision of FDA Emergency Operations Plan that establishes a single, comprehensive
framework for FDA's management of incidents.

FDA's OCM, in collaboration with FDA's Office of Regulatory Affairs, has
developed Incident Command System training for field and headquarters emergency
responders and managers to facilitate FDA compliance with the National Incident
Management System.

FDA has enhanced its collaboration with the Centers for Disease Control and
Prevention, also known as CDC, to improve outbreak investigation and response efforts
beginning at the earliest point in the outbreak—signal detection and notification. FDA
continues to strengthen this relationship with CDC, as well as USDA/FSIS, in all aspects
of outbreak detection, investigation and response.

FDA is creating a new team whose full-time job is to improve and enhance FDA’s
capacity to manage food- and feed-related outbreaks from start to finish. The group will
be responsible for surveillance and outbreak detection; outbreak response and
investigation; and post-response activities. The new team, led by a Chief Medical
Officer, will be a multidisciplinary, designated group of experts representing all
disciplines of FDA’s Foods Program.

Enhancements have been made to the FDA Emergency Operations Network
Incident Management System, utilized to capture incident information the response
generates in near real-time, including Geographic Information System maps related
to emergency activities.

All of these lessons learned will be incorporated into the delivery of the relevant
provisions of the Food Safety Modernization Act.

Mr. Farr: What levels of funding are needed to implement improvements in the
surveillance program? How much is needed for the high-risk traceability program?

Response: The 2012 budget request includes $50 million for improving the
integrated food safety system. With these funds, FDA will improve rapid response and
recovery by strengthening FDA preparedness, surveillance and outbreak detection,
outbreak response and investigation, and post response activities under the FDA
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Foodborne Outbreak Team. Improving the ability to detect and respond to foodborne
outbreaks will require improvements at all levels of government since Federal, State, and
local agencies have a role to play. Since most disease and outbreak detection is done by
state and local health departments, these stakeholders would need support. Atatime
when state and local funding is being cut for these activities, federal dollars may be the
onty remaining resource. FDA will improve food and feed safety response by
integrating the capabilities of Federal, State, and local partners. FDA will also pursue
pilot studies with industry using track and trace technology.

BIOSIMILARS

In regard to the Biologics Price Competition and Innovation Act the President’s
FY 2012 budget calls for modifying the years of “market exclusivity” from twelve to
seven years. However, there is an ample record that shows Congressional intent applied
to data exclusivity, not market exclusivity.

Mr. Farr: Does the FDA acknowledge Congressional intent in its implementation
of the Biologics Price Competition and Innovation Act to provide for data exclusivity, not
market exclusivity?

Response: Thank you for your question. FDA is still considering how to
implement the exclusivity provisions of the Biologics Price Competition and Innovation
Act.

M. Farr: Does the FDA have a timetable for issning guidance to implement the
new biosimilars pathway? What is it?

Response: FDA plans to issue guidance on biosimilars during 2011,

Mr. Farr: In a related vein, at a November, 2010 public meeting on biogenerics,
FDA focused on the names to be given to biogeneric and biosimilar products. Can you
comment on FDA plans to have a brand company change the chemical name of a
biogeneric or biosimilar after making changes to the product?

Response: A robust postmarketing pharmacovigilance plan can be an important
component in ensuring the safety and effectiveness of biological products. In general, the
pharmacovigilance plan for biosimilar and interchangeable biological products should
have adequate mechanisms in place to differentiate any adverse events attributable to one
biosimilar or interchangeable biological product from those attributable to the reference
or other biosimilar or interchangeable biological products. FDA is exploring all feasible
options to ensure that a biological product can be identified when and if an adverse event
has taken place. One of these involves the naming of biological products. FDA
anticipates that any general decisions reached regarding the naming of biosimilar or
interchangeable biological products will be published in guidance or rulemaking, both of
which provide an opportunity for comment from the public. No matter what decision the
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FDA recommends, the decision will reflect our mission to protect and promote the public
health.
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QUESTIONS SUBMITTED BY REPRESENTATIVE DELAURO
MENU LABELING

1 am sure you are aware of recent reports that movie theater chains are fighting
the new menu labeling requirements that were enacted into law last year. As you know,
it would require chain restaurants with at least 20 U.S. locations to post calorie content of
menu items.

Move theater chains are fighting this because they are concerned about disclosing
the calorie content of their popcotn — which can contain as many as 1,460 calories, or
equal to almost three Big Macs.

Carving out any exemption to the menu labeling requirement clearly would
counter legislative intent.

Also opposed to any exemptions would be the National Restaurant Association
who was an integral part in negotiating the final language.

Ms. DeLauro: What is the status of the proposed rule and what can be done to
avoid any exemptions to the calorie posting requirement?

Response: FDA will issue the proposed rule on menu labeling soon. The
proposed rule outlines FDA's interpretation of restaurants and simnilar retail food
establishments that would be covered under menu labeling requirements recently enacted
by Congress. In the proposed rule, FDA proposes one interpretation but also puts forth
alternative interpretations. Since this is a proposed rule, FDA welcomes comment from
Congress, industry, public health organizations, advocacy groups, and consumers on their
interpretation of covered establishments as well as alternative approaches. FDA is
publishing a separate rule for the vending machine requirements.

FDACUTSINHR. 1

Commissioner Hamburg, three years ago the Science Board reported that FDA
was so underfunded it could not perform its public health mission. Congress responded
by increasing funding in FY 2009 and FY 2010. That progress stalled with this year’s
CR, and the House passed H.R. 1, which would cut FDA funding by $241 million.

Ms. DeLauro: How would FDA accommodate that kind of cut and what would it
do to efforts to address problems identified by the Science Board in 20087

Response: Under the proposed cuts to the FDA budget in HR. 1 FDA would not
be able to fulfill commitments to implement important Science Board findings of
November, 2007. For example, FDA would not be able to adequately perform new
science activities in certain areas because of H.R. 1 funding levels. In 2009, the FDA
took action to develop scientific priority areas to be evaluated by the Science Board,
established support and leadership on new scientific activities and began an in-depth
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review of the information technology capabilities of FDA. In 2010, strides were made in
advancing regulatory science by defining the priorities and publishing a white paper
entitled “Advancing Regulatory Science for the Public.” The budget levels in the House-
passed version of H.R. 1, will limit FDA’s efforts to strengthen science-based decision
making, will impair FDA’s ability to build regulatory science to improve public health
outcomes, and to speed innovative products to patients.

Ms. DeLauro: Specifically, if the cuts in H.R. 1 were implemented, would it lead
to fewer food safety and medical product inspections? How many?

Response: FDA estimates that the reductions to the FDA budget in the House-
passed version of H.R. 1 will result in approximately 1,250 fewer FDA inspections of
firms that provide or manufacture food and medical products. In addition, House-passed
version of H.R. 1 will result in a decline in funding that we could provide to our state
counterparts to support development of an integrated national food safety system as well
as state contract inspections that FDA supports. In addition, FDA also estimates that the
reductions for FDA in the House-passed version of H.R. 1 would result in 7,500 fewer
FDA import inspections to assure that imported foods and medical products meet safety
standards.

Ms. DeLauro: Would the cutfs impact the amount of imported foods and medical
products that gets inspected? How many?

Response: Yes, the House-passed version of H.R. 1 will affect food and medical
product inspections. FDA estimates it would result in 7,500 fewer FDA import
inspections needed to assure that imported foods and medical products meet safety
standards. The reduced number of inspections could result in an increase in the number of
manufacturing and safety incidents that threaten the health of patients and consumers. A
lower inspection rate makes it difficult for FDA to monitor the safety of a growing
manufacturing volume of food and medical product imports. The result is that Americans
could suffer increased foodborne iliness and experience greater medical product safety
problems resulting in more sickness and deaths.

Ms. DeLauro: Given that cuts would have to be enacted in a short amount of
time, would furloughs or reductions in the FDA inspection force be necessary?

Response: Cuts to FDA’s budget that you describe could lead to furloughs or a
reduction in FDA’s inspection force or furloughs of the professionals that conduct
medical product safety and effectiveness reviews.

Ms. DeLauro: The President’s budget closes some of the gap on needs identified
by the Science Board. Where does it leave us if we lose ground in FY 2011 and then fail
to fund FDA adequately in FY 20127

Response: Failure to fund FDA at the level of the President’s budget request for
FY 2011 and FY 2012 could delay FDA’s implementation of the Science Board
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recommendations. Specifically, in the following areas -- accomplishing Science Board
recommendations in Science Capacity, Capability Organization, Securing Critical
Scientific Capability and Capacity, Information Technology and Infrastructure, and other
critical areas.

Ms. DeLauro: What would that do to the agency’s ability to perform its mission?

Response: Failure to fund FDA at the level of the President’s budget request for
FY 2011 and FY 2012 could delay the ongoing implementation of the Science Board
recommendations. FDA will not be able restore FDA’s eroded scientific base and
organizational structure, upgrade the capacity and capability of its scientific workforce,
and modernize the IT infrastructure from systems that have exceeded their usuat life
cycles.

Ms. DeLauro: What are the risks to public health if FDA Is not able to perform
its mission?

Response: All aspects of the FDA mission support America’s public health.
FDA’s ability to assure the safety of America’s food supply and medical products will be
substantially reduced under the H.R. 1 funding levels for FDA,

As aresult of the $400 million budget reduction, FDA estimates that the agency
will conduct 1,250 fewer FDA inspections of firms that provide or manufacture food and
medical products. In addition, the House-passed version of H.R. 1 will resultin a
significant decline in FDA-funded state contract inspections.

In addition, FDA also estimates that the reductions for FDA under H.R. 1 would
result in 7,500 fewer FDA import inspections to assure that imported foods and medical
products meet safety standards. A lower inspection rate makes it difficult for FDA to
monitor the safety of a growing volume of food and medical product imports. The result
will be less analysis of imports, which means that Americans could suffer increased
foodborne iliness and experience greater medical product safety problems associated with
imports that do not meet safety standards.

In addition, FDA also estimates that it may conduct 3,300 fewer analyses of food
and medical product samples to identify safety problems. Furthermore, FDA’s ability to
implement the food safety legislation that Congress recently enacted will be severely
limited.

Overall, cuts of this magnitude could limit FDA’s ability to stimulate and support
industry innovation that offers promising new opportunities to diagnose, treat, cure, and
prevent disease. These lost opportunities could diminish industry innovation and
compromise the development of new products that would improve the lives of patients.
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FDA FOOD SAFETY MODERNIZATION ACT IMPLEMENTATION

With the enactment of the FDA Food Safety Modernization Act, FDA will for the
first time have mandated inspection frequencies of food facilities under its jurisdiction.
As you know, the legislation calls for the inspection of high-risk food facilities once
every five years initially and then dropping to a frequency of once every three years.
Low-risk plants would initially be inspected every seven years and then drop to once
every five years.

Ms. DeLauro: Based on the information you currently have, how many food
facilities would fall into the high-risk category and how many would fall into the low-risk
category?

Response: With regard to inspection frequency, the Food Safety Modernization
Act provides criteria to be considered in determining whether a particular facility is
considered to be a part of the high or non-high risk category. The criteria include the
known safety risk of a food, compliance history of the facility, rigor and effectiveness of
the facility’s hazard analysis and preventive controls, and other criteria. Currently, the
FDA is refining its definition of high and non-high risk facilities and is performing the
necessary analysis to categorize food facilities. FDA will not have reliable estimates of
the numbers of facilities in each of the categories until the agency completes this work.

Ms. DeLauro: In order to meet the mandate, how much more funding would FDA
need to reach those inspection frequencies and how many more inspectors would you
need to hire?

Response: At this time, FDA is studying the new legislation, including
opportunities to work with Federal, State, local, tribal, and foreign regulatory partners
and 3™ party organizations, to determine how best to leverage all available resources to
best assure the safety of the food supply. We are not currently in a position to say how
many resources we will be able to leverage. Therefore, we cannot say at this time how
many additional resources FDA will need to meet the expectations of the new law.

Ms. DeLauro: The President’s budget request provides a budget increase of
$183 million as an investment to implement the FDA Food Safety Modernization Act.

Could you detail what we will see implemented with this request and what will be
needed to complete implementation in FY 2013-2015?

Response: With the requested increase of $183 million to implement the Food
Safety Modemnization Act, also known as the FSMA, FDA expects to make substantial
progress in building the science-based, prevention-oriented and efficient food safety
systern mandated by Congress. FDA would issue the key regulations required by the
Food Safety Modemization Act, including produce safety standards, preventive controls
in food processing facilities, and standards for preventing intentional adulteration. In
addition, we would strengthen the scientific basis for the Foods Program, including the
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ability to make the design and implementation of our prevention standards more risk-
based and effective in preventing food safety problems.

FDA plans to train FDA investigators in the latest inspection techniques that take
advantage of the preventive controls regulatory framework. FDA will also build state
capacity and create a national inspection work plan so that state inspections can be
leveraged to meet FDA’s domestic inspection frequency requirements.

FDA plans to design and implement a new import safety framework for carrying
out the FSMA mandates. The new framework will include stronger importer
accountability through the foreign supplier verification program, an accredited third-party
certification program, comparability assessments to determine if foreign governments
have food safety systems comparable to the United States, a voluntary qualified importer
program to expedite review and importation of food by qualified importers, and
expanding the foreign inspection program. Finally, FDA will need to rely on better
information technology to support more efficient domestic inspection and effective
oversight of imports.

In future years, FDA will need to continue to invest in implementing these
programs, including increasing FDA science capacity, strengthening the integrated food
safety system, and implementing the import safety framework. We hope to work with
Congress to ensure that FDA has adequate resources to achieve our shared food safety
goals, including resources from fee collections.

Ms. DeLauro: We were already increasing funding for FDA's food safety
program just to catch up to where the agency needed to be under prior law. If you have
make cuts, how do you balance the prior problems that the Science Board identified in
2008 against the need to implement the new law? What programs win and what
programs lose and who pays the price in terms of health and economic impacts?

Response: Efforts to bolster FDA’s science capacity must occur in tandem with
implementing the Food Safety Modernization Act. The new law envisions an increase in
FDA’s scientific expertise to implement the preventive controls framework and engage in
risk-based public health decision making. This will include additional staff with
microbiological and chemical safety expertise and risk analysis expertise. Decreased
funding to supplement FDA’s scientific expertise will negatively impact FDA’s ability to
implement the Food Safety Modernization Act.

Ms. DeLauro: The FDA Food Safety Modernization Act authorizes the FDA to
recognize private third party certifiers fo vouch for the safety of imported products.
Would you describe how FDA plans to implement that provision of the new law?

Response: FDA has assembled a workgroup of technical experts on auditing,
third-party programs, and imported foods to establish the system for accrediting third-
party auditors of foreign food facilities. FDA is conducting a public meeting on March
29, 2011, to seek input on the third-party system and implementing regulations. FDA has
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opened a docket to solicit public comment as well. This input will help inform FDA's
regulations and other activities in implementing the program for accreditation of third-
party auditors who perform regulatory audits of foreign food entities and, based on audit
results, issue import certifications for high-risk foods and facility certifications required
for participation in the Voluntary Qualified Importer Program. The implementing
regulations will include measures to protect against conflicts of interest through
unannounced audits, public disclosure of fees, and limits on financial affiliations. FDA
also will issue user fee regulations and model accreditation standards that third-party
auditors and their audit agents must meet.

Ms. DeLauro: How much FDA will be assigned to provide oversight over any
private third party certifiers recognized?

Response: We are not currently in a position to determine how many FDA FTE
will be assigned to oversight of private third party certifiers—referred to as third-party
auditors in the Food Safety Modernization Act, or FSMA. Whether third- party auditors
are accredited directly by FDA or by accreditation bodies recognized by FDA, FDA will
retain its full inspection and oversight authorities. FSMA requires FDA oversight of
third-party auditors by, among other things, requiring FDA fo periodically evaluate the
performance of each third-party auditor and conduct on-site audits of certified entities—
with or without the certifier present. Moreover, FSMA directs FDA to withdraw
accreditation of a third-party auditor under certain circumstances, such as when FDA
evaluates an auditor and finds that the auditor no longer meets the requirements for
accreditation. The Office of Regulatory Affairs will play a significant role in the third-
party program, including all of the activities described above.

Ms. DeLauro: How much funding will you need to implement that provision of
the Act?

Response: FDA is in the process of developing and implementing processes in
support of the FSMA implementation. During this process FDA will be evaluating the
funding that will be required to fully implement the new law.

Ms. DeLauro: The FDA Food Safety Modernization Act requires that FDA
double its inspection of foreign food facilities every year for the next five years, so by FY
2016, FDA will need to inspect over 19,000 foreign food establishments that export to the
U.S. How does FDA plan to achieve that requirement?

Response: Achieving the foreign inspection mandate will require a substantial
investment of resources. FDA intends to determine the most efficient way to use its
resources and consider ways to leverage the resources of others, such as foreign
governments, to fulfill the objective of this mandate.

Ms. DeLauro: How much money will be required to fund those inspections?
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Response: At this time, FDA is studying the new legislation, including
opportunities to work with our Federal, State, local, territorial, tribal, and foreign
regulatory partners and 3™ party organizations, to determine how best to leverage all
available resources to best assure the safety of the food supply. We are not currently ina
position to say how many resources we will be able to leverage versus how many
additional resources FDA will need to meet the expectations of the new law.

Ms. DeLauro: The FDA Food Safety Modernization Act requires FDA to take
certain steps to improve the recall program, in addition to having new authority to order
recalls if necessary. One improvement is creating a consumer friendly website so that the
public can get quick and accurate information about recalls. That is supposed to be
operational within 90 days. While the funds needed for the recall website is very minor,
could you tell me where progress is on getting that website up?

Response: At the current time, we are on track to meet the statutory deadline of
having an improved consumer search engine for recalls within 90 days of enactment of
the Food Safety Modernization Act,

Ms. Delauro: What, if you know, will it look like when a consumer goes to it?

Response: Though we plan to have the improved website operational by the
statutory deadline, FDA is still developing the final details of what the website will look
like.

Ms. DeLauro: Many grocery stores use customer loyalty cards where they give
you a discount in return for information about yourself that they use to sell you products.
Would it be a good use of those cards to also use the information to alert you when
you’ve purchased a product that is subsequently recalled?

Response: FDA is aware that some retail outlets use loyalty cards to contact their
customers when a product they have purchased has been subsequently recalled, so itisa
method that is being used to notify consumers of recalls. FDA will consider this use of
loyalty cards in its implementation of the Food Safety Modernization Act.

Ms. DeLauro: Will FDA make that part of its rule when it implements the notice
provisions in the Food Safety Modernization Act?

Response: Section 211 of the Food Safety Modernization Act requires, among
other things, that grocery stores display certain information about reportable foods ina
prescribed manner. FDA is in the process of implementing this provision. It is not
possible to say at this time whether customer loyalty cards will play a role in FDA’s
implementation of this requirement.

Ms. Delauro: The FDA Food Safety Modernization Act provides protection to
consumers, but the food industry supported the new food safety law, too. If
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appropriations for implementation are slashed, what will the impact be on food
companies, in terms of competitiveness in overseas markets?

Response: If funding for implementation is not available, FDA will be able to put
new regulations on the books, but we will not be able to build the new system called for
by the Food Safety Modernization Act and produce the benefits Congress envisioned for
both consumers and the food industry. We will not be able to effectively implement the
new prevention standards and take full advantage of our new administrative enforcement
tools. We would also be unable to credibly implement the new import oversight tools
contained in the law.

It is implementation of the new law, with its broad preventive controls
framework, that will provide further food safety protections to US consumers and those
consuming US products abroad. FDA is in the process of beginning a public dialogue on
the idea of “comparable” countries, i.e.., countries with a robust food safety system
similar to that of the US, where we can be confident that certain safeguards and oversight
are in place. There is value in knowing that a food product was produced under a robust
system and there is value in the US being a food safety leader.

RECENT FOOD SAFETY RECALLS

FDA announced two food recalls just within the past week. One involved Skippy
Peanut Butter that was contaminated with salmonella and the other hazel nut that were
contaminated with e-coli 0157:H7 that were distributed by DeFranco and Sons of Los
Angeles, CA.

Ms. DeLauro: Would you tell us the last time FDA inspection personnel visited
the facilities involved in these recalls?

Response: Prior to the recall, FDA personnel had previously inspected DeFranco
and Sons, Los Angeles, CA in December 2008 and October 2009. FDA personnel
conducted an inspection at the Unilever in Little Rock, AR, in November 2009 that
produces the Skippy Peanut Butter.

Ms. DeLauro: Were any of the inspections for these facilities contracted to states
to perform?

Response: FDA has a contract with the State of California, and state inspectors
inspected DeFranco and Sons in March 2008. FDA has a contract with the State of
Arkansas, and state inspectors inspected the Unilever facility that produces the Skippy
Peanut Buiter under that contract. The State of Arkansas inspected this establishment in
May 2007, April 2006, August 2005, August 2004, and June 2002.
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RECENT FOOD SAFETY RECALLS

Ms. DeLauro: Can you supply the subcommittee with copies of all inspection
reports for the facilities involved in these recalls dating back to January 1, 2006?

Response: The following documents are Establishment Inspection Reports, also
known as an EIR, are enclosed for the inspections of Unilever, Little Rock, Arkansas,
facility: [The information follows:]



109

Attached is the April 27, 2006 (state contract inspection);
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Food and Drug Administration Establishment Inspection Report

Date Agsignad: 1 1/21/2005 Inspection Start Date: 04/27/2006 Inspection End Date: 04/27/2006
Kirm Name & Address:  Unilever Best Foods , 8201 Frazier Pike Linle Rock, AR 72206-3871 US
Firm Mailing Address: 8500 Frazier Pike, Litile Rock, AR 72203 United States

FEL 2316570 IDITA: 80 County: PULASKI Est ize: (NEH]
Phone: (504)490-144] District: DAL-DO Profiled: No
Counveyance Type: %% Tnterstate: {nspectional Responsibility: State
Endorsement

Unilever Foads North Amcrica dba BestFoods, 8201 Frazier Pike, Litle Rock, Arkansas, manufactures Skippy brand pean
Products produced include creanty, erunchy, reduced fat, low carbohydrate and honey-nut peanut butiers. The firun is unde
and received a Superior rating fron: that organization during its last inspectios

| Vir. patrick Mathicu is the Plant Manager. Ms. Tawana Walker is the Technical Manage:8

Detail description of the process, including a flow chart, were provided in a previous EL No changes to the operation or plant have
oceurred since that time. The previous inspection revealed no ebjectionabl ditions, The current inspection was conducted for
*'iline surveitlance purposes. The firm has a written HACCP plan.

firm has gross annual sales of approximately S{SKCH)
The firm has a contract wit (b) (4) for its pest control progran,

Endorsement Location:

Tuspector Name Date & Time of Signature  Supervisor Name PDate & Time of Signature

ET Frederic W French I 07/20/2006 03:26 PM ET
Fmb Radli. o8t

Date: 07/28°2006 Pager ! of S
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‘ Food and Drug Administration Establishment Inspection Report

FEL2316370
Firm Name & Addvess:

tuspection Start Date:  04/27/2006 fnspretion End Date: 04/27/2006

Unilever Bust Foods . 8201 Frazier Pike Linde Bock, AR 72206-3871 US

Reluted Firm FEL

b(3)

Name & Address of Related Firm:

Establishment Type Industry Code

M Manufacturer 23 Nuts/Edible Seed

M Manutacturer 26 Vegetable Oils

M Manufacturer 36 Food Sweeteners {Nutritive}
Manufacturer 71 Byprodats For Animal Foods

istriet Use Code:

e 07728/2006 Page:2 of 3
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Food and Drug Administration Establishment Inspection Report

FEL 2316570 Tnspection Stare Date: 04/27/2006 Iuspection End Dates 04/27/2006
Firm Name & Address:  Unilever Bost Foods , 8201 Frazier Pike Littlc Rock, AR 72206-3871 US

Inspection Basis:  Swr

Inspected Processes & District Decisions

Preducts/ MQSA Reschedile Re-Inspection Taspection
PAC  Establishinent Type Process Insp Date  Priority Conclusiony
038001 Munufucturer 2Z3C HT No Action Indicated {NAY
Final District District Decision
Decision? Decision Date District Decision Type Made By Qrg Name
03/16/2006 No Action Indicated (NAT) Agency, State DAL-DO

Remarks:

Tate: 07/28/2006 Puge: 3 of §
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Food and Drug Administration Establishment Inspection Report

FEL 2316570 Inspection Start Duter  04/272006 Inspection End Dute:  04/27/2006

Firn Name & Address: Unilever Best Foods , 8201 Frazier Pike Little Rock, AR 72206-3871 US

Products Covered
Additional Praduct
Product Code  Est Type Description Deseription
23C H T 07 Manufacrer Peanut, Butter; Nonflex Plastic; Packaged Food (Not
Commergially Sterile)}

Assignees Accomplishment Hours

Pasition Cluss  Hours Credited To PAC Establishment Type Process Hours

DAL-DO 038001 Manufucturer BCHT
Fotal Hours:

Empioyee Name
Agency, State STA

w
in

ute: 0772872006 Pagerd of $
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Food and Drug Administration Establishment Inspection Report

FEI: 2316570 Inspection Start Dater 04/27/2006 Inspection End Date: 04/27/2006
Firm Name & Address: Unilover Bost Foods , 8201 Frazier Pike Little Roek, AR 72206-3871 US

inspection Result

EIR Location Trips Num

Inspection Summary
Credemials were presented to Mr. Patrick Mathieu, Plant Manuger, and Ms. Tawana Walker, Technical Manager. Both individuals

were very freindly and helpful. Ms, Walker accomparnied the inspector during the mspection and answered all questions frecly.

The results of the inspection were discussed with Ms, Walker. Ms. Walker displayed a high fevel of knowlcdge and professionatism,
She di d with the insp FDA plaint #36036, concerning glass purported 1o have been found in a container of product,
Ms. Walker explained the mvestigation the finm conducted which included viewing of video uf the entire shift during which the
product was made. Atgntion was focused on the filler machines. Ms. Walker were informied that no violative conditions were noted.
A form FDA4B3 was not issued and the discussion ended.

§ Suggested Actions

ction Remarks

Referrals

Org Name Mait Code Remarks
Refusals

Inspection Refusats:  No refusal

Samples Collected Recall Numbers Related Complaints
. ﬁﬂmple Number Recail Number Consumer Complaint Number

FDA 483 Responses
483 Issued?: 483 Location:

Response  Response
Response Type Mode Date Response Summary

Whee: 0772802006 Page:5 of S
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~SAE Page | of'3

2\

eSAF , State Accass fo FACTS

Food and Drug Administration Inspection Report

Summary

Date Assigned: 05/16/2006 Inspection Start Date: 04/27/2008 Inspeection End Date: 04/27/2006
Firm Name & Address :  Unilever Best Foods, 8201 Frazier Pke Little Rock, AR 72206-3871 US
FEL: 2316570 County: PULASK] Phone: (501) 480-1441 District:  Dallas District Otfice

Endorsements

Endorsement

Unilever Foods North Americs dba BestFoods, B201 Frazier Pike, Littis Rock, Arkansas, manufaciures Skippy brand peanut bulter.
Products produced inciude creamy, crunchy, reduced fa3, low carbohydrate and honey-nut peanm
inspection services and received a Superior rating fror that ¢ ization duning U5 Jast insp

M., Patrick Mathieu is the Plant Manager. Ms. Tawana Walker is the Technical Managd®
process, including a flow chart, were pmwded in a previous &1, No to the ion or plant have occurred since that ime,
The previous inspaction Hted no it The current & ion was conducted for routine surveillance
purposes. The fitm has a written HACCP plan. The firm has gross annual sales of approximately SRCEH The irmhgs a

contract with S JCH for its pest contsol program.
Endorsement Logation

Superviser Date of Approval
frenchiw 0712012006

Registration

Registration Typs Registration Date

Food 1325/2003

Establishment Type industry Code

Manulacturer 71 Byprodets For Animal Foods

inspection

inspection Basis; Surveiiance

inspected Processes
PAC Esiablisﬁmen! Type Producis/Process  Inspection Conclusion
CONTRACT FOOD SANITATION INSPECTIONS Manufaciurer 23CHT No Action indicated

https://esaf. [da.gov/eS AFProd/isn/fimiinsRutdsnYinsisectionIN=475RA0L FF =721 657 TR
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nSAF Page 2 of 3

Proaducts

Products Covered

Product Code Establishment Type Description

23CHTO7 Manufacturer Peanut, Butter. Nonflex Plastic; Packaged Food (Not
Commercially Sterile}

investigator

ir ig. A tish Hours
Employee Name  PAC Estgblishment Type Process Hours
Hastings CONTRACT FOOD SANITATION INSPECTIONS Manufacturer 23CHT 235
Results

inspection Result

Inspection Summary

Credentials were presented to Mr. Patrick Mathieu, Plant Manager, and Ms. Tawana Walker Technical Manager Both individuals

were very freindly and helpful. Ms. Walker accompanied the inspaclor during the insp and d alt ions freely, The

results of the inspection were discussed wﬁh Mx Walker. Ms. Walker displayad a high level of knowledge and professionalism. She
with the i FDA int 36036, ing glass purported to have been found in a container of product. Ms.

Watker inad the igation the firm ¢ which included viewing of video of the entire shift during which the product

was made. Attention was focused on the filler machines. Ms. Walker were informed that no violative conditions were noted, A form

FOA483 was not issued and the discussion ended.

Samples Collectad

Sample Number Sample Description

Consumer Complaints

« o Lt A

37083
36706
2011

Refusals

Refusals

https:ifesaf. fda.gov/eS ARProd/isp/fiem/InsRot isoTinspectionID=d2 SREOR FRI=2TIESTA  100/D0K
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SSAE Page 3 of 3

tnspection Refusals

No refusal

Adverse Observations

Adverse Inspectional Observations issued to the Firm? No

hitps://esaf. fda.gov/eSAF Prod/jspiimvins Ryt isn?inspection] D=425R69&FRI=031 6570 TIINNA
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Attached is the May 3, 2007 (state contract inspection};
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Food and Drug Administration Establishment Inspection Report

Date Assigned: 1 1/02/2006 Inspection Start Date: 05/03/2007 Inspection End Date: 05/03/2007
!rm Nome & Address:  Unilever Best Foods , 8201 Frazier Pike Litle Rock, AR 72206-3871 US
Firm Maiting Address: 8500 Frazier Pike, Linde Rock, AR 72203 United States

FEL 2316570 ID/TA: 80 County: PULASKI Est Size: (SR ED)

Phone: (501)400-1441 Distriet; DAL-DO Profiled: No
Conveyance Type: % ¥ : Inspectional Responsibility: State
Endorsement

A routine surveillunce inspection was conducted of this tacility under assignment #782886. The facility manufactures peanut butter
under the Skippy brand pare. The business ] wholesale andjfff of the production is shipped out of state. The firm does
approximately @ﬂ-m gross annual sales. The previous inspection was made on 04/27/2006 and no adverse findings were noted.

The current inspection was conducted by me for surveillance purp No adverse conditions were observed. No infested or defiled
food products were noted. No samples were coi[ectcdm A sample of
nutrition facts labeling was collected for NLEA surveRTance purposes. 1€ TTT Nas § Wrilen pian. Rewmarks for State
Togg

ction:

orsement Location:

tor Name Date & Time of Signature  Supervisor Name Date & Time of Signature
ET ET

Date: 00132007 Page:1 of 5
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Food and Drug Administration Establishment Inspection Report

FEL2316570 Inspection Start Date; 0570372007 Inspection End Date: 05/03/2007
irm Name & Address:  Unilever Besi Foods | 8201 Frazier Pike Little Rack, AR 72206-3871 US

Related Firm FEIL: Name & Address of Related Firm:
Establishment Type Industry Code
M Manufacturer 23 Nuts/Edible Seed
M Manufacturer 26 Vegetable Oils
Manufacturer k3 Foodd Sweeteners (Nutritive)
Manufacturer 71 Byprodets For Animal Foods.

istrict Use Code:

Date: 09/12/2007 Page:2 of §
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Food and Drug Administration Establishment Inspection Report

FEX: 2316570 Inspection Start Date: 05/03/2007 Inspection End Date: 05/03/2007
lrm Name & Address:  Unilever Best Foods . 8201 Frazier Pike Liwde Rock. AR 72206-3871 US

Inspection Basis:  Surveillance

Inspected Processes & District Decisions

Products/ MQSA Reschedule Re-lnspection Inspection
PAC  Establishment Type Process fusp Date  Priority Conclusions
035001  Manufacturer 2 C HT No Action Indicated {NAY
Final Distriet District Decision
Decision? Decision Date  District Devision Type Made By Org Name
Q3421121007 No Action Indicated (NAD Agency. State DAL-DO

Remarks:

Date: 097122007 Page:3 of §
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Food and Drug Administration Establishment Inspection Report

FEX: 2316570 Inspection Start Date: 05/03/2007 Inspection End Date:  05/03/2007

}m Name & Address: Unilever Best Foods , 8201 Frazer Pike Little Rock, AR 72206-387] US

Products Covered
Additional Product

Description

Product Code  Est Type Description

23C H T 07 Manufactwer Peanut. Butter; Nontlex Plastic; Packaged Food (Not
Commercially Sterile)

Assigi A plishment Hours

Employee Name Position Class  Hours Credited To PAC Establishment Type Process Hours

Agency, State STA DAL-DO 033001  Manufactarer 2Z3CHT 25
Total Hours: s

Date: 09/12/2007 Page:4 of 5
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Food and Drug Administration Establishment Inspection Report

FEI: 2316570 Inspection Start Date; 05/03/2007 Inspection End Date: 05/03/2007
lrm Name & Address: Unilever Best Foods , 8201 Frazier Pike Little Rock, AR 72206-3871 US

Inspection Result .

EIR Location Trips Num

Inspection Summary
I presented my credentials to Mr. Parrick Mathieu, Plant Manager, Tawana Ogeto, Technical Manager, Tracy Feldman, Operations
Manager, an%(}u\.:;q fEnvi 1 Specialist. All the individuals were very cordial. We discussed two consumer
complaints th ived since the previous inspection. Ms. Ogeto stated that the object described in Complaint #39159,
coutd not have come trom the plant since no false fingernaifs are allowed on the workers there. The other complaint, #36300, was not
in the company's files. After discussing the complaints, and previous EI, the inspection was ailowed 10 proceed, with Ms. Ogeta, Ms.
nd Mr. Feldman accompanying, The processing of Skippy Natural Super Chunk was observed during the inspection.
Shelled peanuts are recieved in rait cars. Peanuts are blown by air into sifos. From the silos the peanuts cleaned and sored, The
peanuts then go imo farge ovens for roasting. Alter masxingm of the stream is shunted to choppers 1o make peanuts that will be
added back to make Chunky type product. The main flow continues 1o mills and kettles. Sugar, palm oil and sait are added at the
tiles. The peanut butter is run through more milling and the cooled in[EE Mchillers for packaging. Plastic jars, manufacured 20515
specificatly for Unilever, are transferred 1o the fitler machines. The jars are inverted and blown out with air prior o
iliers deposit peanut butier in the jars, machines then cap and fabel the jars. Lot ideatification vodes are put on the jars by
4k jet printers and the jars are cased and palletized for shipping. Product is ly placed on trucks for shipping. Management
ovided me with a fabel containing nutrition facts. A discussion 100k place with Mr, Mathicu, Mr. Feldman, Ms. Ogeto, and Ms,

during which they were informed that no adverse inspectional observations were noted. A 483 was not issued and the
ended.

1B Suggested Actions

dction Remarks
Referrals
Org Name Mail Code Remarks

pection Refusals:  No refusal

Samples Collected Recall Numbers Related Complaints

Sample Number Recall Number Consumer Complaint Number

FDA 483 Responses
483 Issued?: 483 Location:

Response  Response
Response Type Mode Date Response Summary

Date: 00712/2007 Page:S of 3
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eSAF Page { of 3

a3 AF il ’ State Accoxs by FACTS

Food and Drug Administration Inspection Report

Bufmary

Date Assigned: D5/21/2007 Inspection Start Date: 05/03/2007 inspection End Date: 05/03/2007
Firm Name & Address :  Unitever Best Foods, B20% Frazier Fike Litle Rock, AR 72206-3871 US

FEI: 2318570 County: PULASKI Phone: (501) 4901441 District:  Dafias District Office
Endorsamants

Endorsement .

A routine sur i of this facility under gssignment #782888. The facility manufactures paanut butter

P was
under the Skippy brand name. The business %wﬂoimm andjilif% of the production is shipped out of state, The firn does
approximately in gross anaual sales. (he previous inspection was made on 04/27/2008 and no adverse findings were
noted. The current inspection was conducted by me for surveil s No adverae $ werg o ed No infasted
of defited food products ware noted, No sampies were collecieg
sample of nutrition facts labeling was collected for NLEA sutvel

SCM Remarks for State inspection

Date of Approval
Reyistratian
Registration Type Registration Date
Food 11472572003
Establishment I'yoe industry Code
Manufacturer 71 Byprodats For Animai Foods
tnspection
inspection Basis: Surveillance
PAG Establishment Type  Products/Process  Inspection Canglusion
CONTRACT FOOD SANITATION INSPECTIONS Manufacturer ICKT Ne Action Indicated

https://esaf fda gov/eSAF Prod/jsp/firm/InsRpt.isp?inspectionlD=471225& FEI=2316570 5/21/2007



125

eSAF Page 2 of 3
Produsts
Products Covered
Brogust Gode Establishment Type Description
23CHTOT7 Manufactwer Peanut, Butter; Nonflex Plastic; Packaged Food (Not

Commercially Stefile)

investiqator

Investiggtor Accomplishment Hours

Employee Name  PAC Establishment Type ~ Process Hours
Hastings CONTRACT FOOD SANITATION INSPECTIONS Manufacturer 2BCHT 28
Reguits
inspection Result
inspection Summary
| presentad my credentials o Mr. Patrick Mathiey, Plant Manager Tawana Oge!o Technica! Manager, Tracy Feldman, Operations
Manager, ancm were very cordial. We discussed two consumer
complaints that had been s\nce the previous i i Ms 099!0 stated that the object described in Complaint #39159,
could niot have come from the plant since no taise fingemafls are aliowed on the warkers there. The other complaint, #36300, was
pany’s files. After di g the and p El, the i was allowed to proceed, with Ms. Ogeto,

and Mr. Feldman accompanying. The processing of Skippy Natural Super Chunk was observed dufing the inspection.
Shelled peanuts are recieved in raif cars. Peanuts are biown by air into silos, From the silos the peanuls cleaned and sotted. The
peanuts then go into large ovens for roasting. After reasling, of the stream is shunted to chuppers to make peanuts that will be
added back to make Chunky type praduct. The main flow confinues to mills and ketties. Sugar, palm odl and salt are added at the
kettles. The peanut butter is run through more milfing and the cooled Inm]chuﬂers for packaging. Plastic jars, d at
specificatly for Unilever, are transferred to the filer machines. The jars are inveried and biown out with air prior to
ers deposit peanut butter in the jars, machines then ! cap and fabel the jars, Lot identification codes are put an the jars by
ink ;eQ printers arxd the jars are cased and for Product ia i ly placed on trucks for shipping.
Management provided me with a labet containing nutrition facts. A discussion took ptace with Mr. Mathieu, Mr. Feldman, Ms.
Ogeto, MW dufing which they were informed that no adverse inspectional observations were notad. A 483 was not

issued and the discussion ended.

Samples Collected
Sample Number $ample Description

Cisumer Complaints

Consumer Complaint Numbers
37095
36706

28011

https:/fesaf fda. gov/eSAFProd/jsp/firm/insRpt jsplinspectionlD=471 22 S&FEI=23 16570 512112007
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eSAF Page 3 of 3

Refusals

Retusaly
Inspection Refusals

No refusal

Aslyerse Observations

Adverse Inspectional Observations Issued to the Firm? No

https:Hesaf.fda. gov/eSAFProd/isp/firm/InsRpt jsp?inspectionID=471225& FEI=2316570 5/21/2007
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Attached is the November 27, 2007(FDA inspection);



Date Assigned: 10/15:2007 inspectivn Start Date: 11/26/2007 Inspection End Date: 11/27/2007
rm Name & Address:  Unilever Best Foods . 8201 Frazier Pike Littfe Rock. AR 722063871 US
Firm Mailing Address:  $201 Frazicr Pike, Luttle Rock, AR 72206 United States

FEL 2316570 JINTA: $0 County: PULASKI Est Size: (SFCH]
Phone: (S013490-1441 Distriet; DAL-DO Profiled: No
Conveyance Type: % Interstate: QR Inspectional Responsibility: State

Endarsement

This CFSAN initiated assignment, DFP&G £07-21, ORA Concurrence #2007061901, inchudes the inspection of a peanut butter
manufacturer, a ready-to-eat food, using processing methods that are typically carried out in & dry environment. Establishments were
included that produce peanut butter by dry or oil roasting methods as well as other manufacturing facilities that produce other ready-
to-eat foods in a dey processing enviromment. The objective was to determine wheihcr or not Salmonellae '\re presuﬂ in the food
processing environment of these plants and thus present a risk of product ion. CFSAN req 7E; 1?7 samples
to be collested (not Mor cause?) from atypical areas that are not gencrally sampled.

The previous inspection was conducted 5/3/07 and was classified NAT, No FDA-483 Inspectional Obscrvations form was issued.

"R current inspection covered the entire plant area includi 12 did not

1t in the issuance of an FDA-483, Inspectional Observations fona.

. P o
ing and ing areas. The insp

11

There were 66 envi: | samples
Sample #420919.

i a1 the firm which were subraitted to ARL for analys:s of the prescnce of Salmenella,

No part of the inspection was refused.

All correspondence including FMD- 145 should be addressed to;

ilever Foods
. Patrick Mathieu, Supply Leader
01 Frazier Pike

Little Rock, AR 72206

Chassification: VAL
Reschedule
P10, -8, W-16

FACTS # 851520

ribution:
.. " DAL-DO M&F
cc wiexhibits & attachments: DAL-DO DCB
cc: LR-RP
ce: SA-RP

Endorsement Location: DAL-DO M&F

Inspecter Name Date & Time of Signature  Supervisor Name Date & Time of Signature
Torrance J Slayton 1271272007 04:12PM ET  Elvia J Cervanies 01/10:2008 02:27 PM ET
Toerrance I Slayton 12/12/2007 412 PM BT Elvia J Cervantes 01710/2008 02:23 PM ET

Date: 01/10/2008 Page:1 of 35



FEL:2216570

;‘irm Name & Address:

Related Firm FEI:

b(3

Establishment Type
M Manufacturer
M Manufaeturer
M Manufagturer
M Manufacturer

astrict Use Code:

Drate: 014072008

Inspection Start Dater  11/26/2007
Unilever Best Foods . 8201 Frazier Pike Linde Rock, AR 72206-3871 US

Name & Address of Related Firn:

Page: 2 of 5

Inspection End Date: 11/27/2007

Industry Code

23 NuiwEdible Sead

06 Vegetable Oils

38 Food Sweetencrs (Nutritive}
ki Byprodets For Animal Foods
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. : : - o
inspection Start Date: 11/26/2007 Inspection End Date: 11/27/2007

FEI: 2316370
Firm Name & Address:  Unilever Best Foods , 8201 Frazier Pike Luttlc Rock. AR 72206-387} US

Inspection Basis:  Surveillance

Inspected Processes & District Decisions

Products/ MQSA Reschedule Re-Inspection Tnspection
PAC  Establishment Type Process Tnsp Date  Priority Conclusions
03803 Manufacturer 22 C H T 1172008 Surveillance Correction Indicated {Ch)

District Decision

Finai District
Decision? Deciston Date District Decision Type Made By Org Name
Y 0171072008 Voluntary Action Indicated (VA Cervantes, Elvig J DAL-TM3

Remarks: Subs 21, 33, 56 indicate positive results for salmonella spp

Date: 0171072008 Page:3 of 5



FEL: 2316570 Inspection Start Date:  11726/2007 Inspection End Date:

Firm Name & Address: Unilover Best Foods , 8201 Frazier Pike Little Rock, AR 72206-3871 US

Products Covered

Product Code  Est Type Description
BC H T 07 Manufacturer Peanut, Butter; Nonflex Plastic; Packaged Food (Not
Commercially Stenle}
Assignees A plish t Hours
Employee Name Position Class  Hours Credited To PAC Establishment Type
Norris, Carla A MBI ARL (3803 Manufacturer
Stayton, Torrance J CIN DAL-DC 03803 Manufacturer

Date: 01/10/2008 Page:4 of $

1172712007

Additional Product

Deseription

Skippy Peanut Buuer

Process
BCHT

2ZCHT

Total Heurs:

Hours
10

34
a4



FETL: 2316570 Tnspection Start Date: 11/2672007

fospection End Date: | 1/27/2007

.‘irm Name & Address: Unilever Best Foods , 8201 Frazier Pike Little Rock, AR 72206-3871 US

Ingpection Result

EIR Location
DAL-DO M&F

inspection Summary

This CFSAN witiated assignment, DFP&G #07-21, ORA Concurrence #2007061901, includes the inspection of a pranut butter
manufacturer, a ready-to-cat food, using processing methods that are typically carried out in a dry environment. Establishments were
included that produce peanut butter by dry or oil roasting methods as well as dther manufacturing facilities that produce other ready-
to-gat foods in  dry processing cavironment. The objective was 1o determine whether or not Salmonellae are present inthe food
processing environment of these plarts and thus present g risk of product i d 7E

Trips Num

ion. CFSAN

samples to be collected (not ?for cause?) from atypical arcas that are not generally sampled.

The previous inspection was conducted $/3/07 and was classified NAL No FDA-483 luspectional Observations form was issued.

bescds

The current inspection covered the entire plant area |

result in the issuance of an FDA-483, Inspectional Observations form.

re were 66 envi | samples coilected at the firmy which were submitied to ARL for analysis of the presence of Salmoneiia.

ple #420919.

No part of the inspection was refused.

IB Suggested Actions

Action Remarks

Referrals
Org Name Maii Code Remarks
Refusals

wpection Refusals:  No refusal

Samples Collected Recall Numbers
Sample Number Recall Number
420919

FDA 483 Responses

483 Issued?: 483 Location:

Response  Response

Response Type Mode Date Response Summary

Date: 01/10:2008 Page:§ of §

Related Complaints
Consumer Complaint Number

ing areas, The inspection did not
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o
/ DEPARTMENT OF HEALTH AND HUMAN SERVICE
Food and Drug Administration Datlas District
Memorandum
Date 12612407
From Torrance 1. Slayton, Investigator
Subject  Sab fla Sampling Assi at Unilever Foods
{aka Skippy Peanut Butter) DFP&G #07-21, ORA
Concurrence #2007061901, FACTS Assignment #851520
To Elvia I. Cervantes, Supervisory Investigator Ref: Unifever Foods
8201 Frazier Pike
Little Rock, AR 72206
FEL 2316570
roind:
This CFSAN initiated assi includes the inspection of a food i blisk that produce ready-to-eat

foods using processing methods that are typically carried out in a dry cnvxmnmcnt Establishments were included that
produce peanut butter by dry or oil roasting methods as well as other manufacturing facilities that produce other ready-to-eat
foods in a dry processing environment. The objective was to determine whether or not Salmonellae are present in the food
processing environment of these plants and thus present a risk of product ination. CFSAN req) d “Envir H
samples to be collected {not “for cause”) from atypical areas that are not ty sampled (Attach .

All parts of the memo were written by Investigator Slayton, except where noted in Area of Concemn, preceding each
paragraph i bold type face.

[nitiation of Inspection:
On 11/26/07, Investigator Torrance J. Slayton and Analyst Carla A. Normis {Arkansas Regional Lab) entered the firm and
displayed credentials to Mr. Tracy D. Feldman, Op Manager. An FDA 482, Notice of Inspection was issued to Mr.
Feldi and in addition, R for FDA Regulated Busi was provided. My, Feldman was the most responsible
persen prcscm during the initiation of the inspection, Also present was Ms, Tawana ! Walker Ogsto, Safety, Health,
Envi 1 and Quatity M: Mr. Patrick Mathieu, Supply Leader s the most responsible individual at the firm, Mr.
Mathicu was present during the second day of the inspection and p pated in the ch of the assi Mr. Feldman
and Ms. Ogeto provided copies of all documents requested and answered all questions concerning the inspection, The firm
was manufacturing peanut bulter during both days ef the inspcction. The firm was manufacturing the following:[(JKEIY-
Skippy Super Chunk 20 oz jar code #FEB 18 09 R3] - Skippy Creamy 48 oz jar code #FEB 18 09 R2. LY was not
bserved in operation.  Sixty-six {68) environmental sub-ssmples were collected during the inspection. The firm collected
o ples of all ples coliected, The firm collected their samples duplicate samples thh@lm which
appeared identical to the ones utilized by the FDA; however, it is not known if the] were pre-moistened (which are
available) as the firm did not use scparate tubes of neutralizing broth as did the FDA, see attached copy of the Collection Report. A
copy of the firm’s identification of sample sites was provided (Exhibit l) The firm 2lso pmvxdcd a dtagram of the plant area
{Exhibit 2). The location of each sub sampie collected is noted on the di 10 assist in identifi

ENDORSEMENT 10 !\lQ\Q %

To: DAL-DO M&F

ARL will submit analytical packages lo DAL DO CE for review and additi l follow- \xp agecessary.
[, AL, % ongd 3 S‘ )(r@\( AL S Q,\}\)O“""TC”‘%

DO b el NI e SR AR

Dist: DAL-DO M&F

c¢ w/exhibits & attachments: DAL-DO DCB

cct LR-RP

cc: SA-RP
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Firm History:

The firm is a manufacturer of bulk and retail size peanut butter in a variety of blends {(smooth, chunky, extra chunky, stc.).
All retail size products are packed under the “Skippy” brand. The firm has been inspected by the State of Arkansas
Department of Health under contract for the past several years. The most recent inspection was conducted on 5/3/07 and no
adverse conditions were noted. The firm shipsW’/q of its products in interstate commerce.

Mavufacturing/design operations: .

Ms. Ogeto and Mr, Feldman provided the information for manufacturing. The peamuts are in a closed system starting when
they are unloaded from a railcar and continuing until the peanut butter is filled into jars. There are jsolated instances where
the product is exposed to the envi Ont ions occur after the roasting process; blanching and sorting, but
even in those instances, the exposure remains very limited. As the blanching process occurs, the peanuts fall through what
can best be described as a chute. There are areas on two of the sides which are approximately 6 inches in height which were
open to the enviroument. These areas exist at approximately chest level of the machine which is located on a solid (loor
platform above the sorters near the east wall of the process area.  During the sorting process {located below the blanching
process), the peanuts fall down what resembles a stide a sort distance, approximately two to three feet. The peanuts are
exposed to the environment as they descend (Exhibit 2).

Receiving - The firm receives bulk raw peanuts in raif cars. Fach load is checked for moisture, filth, and Aflatoxins prior to
acceptance. Qnce accepted, the peanuts are blown via a closed system to one of RGN silos, cach capable of helding
approximatelyENEIM ibs. Sub sample #10 was collected on flovr in front of a door accessing the rail dock (Exhibit 2).

Screening - Once peanuts are 1o be processed, they are passed though a2 {YRE, then a Stoner. The two machines are
screening devices. The removes foreign material and the Stoner removes peanut fines. The [G3RENand Stoner are

cleaned[YEN) i a dry cleaning process and the floors in the same general area are mopped (Y REH with a wet
mop and bucket.

Roasting - The peanuts proceed into the Roasting Room and into one of Roas‘ers. The Roasters are continually roasting
peanuts via a system of a belt and tunnels which operate at various temperatures, It takes approximately) inutes for
peanuts to pass through the Roaster and the peanuts are exposed to 2 maximum temperature of approximately] F. Each
Roaster is capable of processingTYNER}ibs of peanutsthour. The Roasters are dry cleaned [BYJEN)and the belt is wet cleaned
with[NEN every [(SJRCIRIE The floor is wet cleaned with a mop and bucket basis. Sub sample #’s
11 through 18 were collected from the Roaster Room. The samples were collected from the floor (3), floor drains (3), roaster
oven door handle, and high pressure hose wand (Exhibit 2).

Sugar Room - The firm reccives U)REI DR suger in{DNE3] totes. The firm uses (3 KGN o[ X8)]
(D) (4) (powdered sugar) for use as an ingredient for peanut butter. The sugar is blown
1o the production area via a closed system, Them:sre dry cleaned [i}J&}] and the floors are wet cleaned with a
mop and bucket. Sub sample #22 was collected from tie Sugar Room. The sample was collected from the floor in front a
support column {Exhibit 2).

Butk Jar Lid ~ The firm receives jar lids in bulk. The firm hasmachincs {for different lid sizes) on the outside of the
process area which the lids are dumped into a hopper. The machines align the lids for use in packaging and the lids enter the
production area. Sub sample #25 was collected from the handle t0 the hopper of which supplies lids to packing line
(Exhibit 2).

Area ~ The area referred to asty the firm includes the area outside the process area where empty jars enter the
process area and then filled, capped, labeled jars exit separate lines). Empty jars are received palletized and an
automated system places each layer of jars from the pallet on a conveyor system to be filled. The filled jars exit the process
area and are cased and shrink wrapped. An automated system conveys the cased product to another area of the firm where
the product is palletized. Thewf)area equipment is dry cleaned and the floor is wet cleaned with a mop and bucket on a
[ORERE basis. Sub sample #£'s 27 through 31 were collected from the{lJJ8Area. The samples were collected from the floor
in front of four separate doors (4) which access the process area and from the conveyor supplying empty jars 1o Lincw
{Exhibit 2).

Other Areas Outside Processing Room - Other areas outside the processing room include the cquipment cleaning rooms,
mechanical/maintenance areas, finished product storage (limited), other storage areas {for labels, empty jars, lids, minor
ingredients, etc). Sub sample # 9 was collected from 2 floor drain in the forkliR battery storage arca. Sub sample #'s |
through 3 were collscted from the floor and floor drain in the room which food contact equipment is cleaned. Sub sample #°s
4 through § were collected from the room used for non-food contact cleaning storage such as mops, squeegee's, mop buckels;



135

plastic scoop shovels and also a floor drain. Sub sample #19 was collected from a cracked portion of concrste [loor entering
the dry additives storage room. Sub sample #20 was collected from the floor in front of an entry door to the processing area.
Sub sample #21 was collected from a tire of forklift which was sitting in front of the Sugar Room. Subsample #5323, 24 &
26 were coliected from the floor, a door seal, and 2 cart which are associated wi:hscparate Clean Rooms. The Clean
Rooms are used to provide access, other than regular employee adny L to the pr ing area for items such as cans
{Exhibit 2).

Processing Area - see Exhibit 2 for location of each sub sample identified within this section.

The roasted peanuts enter the process area via the closed system. The peanuts are passed through one cmBlanchex’s to
remove the skin. Sub sample #41 was collected from a broom near the Blanchers. The peanuts are then sorted and peanuts
which do not meet color specifications are rejected. Sub sample #'s 42 through 44 were collected from the steps and handrail
of Sorter ¢ peanuts are next transported via the closed system to the Primary Grinders. Sub sample #45 was collected
from an air intake filter which moves the peanuts from the sorting area to the Primary Grinders. The firm usesjghiidentical
grinders for the first grind of the peanuis. For the production of “crunchy” varieties of peanut butter, a portion of the peanuts
are reserved afler the first grind to be incorporated into the final product. Sub sample #38 was collected from a support
column near Primary Grinder 3§ The peanuts are then passed to one of JfJREbulk kettles which can hotd up to [EIJEH 1bs
each. The product remains here until needed fater in the production cycle, Kettle is used to supply the Slurry
machine. Sugar, salt, and any other ingredients are added in the Slurry machine, Sub sample #'s 47 & 48 were collected
from the wheels and a steel plate directly undemeath the Slurry machine. The product is transported via the closed system to
a Mixing Kettle, The last step before packaging is the Final Grind. The Final Grand takes place in a room within the process
area and is accomplished by approximately {3 G separate grinders which produce the final form to be packaged (except
crunchy variety’s which have partially ground peanuts added for the texture), Sub sample #’s 50 through 52 were collected
frorn the floor area near the Final Grind.

The retail size packaging area is divided ing eparate lines, each packaging different sizes and being fully automated.
The empty jars enter on a conveyor from the area, The jars are inverted and “puffed” with air to remove any foreign
material. When the jars are inverted, the opening is approximately 18" from the floor, The air is intended o remove any
debris from the empty jars. The machine is open on the bottom, exposing the jars directly to the floor. The jars are then
filled, capped, and labeled. Any jar which has not been adequately filled is empticd [(FCSINEGGNg: < the product
reenters the filling system. All jars pass through metal detection prior to leaving the processing area. Employees are present
in the packaging area o perform such task as ensuring jars are full, checking cap torque, and ensuring proper label
application. The finished product exits the processing area to be cased for shipment., Sub sample #’s 54, 55 & 59 through 64
were collected from packaging Lines #1 through 43.

The firm wet cleans the floors of the processing arca ) NGIJIIIIE Wet cleaning is accomplished with a floor scrubber and
mops, No hoses were observed in the processing arca during the assignment. During both days of the assignment, we
observed periedic dry cleaning with brooms. The firm dry cleans the Blancher and Sorter {SRES] in & dry process
only. The Primary Grinders through the point of filling are wet cleaned [PJFESJF A wet clean involves 2 detergent, then
sanitizer, and finally a rinse with{JJCSMI The firm maintains a sep leaning SOP for each piece of equipment. The
SOP includes the floor area in relative proximity to the equipment. No separate floor cleaning SOP exists,

Sub samples #7s 32 through 34, 36, 39, 40, 49, 53, 57, 58, 65 & 66 were collected from the floor in front of all exit and entry
peoints to the pPocessing area, including boot dip mats, except the Clean Rooms which were sampled. Sub sample #s 35 &
37 were coliected from door handies within the processing area. Sub sample #46 was collected from the floor directly
underneath a water valve near thel{ G Mam used to cool the product,

Quality ~ The firm has implemented an environmental sampling program. The firm hassample sets which are rotated
so that each sample set is coliected every (b) (4) [N 3). Many of the sample sites which are located within the
production area are part of each sample set, and are thus sampled every [BIJ] The lab analysis is performed by (KGN
(b) (4) located in@lﬂ* I conducts the following test on each set of samples: Salmonella,
Coliforms, and Aerobic Plate Count. Ms. Qgeto stated the firm last had a positive envirc I sample for Sal Ha in
1995,

The firm 2lso samples each lot of finished product. A composite is created and sent to{EIREY] for the same analysis as
the environmiental samples. Ms. Ogeto stated it had been many years prior to the positive environmental sample since any
product tested positive for Salmonella.



136

Management Discussion
At the conclusion of the assignment, a meeting was held with the facility management. Present was Mr, Mathieu - Supply
Leader , Mr. Feldman - Operations Manager, and Ms. Ogeto - Safety, Health, Environmental and Quality Manager. Also
present were various plant persomal which were not materially involved in providing information for the assignment. I
ized the assi and indicated that results of the sample analysis should be available in approximately one week,
! indicated to the firm that barring positive results to any of the environmental sub samples, 1 did anticipate a return trip to the
firm would be required. 1 indicated to the firm that if any of the samples were positive, it might require a return visit and
additional samples and/or information, but what exact course of action could not be determined until the siteation arose.

Area of Concern

{T. Stayton, CSO} The assignment indicated that gloves would be provided and sterile gloves should be used to collect each
sub. The day prior to the iitiation of the assignment, [ spoke 1o Analyst Norris concerning the assignment and discovered
that sterile gloves had not been provided as specified. 1 inquired as to the availability of sterile gloves from ARL, She
indicated that ARL did not have sterile gloves available that she was aware of. She inquired to the availability of exam
gloves here at the RP. [ indicated we had none. She indicated that she could locate an unopened box of exam gloves for use
at ARL. Iinquired as to the issue of assuring we were not introducing Satmonella in to the samples. She indicated we would
include an exam glove as a control and that should be sufficient,

(T. Stayton, CSO) After the sample collection was complete, I (T. Slayton) was preparing the Collection Report re-read the
Biatrace instructions for use of the Spongesicle’s. [ realized our sample collection did not follow the directions presented,
For example, the Biotrace instructions directed the user to push the stick up and grasp above the thumb stop (step 3). The
sticks were grasped by reaching into the bag and pulling out the stick. Additionally, step 7 directs the user to retum the
Spongesicle to the whirl-pak, stopping short of the thumb stop. The user was to break off the Spongesicle stick at this point
and seal the bag. The entire stick was returned to the whirl-pak, unbroken. It should noted that the Biotrace instructions are
demonstrated w/out the use of gloves, we; however, did wear gloves

{C. Norns, Analyst) in heu of not havmg stenic gloves available | (C. Norris) felt that we made every effort to ensure an
aseptic collection of the envi p was performed. My experience with Spongecicles has always been
that the handle remains with the sponge, having numerous other occasions where I have analyzed this type of environmental
swab, the handles have to my kmowledge always been intact, Although this collection method is not in keeping with the
directions of Bio Trace I feel that Investigator Slayton and myself collected the samples in such a manner that the integrity of
the sample was not compromised in any way and illustrated by the results of the numerous environmental controls that were
collected and analyzed to ensure no potential cross contamination could occur.

Samples collected:

Control sub samples:

Spongesicle Control Open — 1 Spongesicle, Lot #2007010, was submitted after being opened in firm and submitted in whirl-pak bag
provided. Distributed by: Biotrace International.

Spongesicle Control Closed - | Spongesicle, Lot #2007010, was submitted afier being opened in firm and submitted in whirl-pak
bag provided. Distributed by: Biotrace International,

CultureSwab Control Closed ~ 1 BBL CultureSwab Liquid Amies Single Applicator, Lot #9PV793, remained closed and was
submitted sealed in poly wrap from manufacturer. Distributed by: Becton, Dickinson and Compnay, 7 Loveton Circle, Sparks, MD
21152, Expires 6/30/08.

CultureSwab Control Open - 1 BBL CulturcSwab Liquid Amies Single Applicator, Lot #OPV793, was submitted after being
opengd in finm and submittcd in whirl-pak bag. Distributed by: Becton, Dickinson and Compnay, 7 Loveton Circle, Sparks, MD
21152, Expires 6/30/08.

Neutratizing Broth Control — 1 10 m] vial of Reditube Neutralizing Broth, Lot #V07124, submitted unopened in whirl-pak bag.
Distributed by: Biotrace Intemational, Expires 8/8/409.

Exam Glove Control Open ~ 1 X-Large Vinyl Exam Glove (Powder Free, Latex Free), Lot # S11108HR-2336, submitted in whirl-
pak bag. Munufactured for: Fisher Scicntific, 2000 Park Lane Dr, Pittsburgh, PA 15275,

Exam Glove Control Open ~ 1 Medium Nitrile Exam Glove {Powdcr Free, Lutex Free), Lot # 2569F, submitted in whirl-pak bag.
Maoufactured for: High Five Products Inc., Chicago, 1, 60610,
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Subs 1 through 8 collected from equip 1 g rooms:
Sub 1 - Sub was collected from the floor drain under the sink in the center of the room which was wentified as Food Contact
Equipment Cleaning Room. Sub was collected by swabbing the drain cover and perimter of dran with 8 Spengesicle and

neunalizing broth, Site identified by firm as Perimeter of Food Contact Drain.

Sub 2 - Sub was collected from the floor area immediately 1 front of air handling unit identificd as AIR COND 28 and contacting
support structure located in NE comer of the room identified as Food Contact Equipment Cleaning Room. Sub was collected by
swabbing the floor area in front of the unit with 2 Spongesicle and neutralizing broth, Site identificd by firm as Air Cond28 Base.

Sub 3 - Sub was coltected from the floor drain under the sink in the center of the room which was identified as Food Contact
Equipment Cleaning Room. Sub was collected by removing the floor drain cover and trap and swabbing the interior of the drain
with & Spongesicle and neutralizing broth. This sub was collected by Investigator Slayton due to the difficulty in reaching the
sample site inside the drain pipe, beneath the sink, Analyst Norris handed a pre-moistened Spongesicle to Investigator Slayton,
Investigator Slayton coliected the sampie and rctumed the Spongesicle to Analyst Norris, who returned the Spongesicle to the
whirl-puk bag. Site identified by firm as Food Contact Stecam Room Druin (Trap Removed).

Sub 4 - Sub was collected from the floor drain in the center of the room identified us Non-Food Contact Equipment Cleaning
Room. Sub was collected by removing the floor drain cover and trap and swabbing the intetior of the drain with Spongesicle and
ncutralizing broth, Site identificd by firm as Non-Food Contact Steam Room Drain {Trap Removed).

Sub 5 - Sub was collected from a damp floor mop hanging on § wall in room identified as Non-Food Contact Equipment Cleaning
Room. Sub was collectcd by swabbing the dangling mop head with 2 Spongesicle and neutralizing broth. Site identified by firm as
Mop in Non-Food Contact Steam Room.

Sub 6 - Sub was collected from a yellow plastic scoop shovel hanging on the N wall in room identified as Non-Food Contact
Equipment Cleaning Room. Sub was collected by swabbing the part of the shovel used to handle materials when in use with a
Spongesicle and neutralizing broth. Siie identified by firm ag Shoevel in Non-Food Contact Steam Room.

Sub 7 - Sub was collected from a long handled floor squeegee hanging on the N wall in room identified as Non-Food Contact
Equipment Cleaning Room. Sub was collected by swabbing the rubber squeeges surface which is in contact with floor when in use
with 2 Spongesicle and neutralizing broth. Site identified by firm as Squesgee in Non-Food Contact Steam Room.

Sub § - Sub was collected from a damp floor mop bucket which was inverted and stacked along the S wall of the room which was
identified as Non-Food Contact Equipment Cleaning Room. Sub was collected by i ing and swabbing the inside of the bucket
with 3 Spongesicle and neutralizing broth, Site identified by firm as Bucket in Non-Food Contact Steam Room.

Subs 9 & 10 collected in non-production areas:

Sub 9 - Sub was collected from the floor drain in the NE comer of the room identified as Forklift Battery Recharge Area. Sub was
coltected by removing the floor drain cover and trap and swabbing the interjor of drain with a Spongesicle and neutralizing broth.
Site identificd by firm as Drain in Battery Charging Area,

Sub 10 - Sub was collected from the floor area in front of an outside access door (sample taken on intcrior side) which was
identified as Rail Dock Exit Door. Sub was collected by swabbing an arca approximately 18" sq. with a Spongesicle and
neutralizing broth, Site identified by firm as Floor in frant of Rail Dock Exit Door.

Subs 11 through 18 collected in the peanut roasting room:

Sub 11 - Sub was collected from the floor area adjucent to vertical support beam for Roaster #ffffncar Roaster fifaccess door #
R17) which was identified as Roaster Room. Sub was collected by swabbing an area approximately 24” sq. with a Spongcsicle and
neutralizing broth. Site identified by firm as Base under Roaster EDOL\I RE17.

Sub 12 - Sub was collected from a round grooved cover measuring approximately 3" in diameter on the floor near door #R9 of
Roaster éwhich was identificd as Roaster Room. Sub was collected by swabbing the drain cover, grooves, and perimeter of drain
cover with 2 Spongesicle and ncutralizing broth. Site identified by firm as Drain Cover between RoastcrIDoors 9& 10

Sub 13 + Sub was collceted from the floor undemeath 3 coiling mounted cxhaust near the SW comer of the room which was
identificd as Roaster Room. Sub was collected by swabbing an area approximately 24" sq. with a Spongesicle and neutralizing
broth, Site identified by firm us Roasmﬁﬂoor across barrier undemeath Door 2.

Sub 14 - Sub was collected from the handlc of Roaster ﬁanccs& door #R2 which was located in area identified 35 Roaster Room.
Sub was collceted by swabbing the door handle with a CulturcSwab. Site identificd by firm as Roasmﬁ)oor 2 Handle.
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Sub 15 - Sub was collected from the floor drain located between Roaster md ﬁ(nca\r Roaster ﬂcccss door #L5 and Roaster

ccess door #RE) in the arca which was identificd as Roaster Room. Sub was collected by removing the floor drain cover and
trap and swabbing the interior of the drain with a Spongesicle and neutralizing broth. Site identified by firm as Floor Dram
between Roaster Doors Roasterijghil & Roaster{ZEg (rap removed).

Sub 16 - Sub was collected from the floor drain located between Roaster #8und ?E(ncar Roaster fﬁaccess door #L11 und Roaster

ceess door #R12) in the arca which was identified as Roaster Room. Sub was coliected by removing the floor drain cover and
trap and swabbing wierior of the drain with a Spongesicle and neutralizing broth. Site identified by firm as Fioor Drain between
Raaster Doors Roasterghig & Roas!cr(xrap remaved).

Sub 17 - Sub was collected from the floor area directly bencath a water valve noar access door #R11 of Roaster fﬁn the arca which
was identified as Roaster Room. Sub was collected by swabbing an area approximately 247 sq. directly beneath the water valve
with a Spongesicle and neutralizing broth. Site identified by firm as RoastcrifiiiSteel Post Floor Door #12.

Sub 18 - Sub was collected from wand attached to high pressure hose hanging in the center of the N wall in the area which was
identified as Roaster Room. Sub was collected by swabbing exterior of wand opposite of handle end with s Spongesicle and
neutralizing broth. Site identified by {irm as High-pressure Hose Roaster Room,

Sub 19 through 26 collected in areas related to, or in close proximity to, the processing area:

Sub 19 - Sub was collected from 2 ked portion of floor tocated at the entry point to the Dry Additive Storage area. Sub
was collected by scraping cracked area approximately 87 x 16" with sterile spataia and then swabbing the same area with a
Spongesicle and neutralizing broth. Site identified by firm as Cracks in Floor under Curtains to Dry Additive Room.

Sub 20 - Sub was collected from floor area in front of door entering into hand sanitizing room. Room leads into NE comer of
processing area. Sub was collected by bbing floor area app
neutralizing broth, Site identified by firm as Floor by Day Tank Side Entry 1o

18" sq. in front of door with a Spongesicle and
mme Room.

Sub 21 - Sub was collected from left rear tire of forklift identified with #T6818. Forklift was parked (not in use at time of sampling)
in front of sugav@l”mom Sub was collected by swabbing surface area of tire which comes inta contact with floor when in
use with a Spongesicle and neutralizing broth. Site identified by firm as Forkiift #2 Right-rear Tire,

Sub 22 - Sub was collected from floor area in front of support column for sugarﬁmscand identified as “200 WEST". Sugar
[?m-stand is focated in sugar room which is approximately centered on the N exterior wall. Sub was collected by swabbing

oor area approximately 18” sq. with a Spongesicle and neutralizing broth. Site identified by firm as Floor under 200 West Hopper
in Sugar Room.

Sub 23 - Sub was coliected from the bottom door seal of an overhead door leading into a Clean Room which provides access for
itemns such as carts o the processing area. The Clesn Room is located near holding arca #6. Sub was collected by opening over
head deor and swabbing door seal which contacts floor when closed with a Spongesicle and neutralizing broth, Sub was collected
by Investigator Slayton due to the sample site of the overhead door floor scal being raised out of the reach of Analyst Noris.
Analyst Nomis handed a pr i d Sp icle to Investigator Slayton. Investigator Stayton collected the sampie and returncd
the Spongesicle to Analyst Norris, who retumed the Spongesicle to the whirl-pak bag. Site identified by firm as Bottom of Roll-up
Door seat (by bay #6}.

Sub 24 - Sub was collected from wheels of hand cart fourd in Clean Room referenced in Sub 23. Cart is routinely taken in and out
of the process area. Sub was collected by swabbing surface area of one of four wheels which comes into contact with floor when in
use with a Spongesicle and neutralizing broth. Site identified by firm as Wheels on Add-back Cart.

Sub 25 - Sub was collected from handle cover of hopper which holds lids intended for use in production of finished product on Line
AR Cover is frequently opened in the course of production 10 add lids. Sub was coliected by swabbing black handle which comes
into contact with employee’s hands when in use with a Spongesicle and newtralizing broth,  Site identified by firm as Linchp
Hopper Handle.

Sub 26 - Sub was collected from floor area within the Clean Room near the N over head door. Clean Rooms 15 Jocated near holding
arca 4. Sub was collected bbing area approxi y 18" sq. with a Spongesicic and ncutralizing broth. Site identified by
firm as Floor under Roll-up Door behind LincjfifFilier.

Subs 27 through 31 were collected in the area referred to as Tharca is where empty, uniabeled jars enter the
processing area for filling and filled, closed, labeled jars exit and are cased for shipment:

Sub 27 « Sub was collected from conveyor belt which moves empty plastic jars into the production srea for use on Line !w Sub
was colfected by swabbing surface area of belt which comes imo contact with empty jars prior to filling with a Spongesicle und
neutralizing broth. Site identified by firm as CNVRIAR304 Belt.



139

Sub 28 - Sub was collected near a door which accesses the NW comer of the processing aren ncar Packing Linw Sub was
collected by swabbing an area approximately 18" sq. 10 the exierior of the processing area with a Spongesicle and neutralizing
broth, Site identified by firm as Floor b Side Door to Lindiil

Sub 29 - Sub was collected from the floor in front of a door which accesses the processing arca through the W wall near Packing
Linew&xb was collected by swabbing an area approximately 18" sq. to the exterior of the pr ing area with 8 Sp: icle and
neutrahzing broth, Site identified by firm as Floor byWSide Doorto Linw

Sub 30 - Sub was collected in front of a door which accesses the processing arca through the SW comer near Packing Line%ub
was collected by swabbing the floor {approximately 18” sq.) area to the exterior of the processing area with a Spongesicle and
neutralizing broth. Site identified by firm as Floor by [ Side Door to Lincgli

Sub 31 - Sub was collected in front of a double door which accesses the processing area through the extreme NW corner neat the
Tube Packing Line. Sub was collected by swabbing the floor {approxi ly 18" 5q.) area 1o the exterior of the processing area
with 4 Spongesicle and neutralizing broth, Site identified by firm as Floar by, Side Door 1o Line.

Subs 32 through 37, 39 & 40 were collected from the processing area, in front of; or related to, entrance and exit doors:

Sub 32 - Sub was collected in front of a door which accesses the processing arca via & hand sanitation room on the S wall of the
process arpa and is located near Packing Linw Sub was collected by swabbing the floor {(approximately 18" sq.} area 10 the
interior of the processing arca with a Spongesicle und neutralizing broth. Site identified by firm as Floor by Process Ante Room
(line side).

Sub 33 - Sub was coliected in front of a door which exits the processing area on the S wall of the process area. The door opens out
of the processing arca only and is located immediately £ of the door identified in sub 32, Sub was collected by swabbing the flaor
{approximately 18" sq.) area to the interior of the processing area with a Spongesicle and neutralizing broth. $ite identified by firm
as Floor by Exit Door byjgigiKerties.

Sub 34 « Sub was collected in front of a door which accesses the processing area via 2 hand sanitation room on the S wall of the
process area and is located near Primary MiH (peanut grinders). The door opens into the processing area facing the W wall. Sub
was collected by swabbing the floor {approximately 18" sq.) area to the interior of the processing area with & Spongesicle and
neutralizing broth. Site identified by firm as Floor by Exit Door melecn‘ical Panel.

Sub 35 - Sub was collected of the handle associsted with the door referenced in sub 34. Sub was coifected by swabbing the handle
on the interior side of the door with a Spongesicle and neutralizing broth. Site identified by firm as Exit Door Handle by[ZEQY
Electrical Panel.

Sub 36 - Sub was collected in front of a door which accesses the processing area via z hand sanitation room on the S wall of the

process area and is located near Primary Mill {(peanut grinders). The door opens into the processing area facing the E wall, Sub was

collected by swabbing the floor (approximately 18" sq.) area to the interior of the processing area with a Spongesicie and
lizing broth. Site identified by firm as Exit Door Floor by Chunk Cutter.

Sub 37 - Sub was collected of the handle associated with the door referenced in sub 36, Sub was collected by swabbing the handle
on the interior side of the door with a Spongesicle and neutralining broth. Site identified by firm as Exit Door Handle by Chunk
Cuuer™.

Sub 39 - Sub was collected on floor by in front double blue sliding doors located in the 8 wall of the processing arca. Sub was
collected by swabbing the floor {approximately 24" sq.) area in front of the doors on the processing area side with a Spongesicle
and neutralizing broth. Site identified by firm as Floor by Blue Exit Double Doors to Main Hallway (sorting side).

Sub 40 - Sub was cotlected ou floor by in front double doors located in the E wall of the processing arca. Sub was cotlected by
swabbing the floor area (approximately 24" 5q) in front of the doors on the processing area side with a Spongesicle and neutralizing
broth, Site identified by firm as Floor by Double Doors to old Roaster Room {sorting side)”.

Sub 38 & 41 through 52 were collected from the part of processing area that milling, blending, holding occurs:

Sub 38 - Sub was collected on floor by the SE support column which holds Primary Mill 4illin the processing arcs. Sub was
collccted by swabbing the floor area {approximately 187 sq) adjacent to the SE support column with a Spongesicle and noutrahzing
broth., Site identified by firm as Primary Mill (ﬁSuppon Pole.

Sub 41 - Sub was collceted from push broom against wall (b) Bfanchcr, which is near the E wall of the processing arca.
Sub was collected by swabbing the bristles of the broom with a Spengesicle and noutralizing broth,  Site identificd by firm as
Broom from Blancher Floor,
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Sub 42 - Sub was coliccted from floor in front of sieps which accesses Sorter f*\vhich is near the E wall of the processing area.
Sub was cotiecied by swabbing the floor area {approximately 24 sq) in front of the first step with 2 Spongesicle and neutralizing
broth. Site idemified by firm as Floor in front of&m

Sub 43 - Sub was collected from the top step which accesses Sorter thich is near the E wall of the processing area. Sub was
collected by swabbing the step area (approx:mme§y 8” X 12"} with a Spongesicle and nevtralizing broth. Site identified by firm as

[SICRE o0 Lodder.

Sub 44 - Sub was coliected from the left rail which is anached to the steps that accesses Sorter Which is near the B wall of the
processing arca, Sub was collected by swabbing the area which a hand would come in contact with while climbing with 2
Spongesicle and neutralizing broth. Site identificd by firm as Left Handle mmszep Ladder.

Sub 45 - Sub was collected from the air intake filter of !he[qmmowcr which moves roasted peanuts to lhem
Sorter, which is near the E wall of the processing area. Sub was collected by swabbing the filter with a Spongesicle an

neutralizing broth. Site idontified by fim asbiéhmowcr Filter.

Sub 46 - Sub was collected from the floor directly bencath # water valve marked Chilled Water near the[{S R RGO RE P ool the
praduet). Sub was collccted by swabbing an area approximately 18” sq. with a Spongesicie and ncuzrahzmg broth. Site identified
b3 fim o Floor undergiigv oy COCININNNE

Sub 47 - Sub was collected from a steel plate on the floor and the wheels resting on the plate which were attached to the left side of
the sturry tank, which is near the NE comer of the processing area. Sub was collected by swabbing the area with a Spongesicle and
neutralizing broth, Site identified by firm as Wheel Plates under Mixing Sharies,

Sub 48 - Sub was colected from 2 steel plate on the floor and the wheels resting on the plate which were attached to the left side of

the shurry tank, which is near the NE comer of the processing arga, Sub was eollected by scraping debris from the plate, wheels,

and attached support structure inte a whirl-pak bag with a sterile spatula.  The whirk-pak bag contained a Spongesicle and
g broth, Site identified by firm as Stabilizer Buildup inside Wheels to West Mixing Slurry.

Sub 49 - Sub was collected in front of a door which accesses the processing area via 2 hand sanitation room on the NE wall of the

process area and is located near the slurry tank, Sub was collected by ing an area approxi 1y 18" 5q. to the interior of the
pr ing area with a Sp icle and neutralizing broth. Site identified by firm as Floor in front omme Room side).

Sub 50 - Sub was coflected from floor at exit point of fEEH] whieh is located near the NE comner of the processing area. Sub
was coliected by swsbbéni an area approximately 18" sq. with a Spongesicle and neutralizing broth. Site identified by firm as Floor

under Entrance Door to

Sub 51 - Sub was collected from floor at exit paint of (b) (4) {door faces holding area), which is focated near the NE comer
of the processing arca. Sub was collected by swabbing an area approximately 187 sq. with a Spongesicle and neutralizing broth,
Site identified by firm as Floor under Entrance Door tew

Sub 52 - Sub was collected from floor mat at entry point c(doar faces packagmg area), which is located near the
center of the N wall of the processing arga. Sub was collected by swabbing an area app Iy 18" 5q. with a Spongesicie and
neutralizing broth. Site identified by firm as{{Y KN Floor Mat.

Subs 53 through 66 were collected near Packing Linesfilithroughiil

Sub 53 - Sulr was coliccted in front of 8 door which exits the Packing Lm*nd opens intogiarea of Lindliffin the E wall of the
process arca. Sub was collected by swabbing an area approxxma!e)y 18" sq. 1o the interior of the processing area with a Spongesicle
and neutralizing broth, Sitc identified by firm as Floor in front of Linﬁ&xiz 10 rea.

Sub 54 - Sub was collected from floor and support columm of conveyor system of Packing Linejlf The sample site was after the
equipmen{{ESEend before cquipmcnwm Sub was collected by swabbing the floor area, approximately 12" 5q,, which
was adjacent to the conveyor support column and also the lower part of the suppert column with a Spongesicie and neutralizing
broth. Sitc identified by {irm as Floor around support by Lincﬁhr Cleaner.

Sub 55 - Sub was collected from floor near the reprocess vacuum of Lineﬁ Sub was collected by swabbing an area approximately
18" sq. with a Spongesicle and neutralizing broth. Site identified by firm as Floor by Lin dd-Back Station Trashean.

Sub 56 - Sub was collected from floor directly undermcath equxpmcmlocalcd ont Packing mew Sub was collocied by
swabbing an area approxi 1y 18" 5q. with a Spongesicle and neutralizing broth, Site identified by firm as Floor under Lmﬁar
Cleaner (ou(sidc line),
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Sub 57 - Sub was collected in from of a door which exits the Packing Lmind opens ummarca of Linciillin the E wall of the
process area. Sub was collocted by swabbing an area app ly 187 sq. to the interior of the p ing arca witha § §
and neutralizing broth. Site identificd by firm as Floor in front ofLm*Exu oA rea

Sub 58 - Sub was collected from mat next 1o boot dip in Packing Lmew'v[a! was next to conveyor on meﬁwear point beforcw
hich is close to the E wall of the process area. Sub wag collected by swabbing an area approximately 18" sq. with 2
pongesicle and neutralizing broth, Site identificd by firm as Lméi‘oot Sanitizer Mat.

Sub 59 - Sub was collected from inside the cabinet of cquipment[GYKENJ} tocatcd on Packing Lindili Sub was collected by
accessing the cabinet from the rear and swabbing the base of the peanut butter jar filling machine with 2 Spongesicle and
neulralizing broth. Site identifid by firm as Lindjj§Filler Base.

Sub 60 - Sub was collected from wheel of stainless steel push cart holding product Iabels, which was sctting near Packing Linew
Sub was collected by swabbing onc of the whecls with a Spongesicie and neutralizing broth. Site identified by firm as Wheet of the
rap Cant.

Sub 61 - Sub was collected in front of a door which exits the Packing Un%nd opens imomarea of Line.in the E wall of the
process arca. Sub was collected by swabbing an area approximately 18" sq. to the interior of the processing area with a Spongesicle
and neutralizing broth. Site identified by firm as Floor in front of Ls’neinl rofafigarca.

Sub 62 - Sub was colfected from inside the cabinet of eqmpmemlocated on Packing meﬂSub was coliceted by
accessing the cabinet from the front and swabbing the part of the machi bling a gear approxi 1y 247 in d with a
Spongesicle and neutralizing broth. The purpose of the gear is to move the jars !hrough the fitler as they are filled with peanut
butter, Site identified by firm as Lmein fer Discharge Star Wheel,

Sub 63- Sub was coilected from inside the cabinet of equipment[{SINENJI tocated on Packing Linelilli Sub was collected by
accessing the cabinet from the front and swabbing the part of the machine resembling a gear approximately 18 in diameter with a
Spnnges»c!e and neutralizing broth. The purpose of the gear is 10 move the jars through the capper as the caps are affixed on the
Jjars, Site identified by firm as LmﬁCappcr Discharge Star Wheel.

Sub 64 - Sub was collected from conveyor moving filled jars on Packmg Lmew Sample was collected from section of conveyor
after and before labeling machine with a § le and lizing broth. Site identified by firm as Line iR
Belt afier Ladder to Labeler,

Sub 65 - Sub was collected in front of a double door which exits the processing area and opens m!mncar the SW comer of the
processing area.  Sub was collected b bbing an area app y 18" sq. to the interior of the processing area with a
Spongesicle and neutralizing broth. Site identificd b by firm as Floor by[RExit Door 1o

Sub 66 - Sub was collected in fromt of a door which exits the processing area through the § wall near the Tube Filling Line. Sub

was collected by swabbing an area approximately 18 sq. to the interior of the p ing area with a Sp icle and lizing
broth. Site identified by firm asIEExit Door to Haliway Outside Lab.

Attachments:

FDA 482 dated 11/26/07

Copy of CFSAN assignment, DFP&G #07-21, ORA concurrence #200706190), FACTS 851520
Copy Biotrace divections for use of Spongesicle

Copy of C/R #420919

Exhibits:
1. Acopy of the firm’s identification of sample sites, 3 pgs.
2. Anoriginal copy of a diagram of the firm.
3. A copy of the firm's environmentai sample sites, 10 pgs.
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Attached is the November 6, 2009 (FDA inspection).
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Food and Drug Administration Establishment Inspection Report

Date Assigned: 10/21/2009 Inspection Start Date: 11:02/2009 Inspection End Date: 11/06/2000
}irm Name & Address:  Unilever, 8201 Frazier Pike Lutle Rock, AR 72206-3871 US
! Firm Mailing Address: 8201 Frazicr Pike, Little Rock, AR 72206-3871 United States

FEI: 2316570 FOITA: 80 County: PULASKI Est size: (DRG]
* Phone: {501)490-1441 District: DAL-DO Profiled: N
Conveyanee Type: % m Insp 1 Responsibitity: State
Endorsement

The CFSAN initiated inspection of this peanut butter manufacturer wes performed as part of the FY " 10 DAL-DO Food Program PG,
FACTS Assignment #1101846 and conducted pursuam 0 CF‘SAN High Priority assignment, DFPG #10-03, ORA Concurrence

A#2009092302 for inspecti and en for § {lae at firms that nuts and nut products.
dditionally, the ¢cGMP insp was plish 4 followi CP 7303.303 - Domestic Food Safety,
The previous inspection conducted in | 1/07 was classified VAT and included 66 envi 1 sub-samples. Three of the sub-sampl
indicated positive for Salmonciia spp. and rcsuhed the fim voiumantw holdmg a!l pmduct and suspending production for
proximatet vhife the firm conducted extensive cl and According to the firm, no held product tested
a§wwe for Salmonetiae.

The current mspecti fed the firm i to opcrate as manufacturer of peanut butter from raw peanuts and distribute under
the Skippy brand. Only minor cGMP deviations were noted and no FDA 483, Inspectional Observations Form, was issued,

Sample numbers 479697, 479698 and 479699 were collected during the inspection which are comprised a total of 103 environmental
sub-samples. All samples were determined to be negative for Salmoneliae,

.a refusals were ed during the insp

AN FDA correspondence including the FMD-145 letter should be directed to:
Unilever
M. Patrick J. Mathicn, Supply Leader
§201 Frazicr Pike
Little Rock, AR 72206

i@ssiﬁcmion: NAI

“FKeschedule: pee CPGM

Distribution:

O: DAL-DO M&F

c¢ wio exhibits: LR-RP

o/st DAL-1B BOC (Cervantes)

FMD-145

Endorsement Location: DAL-DO M&F

Inspector Name Date & Time of Signature  Supervisor Name Date & Thme of Signature
Torrance § Slayton 1130/2009 02:39PM ET  Brenda G Stowart Munoz Q1282010 1144 PM ET

Date: 017282010 Page: 1 of 6
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Food and Drug Administration Establishment Inspection Report

FEL:2316570

Inspection Start Dater 110272008 Inspection End Date: 1170672005

Firm Nawe & Address:  Unilever, 8201 Frazier Pike Little Rock, AR 72206-3871 US

Retated Firm FEL:

Name & Address of Related Fiem:

b(3

Establishment Type

Industry Code
M Manufacturer 23 Nuts/Edible Seed
M Manufactorer 26 Vegetable Oits
M Manufacturer 36 Food Sweeteners (Nutritive)
M Manufacturcr " Byprodets For Animal Feods
District Use Code:
Date: 017282010

Page: 2 of &
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Food and Drug Administration Establishment Inspection Report

FEL 2316570 inspection Start Date: 11/02/2009 Inspection End Date: 11/06/2008
Firm Name & Address:  Unilever, 8201 Frazier Pike Little Rock, AR 72206-3871 US

Inspection Basis: Surveillance

Inspected Processes & District Decisions

Products/ MQSA Reschedule Re-Inspection Taspection
PAC  Establishment Type Process insp Date  Priority Conclusions
03803 Menufacturer 3¢ HT D) {7 XA Surveiliance No Action Indicated (NAT
Final District District Decision
Decision? Decision Date  District Decision Type Made By Org Name
Q1/282040 No Action Indicated (NATY Stewant Munoz, Brenda G DAL-TMI
Remarks:
Products/ MQSA Reschedule Re-Inspection Inspection
PAC  Establishment Type Process Insp Date  Priority Conclusions
803E  Manufacturer 22 C H T B  surveillsnce No Action Indicated (NAI
Final District District Decision
Decision? Decision Date  District Decision Type Made By Org Name
017282010 No Action Indicated (NAD) Stewart Munoz, Brenda G DAL-TM1
Remarks:

Date: 01/28/2010 Page:3 of &
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Food and Drug Administration Establishment Inspection Report

i

FEL: 2316370

Inspection Start Date:  11/02/200%

Inspcetion End Date:

Firm Name & Address: Unilever, 8201 Frazier Prke Little Rock, AR 72206-3871 US

11/06/200%

Products Covered

Product Code

Est Type
23C H T 07 Manufacturer

1

A

-3 . Ly
Employee Name
Siayton, Torrance §
Pesars, Christophe T
Stayion, Torrance |
Peters, Christophe T

Date: 01728/2010

A .

Description
Peanut, Butter; Nunflex Plastic; Packaged Food (Not
Commercially Sterile}

Position Class  Hours Credited To PAC

INV
MBI
INV
MBI

DAL-DO 03803
ARL 03803
DAL-DO 03803E
ARL 03803E

Page:d of 6

Estahlishment Type
Manufacturer

Manufacturer
Manufacturer

Manufacturer

Additional Product

Description
Process Hours
WCHT 40
BCHT 24
ZCHT 4
BCHT 2

Total Hours: 0
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Food and Drug Administration Establishment Inspection Report

h

' OFER 2316570 Inspection Start Date: 11022009 Inspectivn End Date; 1 1/06/2009
Firm Nmme & Address: Unilever, 8201 Frazier Pike Little Rock, AR 72206-3871 US

Inspection Result

EIR Location Trips Num
DAL-DO M&F

inspection Summary

The CFSAN initiated inspection of this peanut butter manufacturer was performed as part of the FY 10 DAL-DO Food Program PG,
FACTS Assignment #1 {01846 and conducted puxsuant 0 CFSAN High Priority assignment, DFPG #10-03, ORA Concurrence
#2009092802 for inspections and envi Hae at firms that facture nuts and nut products.

Addi ily, the cGMP § ion was ac plished {onowmg CP 7303.803 - Domestic Food Safety.

i

The previous inspection conducted in 11707 was classified VAT and included 66 en 1 sub- pies. Three of the sub-
\amp!cs indicated positive for Salmonella spp. and resulted the ﬁrm vomnmnly hotdmg ail product and suspending production for
appronmme!ym‘.wm le the firm & d extensive ¢ch and i According 1o the finm, no held product tested
positive for Saimonellae.

The current inspection revesled the fiom continues to operate a5 manufacturer of peanut butter from raw peanuts and distribute under
3!e Skippy brand. Only minor cGMP deviations were noted and no FDA 483, inspectional Observations Form, was issued.

Sample numbers 479697, 479698 and 479699 were collected during the inspection which are comprised a total of 103 eavironmental
sub-samples. All samples were determined to be negative for Salmonellae.

No refusals were d during the insp

’;I@-
B Suggested Actions

Action Remarks

Referrals
Org Name Mait Code Remarks

Refusals

huspection Refusals;  No refusal

Samples Collected Recalf Numbers Related Complaints
Sample Number Recall Number Consumer Complaint Number
479697

479658
479699

FDA 483 Responses

Date: 01/282010 - Page:5 of 6
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Food and Drug Administration Establishment Inspection Report

Inspection End Date: 1 /0672009

FEI: 2316570 fospection Start Date: 11/02/2009
Firm Name & Address: Unilever , 8201 Frazier Pike Litle Rock, AR 72206-3871 US

483 Location:

Response  Response
Mode Date

483 Issued?:
Respanse Type Response Summary

Date: 01/28/2010 Page: 6 of 6
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Establishment Inspection Report FEL 2316570
Unilever Best Foods ET Start: 1170272009
Little Rock, AR 72206-3871 El End: L106/2009

TABLE OF CONTENTS

Summary....

Administrative Data

HESLOIY ...tk st et it e e bt ek SR 2
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Exhibits Collected....
ATRCHIMEILS L.ttt et es e e es e r s s a bbb s e e s raa s bttt et enas 12

SUMMARY

The CFSAN initiated inspection of this peanut butter manufacturer was performed as part of the FY
‘10 DAL-DO Food Program PG, FACTS Assignment #1101846 and conducted pursuant to CP
7303.803 — Domestic Food Safety. The CFSAN High Priority assignment, DFPG #10-03, ORA
Concurrence  #2009092802, requested GMP  ingpections and  cavironmental sampling  for
Salmonellae at firms that manufacture nuts and nut products. Also covered per CFSAN was DFPG
#10-01, ORA Coacurrence 42009082801 for foods containing a major allergen.

The previous inspection conducted in 11/07 was classificd VAL and included 66 environmental sub-
samples. Three of the sub-samples indicated positive for Sulmonella spp and resulied the firm
voluntarily holding all product and suspending production for approximately [E3KEN] while the
firm conducted extensive plant cleaning and sanitization.  According to the firm, no held product
tested positive for Salmonella.

lofl2
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Establishment Inspection Report FEL 1316570
Unilever Best Foods El Start: 11/02/2009
Little Rock, AR 72206-3871 El End: 1H06/2009

The current inspection revealed the firm continues 1o operate as manufacturer of peanut butter from
raw peanuts and distribute under the Skippy brand. Only minor GMP deviations were noled and no
FDA 483, tnspectional Observations Form, was issued. '

Sample numbers 479697, 479698 and 479699 were collected during the inspection which are
comprised of 103 environmental sub-samples. Al samples were determined to be negative for
Salmonellae.

No refusals were encountered during the inspection.

ADMINISTRATIVE DATA

Inspected firm: Unilever
Location: 8201 Frazier Pike
Little Rock, AR 72206-3871
Phone: 501-490-1441
FAX:
Mailing address: 8201 Frazier Pike

Little Rock, AR 72206

Dates of inspection:  11/272009, 11/3/2009, 11/4/2009, 11/5/2009, 11/6/2009
Days in the facility: S
Participants: Torrance J. Slayton, Investigator

Christopher T. Peters, Analyst

Upon arrival, we displayed credentials and issued a FDA-482, Notice of Inspection, to Mr. Patrick J.
Mathicu, Supply Leader, Also prescnt was Ms. Tawana J. Watker Ogeto, Safety, Health, and
Environmental and Quality Manager and uality and Environmental Specialist.
Ms. QOgeto provided a copy of a document dated 11/2/09 and addressed to “Dear Investigators”
(Exhibit 1). The document specified the firm’s policy concerning photographs, signing documents,
affidavits, trade secrets, samples and employee contact.

Tnvestigator Slayton and Analyst Peters completad the inspection jointly. The report was written by
Investigator Slayton with input by Analyst Peters.

HISTORY
The firm history remains essentially unchanged. The firm is part of the Unilever globat operations
with U.S. based corporate offices tocated in Englewood Cliffs, NJ.
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Establishment Inspection Report FEL 2316570
Unilever Best Foods El Start: 11/02/2009
Liule Rock, AR 72206-3871 El End: 11/36/2009

The previous inspection did not result in the issuance of an FDA 483, Inspectional Observations
Form; however, three envirommental sub-samples did test positive {or the presence of Sulmonellu
spp DAL-CB informed the firm of the results, and in response, the firm suspending production and
placed all products on hold.  According to the firm, private laboratory testing did not detect
Salmonelia in the product. The lirm hired a consul(am,@iﬁ_ Ph.D 1o provide guidance in
the extensive cleaning and sanitization of the eire facility. The factlity was cioscdwwcsks in

which 1 total equipment teardown occurred. The inspection was clagsified VAL

The firm has previously been audited by f2nnd received superior ratings. Ms. Ogeto stated the
Mhad becn selected as the new third-party auditor and began their

initial audit on 11/5/09.

The firm operatesgQ@hwith full-time employees andcomract employees. Annual sales and
unit production figures were not available, but Ms. Ogeto stated the firm produces on average QIR
Mpounds of peanut bulter per week.

b( 3) We verified that the firm was aware of the RFR requirements.

Al FDA correspondence including the FMD-145 letter should be directed to:
Unilever
Mr. Patrick J. Mathieu, Supply Leader

8201 Frazier Pike
Little Rock, AR 72206

INTERSTATE COMMERCE

The firm distributes peanut butter (PB) throughou({sJKES} W) of product for the U.S.
market is sent to one of [RRaout-of-state Unilever distribution centers located throughout the country
(Exhibit 2). From there, the product is distributed {0 customers. The firm’s three largest customers

(b (4)

JURISBICTION

The firm manufactures a vaviety of PBs. At leasw of product is for the retail market and the
remaining amount is packed in 25 Ib pails and 550 tb drums {or further processing by other
manufacturers. All products are distributed undar the Skippy brand. |

INDIVIDUAL RESPONSIBILITY AND PERSONS INTERVIEWED

Mr. Patrick J. Mathieu, Supply Leader ~ Mr. Mathieu is the most responsible person at the plant.
His responsibilities include employee and product safety and cnvironmental concerns. He has an
anmual operating budget of {O)ECEIIIhat cxcludes raw materials and packaging. His budget must

Jofi2
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Establishment Inspection Report FEL 2316570
Unilever Best Foods E! Siart: 11022009
Little Rock, AR 72206-3871 El End: 11/06/2009

be submitted to the corporate office for approval  He can hire employees bul firtng employees
requires inpwt from the ogal department. Engineering, finance, and HR functions do not report to
him, but rather the corporate office. Mr. Mathieu demonstrated his authority by accepting the FDA
482,

Ms. Tawana J. Walker Ogeto, Safety, Health, and Environmental and Quality Manager ~ Ms. Ogcto
is responsible for all quality issucs. There arcqualily employees who report to Ms. Ogeto.
She can hire quality cniployces but the legal department must approve any firing. She can request
expenditures for up Ji Ms. Ogeto demonstraied her authority by directing employees (quality
and production). We observed employees comply with her directions. She also facilitated all
documentation during the inspection. According to Ms. Ogeto, the corporate legal department
reviewed and approved all documents prior to our review. Ms. Ogeto reports to Mr. Mathieu.

Ms. A!iciﬂmm Quality and Environmental Specialist mis responsible for the
review of faboratory results (PB and environmental) and release/rgjection of finished lots of PB. She
has input on the hiring/firing of employees, but can’t make any final decisions. She can not

authorize expenditures, but can authorize the destruction of product ( b) ( 6) reports to Ms.
Ogeto.

FIRM'S TRAINING PROGRAM

Al employees receive annual GMP training. Employees are shown photos of what not to do, as
observed in the plant, and they discuss why they do certain actions as they relate to GMPs. New
employees receive GMP training before they are allowed to enter the production area with ajay
follow-up. The firm administers a quiz at the end of orientation and) ays.

Roaster operators must have in-plant expericnce before they can leam to operate the roasters. To be
selected, the employee must pass a critical interview conducted by management and niust have held
previous leadership roles. It takes fron ot1s to be fully trained as an operator.

MANUFACTURING/DESIGN OPERATIONS

The manufacturing of peanut butter is divided into the raw and cooked arcas. The firm prohibits
employees dedicated to the raw and cooked arsa {rom entering each others area at all times. The
peanuts are in a predominantly closed system starting when they are unloaded from a railear and
continuing until the peanut butter is filled into jars, Therce are isolated instances where the product is
minimally cxposed to the environment. occasions occur after the roasting process; blanching
and sorting, but those instances the exposure remains very limited; and the troughs associated with
the Primary Grinders, Mixing Slurrys and the[EE3)brand mills, but the troughs are covered with a
Lexan cover (a polycarbonate resin thermoplastic similar to plexiglass).

Bulk raw pcanuts - The firm receives bulk riawv peanuts in rail cars from one of B8 i trerent
suppliers. Each load is checked for aflatoxins prior to acceptance. Each lot is accompanied by u

dofiz
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Establishment {nspection Report FEL 2316570
Unilever Best Foods Ef Start: 11/02£2009
Litle Rock, AR 72206-3871 El End: 11706/2009

USDA issued CoA. Any aflatoxin test failed musst be repeated twice per USDA regulation before it
can be rejected.  Qualities such as moisture, filth, foreign objects. flavor, infestation, damage
{immature or mold) are checked every[@EEY ot A railcar contains enough peanuts to il [BIREH
approximaiety [BJXERY 1bs. Once accepted, the peanuts are blown via a closed system to one of
(b silos. The firm processes aboutGRMrailcars[(IYEI] Peanuts to be processed are pussed
though 2 {JXCIW and then a Destoner. The two muachines ure screening devices. Thcm
remuoves foreign material and the Destoner removes rocks and stones.

The peanuts proceed into the Roasting Room and into one o ontinuous roasters. The roasters
are approximately il tong and can roast a maximum of Ibs of peanuts/hourseach, The belt

speed has @ maximum set point of Ml/minute and is continuously monitored. The peanuts are
exposed to heaiing zones and thenBI& cooling zones. The corporate
R&D conducted a validation of the hnm’s roasting process approximately six months ago and

confirmed a reduction occurred at the kill step. A revalidation was completed approximately
two weeks ago. The temperatures are recorded via data logger and the operators take a manual
reading evermeinutes which is recorded in a log book. The log book is reviewed daily by the
quality department. The roaster [2J&s are calibrated by{{SSEESIR c (O YOI vasis. The roaster
is operated by softwarc which has been validated. The program can ouly be changed by the
contractor.

Also present in the Roaster Room is a batch roaster, referred to as the Mini Roast. The mini roast is
used 10 roast peanut nibs, the heart of the peanut. A batch is comprised of G tbs of nibs roasted
to an internal product temperature DWF for fll minutes. The firm has validated the roasting
process. Nibs are incorporated into all PB blends at varying pereentages.

totes. The firm uses

(powdered sugar) for
use as an ingredient in PB (except natural). The Dry Additive Room houses the sugar [(FER
[CYRCIMN - (o g with sait, sov (for reduced fat), com syrup solids {for reduced fat), vitamin blend
{for reduced fat) anma stabitizer for full fat). The firm also uses bulk honey and molasscs
for honcy-nut flavored PB. The molasses and honey are received with a CoA and undergo micro
testing, but the honey is not tested for pesticides or chemicals.

% -~ The area rcferred to asby the firm includes the arca outside the process arca wherce
emply jars enter the process arca and then fil.ed. capped. labeled jars cxilm.scparatc lines).
Empty jars arc received palictized and an automated system places cach layer of jars from the pallet
on a conveyor system (o be filled.

Packaging and labeling arc received in bulk. The firm has bins on the outside of the process
area where the lids are dumped into a hopper. The machines ahgn the hds for use in packaging and
the lids cnter the production arca via a track system. Labcls are brought into the processing arca via
clean rooms. The clean room has a two roll-up doors and only onc can be opencd at a time. The

Sofi2
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Establishment Inspection Report FEL 2316570
Unilever Best Foods £ Start: 11/02/2009
Little Rock, AR 72206-3871 El End: 1106/2009

labels are brought into the clean rooms via forklift and then each roll is carried into the processing
arca by an employee who must step in a footbath to retum to the processing area.

The filled jars exit the process area and are cased and shrink wrapped. An automated system
conveys the cased product to another area of the finn where the product is pailetized.

Processing area - The roasted peanuts enter the process arca via the closed system {rom the roasters.
The peanuts are passed through one of@REBIanchers to remove the skin. The peanuts are passcd
over a magnet. The magnet is checked and challenged on cach shift. Any foreign objects found are
raken to the lab for identification and descripton. The peanuts are then sorted by brand

sorters and peanuts which do not mest color specifications are rejected. The rejected peanuts are
subjected to metal detection which is checked and cha{lengedm. The rejecied peanuts arc

passed through ancther [(JfEHbrand sorter.  All acceptable peanuts are next transported via the
closed system to the Primary Mills (first grind). {ﬁMproduct temperature at
exitof appmximalelWF, For the production of “crunchy” varieties of peanut bulter,’o of
the peanuts are rcserved after the first grind to be incorporated into the final product. The peanuts
are then passed to one of QR 1.1k ketties which can hold up to {{JXEY 1bs each. The product
remains here for approximately[(SI RGNt nteded to feed thBIRCII K ettle, which in tum is
used to supply the Mixing Slurry. The product in the kettles remains at approximately| F.

a sample is pulled from the kettles for micro analysis. Ms. Ogeto stated the firm has never
had a positive sample.

Sugar, salt, and any other ingredients are combined with the PB in the Mixing Slurry [GXCIREE .
The product is transported via the closed system to one o b Mixing Kemcsx
M. The Mixing Kettles ace only to ensure a uniform blend. The product exits
the Mixing Kettles at approximatel F and is cooled by one o SREINYENY (cach kettle feeds
(b) (4) b, referred 1o a oolers, The final consisteney is accomplished by one oI
({2FEY brand mills, each connected to a[(SYREYY The product is accumulated in Ithemes
(appx‘oximazelmlb capacity) to[G)NEY]

The product is transported to thelQRRE filling lines. Each line hasw (G0 iower the product
temperature to approximate]yQRRORS-  An in-line magnet is in place as the product leaves the

and wavels to the filling machine. The magnet is checked [(EER unicss the filling line
metal detector is activated. The empty jars enter on a conveyor from the {8 area. The jars ave
inverted and “puffed” with air to remove any forcign material. The jars are then filled, capped, and
labeled. Any jar which has not becn adequately filled is mamially emptied via MSys(cm and
the product reenters the filling system. All jars pass through metal detection prior to leaving the
processing area. The metal detector is challengedGYRERand the results recorded. The firm screens
for ferrous, non-ferrous, and stainless stecl.  The metal detector is challenged (b} (4
documented. Employees are present in the packaging arca to perform such task as ensuring jars are
full, checking cap torquc. and ensuring proper label application. The fimshed product exits the
processing arca 1o be cascd for shipment.

6ol l2
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Estabtishment Inspection Report FEL 2316570
Unifever Best Foods El Start: 1170272009
Little Rock, AR 72206-3871 El End: 11/06/2009

Employees must enter the processing area through an ANTE room. The ANTE room contains an
automated hand wash/sanitizing station and a boot dip. There are exit only doors from the process
which are clearly marked as exit only.

Other_Areas Quiside Processing Room - Other arcas outside the processing room include food
contact and non-food contact cleaning rooms, mechanical/maintenance arcas, and [inished product
storage (limited). The non-food contact cleaning room houses items such as mops, squeegees, mop
buckets, plastic scoop shovels for usc in the raw areas on non-food contact surfaces. The mechanical
and maintenance areas are just that, areas where tools and materials are stored which are used in the
maintenance and upkeep of the facility and cquipment. The food-contact cleaning room is used to
clean cquipment {rom the production arca, which are taken across the hall to a temporary arca for
drying and sanitization. A small room inside the food-contact cleaning room is designated io
prepare mops/buckets for use in the production area.

The firm will rework product only due to flavor or color issues. The product 1o be reworked is
stored in drums and clearly labeled. The product is added (o the Back Kettle for full fat PB and the
Add Back Kettle for the reduced fat PB. A log is kept of the add backs separate from production.
The log is revicwed daily by the quality department.

CLEANING & SANITIZATION

Day-to-day cleaning and sanitation is conducted b full-time an part-time contract
craployecs. A contract supervisor is{{SNE and the supervisors report tdSYRGI] At the
Efﬂ_ the firm conducts a thorough zleaning and sanitization of the plant. Unilever
employces who work in production duringm”e responsibic for cleaning their own areas.

The employecs are trained as part of their OJT how to clean and sanitize. They are taught what to do
and what not 1o do. They are instructed on the when/where to use specific cleaners/sanitizing agents
and also discuss what microorganisms are. The firm provided 4 list of all sanitizers used, where
used, and the application strength (Exhibit 3). The finm documents what specific cleaning and
sanitizing agents are used, where uscd, and the ciluted strength. Ms. Ogeto stated the firm did not
add any additional sanitizers in response to the positive sample results found during the previous
ingpection,

Raw area - Themmd Stoner are clcanced (b) (4) i a dry cleaning process utilizing a
combination of shop vacs, brushes, and [B3EY {IRER] (ic floors in the Raw arca arc cleaned with
floor scrubbers dedicated 1o the Raw arca and arcas unrcachable by {loor scrubbers arc mopped with

a wet miop and bucket.

Roaster Room — The belts on the wnnel roasters are CIPUIRGE The sanitizer is (b) (4)

Wf;‘ed 2 {SYREN 1 fotlowed by a drying SEl(b) (4) the inside walls and
cerling are cleaned with a high-pressure hose (detergent/sanitize).

he exterior of the roasters are
7ofl12
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Establishment Inspection Report FEL: 2316570
Unilever Best Foods El Start: 1170272009
Little Rock, AR 72206-3871. El End: 1106/2009

wiped dowr\m_ﬂze Mini Roast is ckezmem The inside walls of the tunnel
roasters are scrapped down to remove build up.  Che screens are removed and taken 1o the food-
contact cleaning room for cleaning and sanitization. The floor is cleaned/samitized with a mop and

bucket on a[(JREY basis.

Production area - The firm maintains a separate cleaning SOP for each picce of equipment. The
SOP includes the floor area in relative proximity to the cquipment. No separate floor cleaning SOP
exists.

The firm wet cleans the floors of the production areaw Wet cleaning is accomplished
with a floor scrubber and mops. No hoses were observed in the processing arca during the
assignment. During the assignment, we observed periodic dry cleaning with brooms. The floors are
cleancd with a floor scrubber and the areas which ean not be reached by the scrubber are moped with
a solution of soap/water. All floor areas are sanitized by mopping with a bleach/water solution. The
bleach is mixed at a ratio of&mgaﬂon of water. The sanitizer is allowed Iminute contact
time and then rinsed mopped with a clean mop. The supplies {(mops/buckets/squecgees, etc.) are
dedicated to either the production area or the raw area.

The firm cicans equipment prior to the primary grind, such as the Blancher and Sorter, S} FES)
in a primarily dry process. The equipment is brushed and a shop vac is used. The exterior
sr ais surfaces are then sanitized by wiping with [{SJEJ] which contains [ XEN]

The Primary Mills (Grinders) and the Mixing Slurry arc cleancdw The exterior surfaces are
scrapped of any product and sanitized by wiping wi(h (4) ¢ food contact surfaces that can
be reached without disassembl
system is flushed with(y
grinders arc opened for inspection
The[{SR& b rand mills and attached

ing are scrapped of product (Lexan covered troughs), then the entire
INEA) =i Primary Mill CIP pipes are broken down and the
{)XEIY e Mixing Slurry CIP lines are torn down for cleaning,

re cleanc in the samc manncr.

The Bulk Kettles and the Front Kettle are cle:mcd (4) and the Mixing Kettles and (b) (4)
Kettles are cleaned [((JNEY by circulating{SYNCHMN -t QG- fo hours. The firm collects a
product sample{{SREd) from the kettles to sCreen for micro.  Accorqing to Ms. Ogeto, the firm has

never had a posttive sapiple.

The filling lines are cleaned {JRGH] The filling machine is CIP, cxcept L‘meﬁancr reduced fat PB
(allcrgen). The filling heads are completely broken down in this case. Additionally, any time the
filling line is down for@houm or more the filling machine is cleaned. The line conveyors are

sprayed [OJREY, with 2 Spray saniizer andmmey arc removed from the line to be steam

cleaned.

Sof12
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Establishment Inspection Report FEI 2316570
Unilever Best Foods El Start: 11/G2/2009
Littie Rock, AR 72206-3871 El End: 1106/2009
ALLERGENS

The firm has a potential for allergen cross-contamination [rom a soy product used in the reduced fat

PB. The allergey is Soy Concentrate (Exhibit 4) and is added to replace the protein tost do 10 lh -
lower fat conten reduced fat PB is manufactured on thd() JCIPRbrand mixer/grinder andgag
(b) (4)

tines and equipment are dedicated to the reduced fat PB untif the affiltated with Fill line A28
The reduced fat PB is only filled {{SJKCH The firm manufactures reduced fat 2:(h) (4

(b) (4) and then follows a written procedure to complcte the product changeover.
changeover includes changing some piping configurations on the[GYKEand then a cleaning viaa
validated cleaning procedure. The firm documenits the changeover and clcaning. The firm conducts
bio trace swabbing following each allergen cleaning to ensure no soy residue remains. The allergen
checklist was completed (attached).

QUALITY CONTROL & ENVIRONMENTAL MONITORING
Ms. Ogeto is head of the quality department. All laboratory analysis are conducted by[(S) NG
at various locations. Finished product testing occurs i (b) (4) Envirommental swab
testing oceurs in Mand Nutritional analysis occurs i (b) (4)

The in-house quatity functions include verification of physical attributes of in-process PB (fill wt,,
container closure, etc.), releasing raw materials for use, label and packaging material review at
ceiptrelease of product, and review of envirormenta! sampie results. Only Ms. Ogeto or Ms,
may release product or review environmental test results. The other quality functions are

conducted by quality unit employees in Ms. Ogeto’s department.

The firm collects a representative sample from each lot of PB and ships tom REN scrcens
cach lot for APCs, coliforms, and Sa/monella according to AOAC methods. Additionally. at the

(b) [{is screened for the presence of yeast and mold. Ms. Ogeto reported no
failures since the previous inspection.

The firm collects environmental samples on a[{QJNER basis. There arciRh sample sites, but on!y
samples are collected(GIEJE The firm rotates the sample sites over a[{JXENI period with some

sites being sampled only once per cycle and other sites on a more frequent basts (Exhibit 5). The
samples are collected hy[(E}JEFY an outside conractor. The contract employces are trained by [
anm randomly observes sample collection. The firm uscsig@iibrand pre-moistened
sponge sticks and adds a [BYJER] broth manufactured by Ms. Ogeto reported no
failurcs since the previous inspection.

Analyst Peters reviewed laboratory results for environmental swabs and finished product dated
9/25/09- 10/31/09.  He found no discrepancics and the results to be within the firm’s specifications.

The finished product specifications are: Negative for Sufmonella, maximum for coliforms,
mnaximum for APCs, and imaximum {or Yeast and Mold. The firm has never isolated
Salnonella in cither environmental swabs or finished product. Ms. Qgeto stated the firm would hold
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Establishment Inspection Report FEL 1316570
Unilever Best Foods El Start: 11/02/2009
Little Rock, AR 72206-3871 El End: 11/06/2009

the affected product and initialize a thorough cleaning of the processing line if the laboratory results
cver approach the stated specifications or show spikes in microorganism counts.

MANUFACTURING CODES

The firm applies an expiration datmdays from the date of production for U.S. market products.
An cxample is 450{%‘.!{0220:02, The breakdown would be:

ST (D) (4)

(6] ()

ays from the date of production
uction site, Little Rock

v 02 ( (4)
®  20:02 -- TOD stamp

PEST CONTROL

The firm contracts all pest control. The contractor monitors the stations on 2[{§REY basis and treats
as necessary. A record is provided to the firm detailing the results. No pest control is conducted
inside the processing room, but the firm does monitor the area for pest. The previous 90 days pest
log was reviewed. One reoccurring item was observed concerning a door seal which was included in
the management discussion at the conclusion, below.

COMPLAINTS

All complaints are received by an 800 number operated by Unilever. All complaints are transmitted
to the plant. Top management, legal, or the plant quality department can initiate an investigation,
All complaint records are maintained electronically and Ms. Ogeto o have access to all
information. Most foreign object complaints are investigated and aii%omp!aints are
investigated. The firm follows a written comptaint procedure.

The complaint trending from March 2008 to present was reviewed. All complaint levels remained
constant over the time period. The firm average complaints/month for injury/illness. Ms.
Ogeto stated none of the injury/illness complaints could be confirmed as a result of the firm’s
product.

RECALL PROCEDURES
The firm has a written recall plan. They conduct a mock recali {o)} (4) No product has been
recalled since the previous inspection.

REFUSALS
There were no refusals.

10of 12
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Establishment Inspection Report FEIL 2316570
Unilever Best Foods El Start: 110272000
Little Rock, AR 72206-3871 El End: 1 16/2009

GENERAL DISCUSSION WITH MANAGEMENT
At the conclusion of the inspection, a discussion with management was held. Present were:

» My, Patrick J. Mathicu, Supply Leader

« Ms. Tawana J. Walker Ogeto, Safety, Health, and Environmental and Quality Manager
(b) (6) Quality and Environmental Specialist

Mr. Alfred Martin, Maintenance Manager

Safcty Specialist

s Mr. Robert Moellers, Manufacturing Manager

B (b) (6) Manufacturing Specia.ist
Two items were discussed with the firm:

1. We observed a container used to store and transportused for the roaster CIP system in
the roaster room. The container had been emptied but had not been properly stored after use.
The contamner was removed prior to the conclusion of the inspection.

While review the pest log, we observed that monitoring site a door sweep by the
security desk, had been noted in disrepair since April 2009.

fd

[ stated to the firm that in the event any of the samples were to test positive for Salinonrellu, DAL-CB
would most likely be responsible for alerting the firm. 1 also stated T would expect, but could not
guarantee, that if positives results were found the firm would be contacted within two to three weeks.
1 stated that if the no sample was positive and management agreed with our findings, the firm should
receive a courtesy copy of the report in 60-90 days. The firm had no questions and the inspection
was closed.

SAMPLES COLLECTED

During the current inspection sample numbers 479697, 479698 and 479699 were collected which
totaled 103 environmental sub-samples {Attached). All samples were determined to be negative for
Salimonellae

VOLUNTARY CORRECTIONS

During the previous inspection, threc FDA collected environmental samples tested positive for
Salmonella spp. Upon notification, the firm suspending production and placed ail products on hold.
According to the firm, private laboratory testing did not detect Safmonellu in any product. The firm
hired a consu‘tam,@ﬁ— Ph.D, to provide guidance in the cxtensive cleaning and
sanitization of the entire factfity. The facility was cIoscdwccks in which a total cquipment
teardown occurrcd. The firm added additional cnvironmental sample sites after the cleaning.
According to the firm, no product or environmental sample has tested positive for Salmonellu since
the cleaning

ihofl2
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Establishment Inspection Report FEI: 2316570
Unilever Best Foods El Start: 11/02/2009
Little Rock, AR 72206-3871 El End: 11/06/2009

EXHIBITS COLLECTED
1. Original document dated 11/2/09 specifying the firm's policy concerning photographs,
signing documents, affidavits, trade sccrets, samples and employee contact.

Original document listing all Unilever distribution centers

Original document listing of all sanitizers used, where used, and the application strength
Photocopy of label for Soy Concentrate

Copy of documient listing all environmental samiple sites and sample schedule. 5 pgs

ATTACHMENTS
e FDA 482, dated 11/2/09

* Copy of CFSAN High Priority assignment for inspections and environmental sampling for
Salmonellae at firms that manufacture nuts and nut products, DFPG #10-03, ORA Concurrence
#2009092802

* Allergen checklist

* Copy of C/R #479697
* Copy of C/R #479698
+ Copy of C/R #479699

Tpmorne | Sl
Tivians { Stoot e

Torrance 1. Slayton, Investigator Christopher T. Peters, Analyst
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FDA has not completed the EIR for the March 18, 2011, inspection as of this time.
The attached documents are the EIRs for the DeFranco and Sons inspections:

March 13, 2008 (state contract inspection);



162

Stale o CatiomisHasith ang Human Secvices Agency

NOTICE OF VIOLATION
Food and Drug Branch

Direct responses to: (5%t) 520 - S39y £ax
Soperisor Terephons number
g)bgr/m Czww Saith Y( 5%2) 590 -5 387
Address {numbey, streed] City £1F code
H C’wtden Shere, Siuife 42O Long, Beack Fodoz.
Firm rams . > lnam
D De Franco & Sons 3/iz/Py
Address {number, street) City ZiF code
1000 _{awrence st Los Anse,é’e N G ooe
Person inlendewed Posdion
My Sorru De Erageo Vi Preylont
?P:uk g@ge De F);,E«aa 173 ‘:er‘c(»e ,A s ol oo RS
The conditions 55’ pract: i noted efé% ware observed on subject prermses is date. These are alieged to be violations of
one of more provisions of California law peﬂammg 1o the manufacture, processing, holding, sale, labeling, or advertising of a
food, drug, medical device, tic, or b d The Dep may seek administrative, civil, or criminal
action for each of the viclations. This report has been prepared fo alert the of the i i f's findings. itis
the responsibility of the firm to assure with all applicable laws and regulation

D Visible rust andd :”eef;ns paint went notedd on the wace tagp. Lo stz of Corn

huskes moacbing in tbe  (ora ,prvujr}nfv) v oo

observed with _otes

(B)  Alumnum m;lsz madtnal proe the tevn hasKee wial obseieect o be loosc

Rr\;g hgggigs §1@5{49 inselehon mateced

A,
Pauthored agent name and badge number {printed)

VAR cponr  Ctet T2ne X 12T

EXRiD__{
Page i of i pages page. L of_/
£19824 (12706 ' [0 = — DE‘GMZ & ose or o922




163

31 of Giformz ~Health and Huran Servics Agency Departrent of Healh Servioss

NOTICE OF VIOLATION
Food and Drug Branch

Direct responses to:

Superiser Telgaone Tuwber -
Addrsss z mﬂ({e‘i{ﬂ ( 07 ﬂ(\/j(., TSRy (?b S C {:J Zode_(-'
TUL Terpls St b2 LA Flcze
Dae 5
"5 eBe Freppee ¢ Gms V2-s/os

Address (pumber, strgel} Cry A & €
T Lo v el ee. 3/: - i-# } e 2
Ferson intenaes o Pogition
Yoinl o Fronece Su nuson
f

The conditions or practices noted below were observed on subject premises this date. These are alleged to be violations of
one or more provisions of the California Health and Safety Code, Division 104, pertaining to the manufaciure, procsssing,
holding, sale, labeling, or advedising of e food, drug, device, cosmetic, or hazardous substance, Criminal conviction on these
charges carries the penalty of imprisonment for up 1 one year in county jait andfor & maximurm fine of $1,000 per violation. A
segond or subssquent convmuon carries the penalty imprisonment for up to three yeers andfor a maximum fine of $10,000 per
i Ac'*rf orially, the Depariment may ssek adminisicative or civil cci}on with maximum civil penalties of up to §1.000 per
ie repont hcs besn prepared to slert the m nent of the investigator's findings end act 2e & permenent recerd

g \r\\/r*ﬂ e

M S LA

VAW M

AR T
1

{
;’fosf;/ /z.z”ﬁ‘* F A PR Ex, taaitn B eina AL
i ¢ ¢ / f j, 7 7
an Thel b epin ploipcia weis
clserved _wnrliin, ot /L/ / ‘ﬂu PWeceatng N
.

54?/)/54,45,, val‘,,m a7 e L%’ZCM;L b i weeu CESvedl
; e
/&LL::} Feicied l-:*c.,-’/r /,faﬁgu % ;2%,7" é[g[‘{ { b weiid 70 SN

:;gmna hi rsotice does not indicate Gdmissiof of a violation but only receipt of the Notice of Vaotabc\n
iy sj{u}t\mzad representa’»(vej;gpaim‘ ’“_./’ j Autharizest repleserkuva posmon R

‘1/4, /'/,
;/’\
7
e Eoadidais o
i e Page | of 3. pages

TR o Y Data_&!ﬁ[ﬂa




e of Caliorvam-Hesith and Human Services Agenty

164

Deparimant of Heatth Services

NOTICE OF VIOLATION—Continued

ey
Ianvd  Soeda el obsesves N

‘ay s 22 /264

m/) \“’71?/('7_ /‘;C' e

2 A nasns  resheian . Tl
£

Vi - 2 NSV
;ﬂ gonidin Ao an o mandd C’z&@c/(y Elﬂ'%zthé o 1
" U

/

Fagé o



165

FOOD & DRUG
0de CALIFORNIA ESTABLISHMENT INSPECTION
- REPORT FOR FOOD

.);s:;;;;;;‘.:;;ﬁ;;
FIRM INFORMATION

Name: D. De Franco and Sons Inspection Date: 3/13/2008

formerly “New England Tomato Co.”

Address: 1000 Lawrence Street, Los  FE! Number: 3004655865

Angeles, CA 90021

Phone: (213) 627-0575 FDB Firm Number {if applicable): F36-
00095

INSPECTIONAL HISTORY

DATE(S) OF PREVIOUS INSPECTIONS
FDA {Attach 483) None.
CDPHIFDB: Last inspection 10/28/2005. A 4-item Notice of Violation was issued to the
firm. Firm repaired the bulk nut packaging line and removed tape, cardboard, and
shoelace off the machine. According to Mr. Paul De Franco, the firm discontinued
repacking mixed nuts in 1-pound repacking line. During the inspection on 3/13/2008,
employees working in the corn processing area were observed without beard covers
(repeated item). The men's restroom was observed to be clean. Used hand paper
fowels were noted in the trash receptacle.
List corrective actions from last FDA inspection (if any):

FIRM DESCRIPTION

Type of business: The firm operates as a wholesale manufacturer of refrigerated
produce such as washed and trimmed fresh com, beans, green beans & carrots, and
tomatoes. The firm also warehouses and distributes bulk nuts in §0-pound bags to
customers. The firm repacks bulk mixed nuts in shells from September to December.
List of corporate officers in the firm: Paul De Franco/President, Jerry De Franco/Vice
President, Richard De Franco/Secretary, and _

Name of most responsible person present at the time of inspection: Paul De

Franco/President, Jeri De Franco/Vice President, Richard De Franco/Secretary, and

Products produced / re-packed / wholesaled, and type of packaging used (i.e.
LACF): Washed and trimmed produce such as beans, green beans & carrots packed in
preprinted plastic bags, fresh corn packed in retail size Styrofoam trays with sealed
plastic wrap, tomatoes packed in boxes, and bulk whole mixed nuts in 50-pound sacks.

Report for Food
Page 1of4
v.092107lic
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CALIFORNIA ESTABLISHMENT INSPECTION REPORT FOR FOOD
Code(s) from FDA Product Code List: 23GG T 99

Legally related firms (Include name, city and state): None.
Geograpbhic area served by the firm: Los Ange!es areas, Stockton, Utah and Orego
Description of firm’s customers (markets ‘ CAN(DY (4)

Percent sold wholesale: (SIS
Number of employees; Fuii-i
Hours of operation:
Days of operation: [{S]f
Seasonal operation (describe): The firm repacks bufk mixed nuts in shells from
September to December.

Other governmental agencies that regulate and inspect the firm: State Food and
Drug Branch and Local County Health Department (LA County).

NUTRITION LABELING

YES NO
is the Nutritional Labeling and Education Act (NLEA) required? X O
Why is NLEA required / not required? Fresh produce is sold in retail packages at
retailers. Mixed nuts are sold in 50 pound bags to be repacked into retail packages.
Number of labels reviewed: 2
Lot number(s) for product{s) reviewed: The firm utilizes a “sell by” date for finished
products. Beans and carrots have 18 days shelf-life and corn has 17 days. During the
inspection, the firm was processing corn with this “sell by" code Mar 30 08. The ot
codes break down as follows:
Mar= month of manufacturing
30= expiration date
08= the year of manufacturing (2008)

RECALL INFORMATION
YES NO
Does the firm have recall procedures? B O
If yes, name of recall contact person:
Have there been any recalls since the last inspection? ] X
COMPLAINT INFORMATION
YES NO
Has the firm received any consumer complaints in the last year? O X
Report for Food
Page 20f4
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CALIFORNIA ESTABLISHMENT INSPECTION REPORT FOR FOOD

If the firm received any critical complaints, describe the nature of the complaint
and actions taken by the firm:

BUILDING / FACILITY DESCRIPTION:

Construction Material: [ ] Brick [ Concrete [X Wood [] Steel Metal
Number of Stories:

Square Footage: [(BICIN

Other occupants: None

Location: [ ] Industrial Park [X] Commercial/Residential [} Rural [ ] Other
Specialized processing equipment used: None.

DISTRIBUTION
Number of Vehicles i}

Type(s) of vehic!g(s) used{{XE))

EXHIBITS AND ATTACHMENTS:
YES NO

Was a Notice of Violation (NOV) issued for objectionable X
conditions?
If a NOV was issued, what will the firm do to correct the objectionable
conditions?
A 4-item Notice of Violation was issued and discussed with management during the
inspection and at the close of inspection. Mr. Richard De Franco promised to repaint
the wire top cover of the corn husking machine and repair the ceilings of the processing
rooms within 10 days. Also, he will purchase and provide beard covers for male
employees. Finally, he will as(GESTNIEENE A CCP Coordinator, to verify
HACCP ctitical control points monitoring records (refrigeration units and daily
thermometer calibration) on a weekly basis as stated on the firm's produce HACCP
plan. A response letter with corrective actions is forthcoming.

Note: If photographs were taken, please include them as exhibits. Include other
items as appropriate.
Exhibit#1. Notice of Viclation.
Exhibit#2. CDPH/FDB, Notice of Violation issued to the firm on 10/28/2005.
Exhibit#3. Product labels:

12 oz. rimmed Beans.

12 oz.- ) Green Beans & Carrots.
Exhibit#d. HACCP plans for refrigerated tomatoes, corn, and green beans.
Exhibit#5. Process flow for green beans.

Exhibit#6. Mi nalyzed by{{X€))
received on 1/24/2008.
a. SPC and total Coliforms — results: <1CFU/mi for hand washing tab water

Report for Food
Page 3¢f4
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CALIFORNIA ESTABLISHMENT INSPECTION REPORT FOR FOOD

and green bean water.
b. Coliforms, E. Coli, and Salmonelia- results: Negative for finished
products (corn, tomatoes, green bean, and green bean & carrots).
Exhibit#7. Chemical concentration logs for vegetable wash and equipment from
12/21/2007 to 3/13/2008.
Exhibit#8. Firm's response letter dated 324/08

SIGNATURE REVIEW

g Badge #: 118
Investigator's Signature

DIONE—
Investigator Printed Name Title: Senior Food & Drug investigator

Review Date: _;;ZM / a‘f

Additional Comments:

Report for Food
Page 4 of 4
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Attached is the December 18, 2008 (FDA inspection);
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Establishment Inspection Report FEL: 3004655865
PARIMAR dba D. DE FRANCO & EI Start: 12/18/2008
SONS

LOS ANGELES, CA 90021-1620 El End: 12/18/2008
TABLE OF CONTENTS
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COMPLAIS ..ot ettt e vos s b s s b s e Rs bbb e re b bbbt s bbb sd A s b s ss k0001 11
Recall Procedures ..........oovvvemncnmenmnoninneecenionasconnens ettt aare 11
SUMMARY

This comprehensive inspection of a high-risk food manufacturer of raw, refrigerated produce such as
tomatoes, green beans and sweet corn and (seasonal) repacker of shelled tree nuts such as walnuts,
pecans and hazelnuts was conducted for the LOS-DO FY*09 work plan. This inspection was
conducted in accordance with the CP 7303.803, Domestic Food Safety Program. An NLEA field
exam was conducted as per CP 7321.005 and reported separately in FACTS. This inspection covered
good manufacturing practices (GMPs).

This is the first inspection conducted at this firm by the FDA, The previous inspection conducted on
03/13/08 by the California Food and Drug Branch (CFDB) was classified VAI because of
objectionable conditions. Objectionable conditions included: 1) rust and peeling paint on the wire
top cover on the corn husker machine; 2) ceiling above bean processing and packing line had holes
and aluminum ceiling material above corn husker machine was hanging loose and exposing
insulation; 3) employees were not wearing beard covers; and 4) the firm failed to verify HACCP
monitoring records on amasis. CFDB received a letter from the firm’s management dated
3/24/08 stating that all objectionable conditions had been corrected. On 12/18/08, objectionable
conditions #1, #2 and #4 were verified as corrected. However, objectionable condition #4 was not
corrected because ] observed employees with mustaches and beards in the processing areas without
beard covers. These items were reported separately in the Compliance Achievement Reporting
System (CARS) database.
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Establishment Inspection Report FEL 3004655865
PARIMAR dba D. DE FRANCO & EI Start: 12/18/2008
SONS

LOS ANGELES, CA 90021-1620 El End: 12/18/2008

On 12/18/08, Supervisory Consumer Safety Officer (SCSO) Vien Q. Le and 1 displayed our
credentials and issued an FDA-482, Notice of Inspection, to Mr. Jerry 8. DeFranco, who introduced
himself as the Plant Manager and the most responsible person at the firm. Mr. Jerry S. DeFranco
informed SCSO Le and me that he and his brothers are co-owners of the firm and that he is also the
Vice President. Later, Mr. J. DeFranco introduced SCSO Le and me to his brother, Mr. Richard J.
DeFranco, Secretary. SCSO Le and I displayed our credentials to Mr. Richard J. DeFranco. Initially,
Mr. Jerry S. DeFranco escorted us during the walk-through of the firm and then instructed SCSO Le
and me to conduct the inspection independently. As they carried out their daily responsibilities,
including supervising firm employees, Mr. Jerry S. DeFranco and Mr. Richard J. DeFranco were
both available (intermittently) throughout the entire inspection. At approximately 9:30 am.,
President Mr. Paul F. DeFranco arrived. SCSO Le and | displayed our credentials and 1 explained to
him that an FDA-~482, Notice of Inspection, had been issued to Vice President/Plant Manager, Mr.
Jerry S. DeFranco, and that we were there to conduct an inspection. Mr. Paul F. DeFranco,
President, accompanied SCSO Le and me throughout the remainder of the inspection and he, Mr,
Jerry S. DeFranco and Mr. Richard J. DeFrance provided information that is contained within this
report.

At the conclusion of the inspection, no FDA-483, Inspectional Observations, was issued. Several
items were discussed with management including: 1) the women’s bathroom door was left open and
the trash can inside the women’s bathroom did not have a lid; 2) male employees with mustaches
and beards were observed working in processing areas without beard covers; 3) there was a personal
item (what appeared to be a sweatshirt) sitting directly on finished product packaging material; 4)
the rolling garage door inside the corn processing area was left open during production; 5) lack of
metal detector used to detect metal or other foreign objects prior to product packaging/shipment;
and 6) lack of backflow prevention devices on hoses at facility. All deficiencies noted were
discussed with and promised to be voluntarily corrected by management.

A food firm registration booklet, a Food Protection Plan booklet (November 2007), an ALERT
pamphlet and card, Guidance for Industry: Guide to Minimize Microbial Food Safety Hazards of
Fresh-cut Fruits and Vegetables (printed from the CFSAN website), and an information sheet about
backflow prevention devices were provided to management.

According to Vice President, Mr, Jerry 8. DeFranco, Vice President, raw produce waste (corn,

beans, etc.) is collectcd{ill§and picked up by The

raw produce waste is used as animal feed for the farm’s cattle.

o test the firm’s water and food products. All microanaiysis tests

results have been negative.
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Establishment Inspection Report FEL 3004655865
PARIMAR dba D. DE FRANCO & EI Start: 12/18/2008
SONS

LOS ANGELES, CA 90021-1620 El End: 12/18/2008

A reconciliation exam was conducted and there were no discrepancies noted. There were no refusals
and no samples collected during this inspection. No evidence of rodent or pest activity was observed.

A walk-through of the facility during the inspection revealed that the firm continues to manufacture
refrigerated produce such as tomatoes, beans and sweet corn and repack and distribute shelled nuts.
Firm employees were in different stages of production and packaging of sweet corn and beans; hand-
packing and moving finished products into a walk-in cooler; and in the process of cleaning
manufacturing areas and equipment.

ADMINISTRATIVE DATA
Inspected firm: PARIMAR dba D. DE FRANCO & SONS
Location: 1000 LAWRENCE ST
LOS ANGELES, CA 90021-1620
Phone: 213-627-8575
FAX:

Mailing address: 1000 LAWRENCE ST
. LOS ANGELES, CA 90021-1620

Dates of inspection:  12/18/2008
Days in the facility: i
Participants: Tara L Stockton, Investigator

On 12/18/08, SCSO Le and I displayed our credentials and issued the FDA 482, Notice of
Inspection, to Mr. Jerry S. DeFranco, Vice President/Plant Manager. Upon their arrival, SCSO Le
and | displayed our credentials to Mr. Richard J. DeFranco and Mr. Paul F, DeFranco, Secretary and
President, respectively.

(b)(3)

During this inspection on 12/18/08, the firm was receiving, holding and shipping FDA regulated
products. On this day, deficiencies were observed and were presented for discussion with
management during the close-out meeting.

Business Hours: Office: 6:00am-2:00pm, Monday-Friday.
Production Hours:
HISTORY
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Establishment Inspection Report FEL 3004655865
PARIMAR dba D. DE FRANCO & EI Start: 12/18/2008
SONS

LOS ANGELES, CA 90021-1620 El End: 12/18/2008

No previous inspections have been conducted at this firm by the FDA. Parimar dba D. DeFranco &
Sons is a family-owned business founded in Y8l The firm was incorporated in the state of
California. According to Vice President, Mr. Jerry S. DeFranco, The firm does not have any
subsidiaries and is not affiliated with any other company.

The firm has been at its current address of 1000 Lawrence Street, Los Angeles, CA 90021 since the
fate The firm is a manufacturer of raw, refrigerated produce such as tomatoes, corn and beans
and (seasonal) repacker and distributor of shelled nuts,

According to Vice President, Mr, Jerry S, DeFranco, the firm is also inspected by the CFDB and the
Los Angeles County Health Department.

There have been no product recalls and no regulatory actions for this firm. There arWull-ﬁme
employees at this facility.

The firm's management structure remains as follows:

President/Co-Owner
Mr. Paul F. DeFranco

i . | 1
Viee President/Co- Secretury/Co-Owaer h Comptroller
Owner/Plant Mazsger Richard (Rich) J. () 16)
Mr. Jerry S. DeFranco DeFranco J

Maintensnce Supervisor
(1) (6)

Business Hours: Office: 6:00am-2:00pm, Monday-Friday.

Gross annual sales are estimated at [IXGMHollass.

A reconciliation exam was performed and there were no discrepancies noted. Parking is very limited
at this firm.
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Establishment Inspection Report FEL 3004655865
PARIMAR dba D. DE FRANCO & El Start: 12/18/2008
SONS

LOS ANGELES, CA 90021-1620 El End: 12/18/2008

Food security and registration requirements were discussed during this inspection and an FFR
booklet was given to Mr. Paul F. DeFranco, President.

All correspondence should be sent to:
Mr. Paul F. DeFranco, President

D. DeFranco & Sons

1000 Lawrence Street

Los Angeles, CA 90021-1620

INTERSTATE COMMERCE

The firm holds, repacks and ships a variety of fresh vegetables and nuts including corn, beans,
tomatoes, walnuts, pecans, and hazelnuts. All of the firm’s products are sold wholesale. Mr. Jerry S.
DeFranco was not certain of the estimated amount of products received from out-of- : however,
he stated that the firm’s main supplier,wis located in AZ. In
addition, on 12/18/08, I observed four pallets of beans inside the firm’s raw product walk-in cooler

with labels stating that the beans were a “PRODUCT OF MEXICO” (Exhibit #8). Mr. J. DcFranco
confirmed that the raw produce is from Mexicow during processing. The firm’s other raw

luce suppliers include but are not limited to tomatoes) located in Nogales, AZ and
sweet comn) located in CA. Packaging supglies are provided by ocated in
CA; ted in MCA; and| ocated in CA.

Mr. Jerry 8. DeFranco, Mr. Richard J. DeFranco and Mr. Paul F. DeFranco are food brokers for the
firm and promote their own products. According to Mr. J. DeFranco, food items such as tomatoes,
corn, and beans are sold wholesale to distributors located in the m CA who may be
distributing its products through interstate commerce. The firm also sells products to local markets.
Products that move through interstate commerce are transported on contracted carriers. For example,
on 12/18/08, I observed a truck driver sign for one pallet of shelled nuts which included several 50-
ib bags and 1-1b boxes. The truck driver stated that he was delivering the items to a firm located in
Wisconsin, Mr. Paul F. DeFranco provided photocopies of Purchase Order #-(dated 12/16/08)

nvoice dated 12/17/08), showing shipment to
(Exhibit #13).
Some of the firm’s customers includ {CIYCHINNNNNRGNGNNNNINNN 2nd local retail markets.
The firm is also a contract manufacturer for a private label account with . The firm owns
refrigerated trucks used to pick up and/or transport products locally.
JURISDICTION

Products manufactured or repacked by the firm are subject to the FD&C Act. The firm manufactures
and/or repacks fresh, raw produce under the DeFranco & Sons brand name. Also the firm repacks
and/or distributes products containing allergens such as peanuts and tree nuts (Exhibit #4).
However, Mr. Jerry S. DeFranco, Vice President, stated that all nuts are shelled and not processed on
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any equipment inside the firm. Exhibits #16-#18 are retail labels for the FDA-regulated fresh
produce products.

INDIVIDUAL RESPONSIBILITY AND PERSONS INTERVIEWED

On 12/18/2008, Supervisory Investigator Le and [ displayed our credentials and issued the FDA 482,
Notice of Inspection, to Mr. Jerry S. DeFranco, Vice President/Plant Manager, who stated that he
was the most responsible person at the firm at the time. Mr. DeFranco informed Investigator Le and
me that his brothers, Mr, Paul F, DeFranco and Richard J. DeFranco are co-owners of the firm, The
DeFranco brothers’ grandfather started the family-owned business in 1916 and the business has been
at its current location since the 1950s.

Key firm officials for Parimar dba D. DeFranco and Sons are as follows:

Paul F. DeFranco, President/Co-owner— Mr. DeFranco has been in the produce business for over
30 years. He stated that he is responsible for the day-to-day operations at the firm and oversees all
operations including the receiving, storage, and shipment of the firm’s products and administrative
duties. He has the ultimate knowledge of and responsibility for all the products received and shipped
from the firm. Mr. DeFranco has the authority to hire and fire employees and he makes the final
decision to spend company funds for improvements as well as corrective action. Although there is a
Joint collaboration as co~owner with his brothers, Mr. DeFranco makes the final decision for all
activities at the firm.

Jerry 8. DeFranco, Vice President/Co-owner— Mr. DeFranco has been in the produce business for
over 20 years. He is responsible for the day-to-day operations at the firm and oversees all operations
including the receiving, storage, and shipment of the firm’s products. In addition, Mr. DeFranco
purchases and sells raw materials and is responsible for ordering maintenance supplies. He is one of
three co-owners at the firm and has the authority to hire and fire personnel, spend company funds
and make corrective actions/improvements.

Mr. Richard (Rich) J. DeFranco, Secretary/Co-owner — Mr. DeFranco has been in the produce
business for over 30 years. He is one of three owners at the firm and has the authority to hire and fire
personnel, spend company funds, and make corrective actions/improvements. Mr. DeFranco assists
X C omptrolicr, with bookkeeping and administrative duties. He is also responsible for
researching information for the firm, purchasing supplies, and inventory control,

The firm’s corporate structure is as follows:

> President/Co-owner—Mr. Paul F. DeFranco

» Vice President/Co-owner/Plant Manager—Mr. Jerry S. DeFranco
» Secretary/Co-owner—Mr. Richard J. DeFranco

» Maintenance Supervisor—Mr. [ERE
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> Comptroller (b) (6)

FIRM'S TRAINING PROGRAM

President, Mr. Paul F. DeFranco is responsible for the firm’s training program. He stated

employees receive training on hyg)ene and safety Trammg is conducted by Mr}w
gnaultant who wo Spanish-speaking employees.

is & contractor responsible for

OSHA trammg given to employees. Mr. P. DeFranco stated that because the firm has very little to no

turnover and maintains the same employees (with >20 vears experience), safety and hygiene

refresher training is provided approximately every WU training is conducted on-site and

records are maintained at the firm. Exhibit #14 is a photocopy of the training consultants’ business

cards.

MANUFACTURING/DESIGN OPERATIONS
This [3¥EMMkq. ft. facility consists of the following designated areas:

s Receiving Warehouse: Raw materials (i.e., raw produce, nuts, etc.); one ofm
loading docks is used for depositing vacuumed (corn husks) and other raw produce
waste into a parked truck

¢ Corn/Tomato Processing Room: Corn husker & packaging machines

® Bean Processing Room: Bean trimming & packaging machines

A storage area behind plastic strip curtains and adjacent to the bean processing
machines is used to store old/outdated equipment

s Cooler #1: Raw produce

«  Cooler #2: Finished products

* Storage Areas: Retail packaging (i.e., product labels, styrofoam trays,
shipping/cardboard boxes, etc.); locked cabinets for chemical storage

*  Employee Break Room: Area adjacent to corn processing room with no separating
walls; includes storage area for employee aprons, personal items, etc.

The general product flow for raw produce at this firm is as follows:

Receiving — Storage — Processing and/or Packaging/Labeling - Storage/Distribution
Receiving

For each product that comes into the firm, a lot code is assigned and placed on the pallets prior to
storage. All shipments received are checked and recorded on a receiving log sheet. Mr. Jerry S.
DeFranco (Vice President), Mr. Paul F. DeFranco and Mr. Richard (Rich) J. DeFranco (Secretary)
are responsxble for checking shipments when they arrive. On 12/18/08, | observed the firm's
receiving log data sheet which documented the following information: S RGH

Mr. Jerry S. DeFranco stated that standard operating procedures for receiving
raw produce are included in the firm’s HACCP Plan.
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Storage

After a lot code is assigned, raw produce is stored inside the raw produce cooler until ready for
processing and/or packaging.

Processing and/or Packaging/Labeling — Storage/Distribution

On 12/18/08, at approximately 8:20 a.m., the firm began processing DeFranco and Sons brand Super
Sweet Corn (Item on its corn husker machine. The corn husker machine is a fully-
automated, floor-standing machine made of stainless steel. I observed the following:

First, employees remove paliets of comn from the raw produce cooler via a pallet jack and stage them
in front of the corn husker machine in the processing room. Next, an employee opens a wooden crate
or cardboard box of corn-on-the-cob (Exhibit #1) and empties the corn onto the corn husker
Mn&: conveyor belt. As the corn moves along the conveyor belt, employees manually inspect and
orn before it goes onto the [IFE] conveyor. Then, corn is conveyed to the mechanism
which removes the husks and silks of corn-on-the-cob. Finally, corn is conveyed to the cutting
mechanism which cuts both ends of the corn-on-the-cob. After the ends are cut, the com is conveyed
to an area where an employee manually places the cut corn into a cardboard box for storage. Corn is

placed inside the cardboard box until it is filled. Then, the box is pushed into an enclosed, plastic
area on the conveyor belt to await packaging. Employees manuallw

from the box and place them onto a styrofoam tray. Next, employees mspect the corn befg

does not meet the firm’s QC standards, it is discarded into aw

Wused for food waste (Exhibit #7). These food waste bins are picked up
BIE) by [ ©inolly, the styrofoam tray is

conveyed through the packaging/labeling mechanism which wraps the tray of com in a m
stretch film label. The label is stamped via an ink-jet coding system with a use-by date (provided by
the customer). On this day of production, the use-by date for corn (and trimmed green beans) was
“JAN 05 09" (interpreted as January 5. 2009). 12/16 oz. packages of corn are manually placed inside
cardboard/shipping boxes by (Exhibit #2). Finished product is manually placed onto
pallets and moved to the finished product cooler via a pallet jack operated by employees. Finished
product remains inside the finished product cooler until ready for shipment to a distribution center
and/or local market or picked up by the customerM The finished product
requires further cooking by the end-customer, either boiling or microwaving per label instructions.

The general product flow for (seasonal) nuts at this firm is as follows:
(b) (4)

Vice President, Mr. Jerry S. DeFranco, stated that shelled nuts are purchased seasonally between
November and December. The nuts are purchased in bulk inm bags and then re-
distributed and/or repacked under the DeFranco brand name in 1-1b boxes. On 12/18/08, I observed

bags of hazelnuts and mixed nuts in their original packaging (Exhibit #4, Page 1) stored inside
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the corn/tomato processing area and 1-1b boxes of almonds, pecans, and walnuts in the DeFranco
brand shipping/cardboard boxes stored inside the bean processing area.

The firm’s daily/weekly production depends on product and/or customer demand.
MANUFACTURING CODES
Receiving

The firm operates using a pen and paper, manual tag mventory system which mvolves 2 tag t}
attachcd to every product that comes into the firm.Each item is assio {(b) (4)

The firm is able to track each product and its supplier using the assigned lot number
and corresponding yeatr.

On 12/18/08, 1 observed handwritten receiving lot codes on raw produce boxes/pallets inside the
firm (See Exhibit #10, Page 1). | observed the following products and lot codes:

Thrifty brand carrots Blue Lake brand beans Divine Flavor brand tomatoes (Exhibit #5)

12:18-08” 12:18-08” 12-15-08”

The four-digit number is assigned to each product via the firm’s manual tag inventory system and
the three-digit number represents the date products were received, December 18, 2008 and
December 15, 2008, respectively.

Finished Product

On 12/18/08, 1 observed Fresh Trimmed Beans being processed by the firm. A lot code is applied to
the top of each sealed, cello/plastic bag (12 0z.) via an ink jet coding system which read:

“PRODUCT MEXICO”
“SELL BY JAN 05 09"

According to President, Mr. Paul F. DeFranco, this manufacturing lot code is interpreted as the
beans are a product of Mexico and they have an 18-day shelf-life.

CLEANING/SANITATION & PEST CONTROL
Cleaning/Sanitation

There arMmp]oyees on the firm’s “cleaning crew’ responsible for washing and sanitizing ali
equipment, processing rooms, and all {other) areas inside the facility. Mr. Paul F. DeFranco,
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President, stated that cleaning/sanitatio jops occur, , after

and om. employees conduct a deep-cleaning

and sanitizing of equipment and areas inside the firm including the walls, floors, drains, etc. Mr.
Paul F, DeFranco is responsible for checking cleaning and sanitizing procedures. In addition, a
consultant contracted by the firm helps with SSOPs and its HACCP Plan. Large equipment such as
the bean trimming and corn husker machines are cleaned and sanitized after each use. High pressure
hoses are used to spray down the machines, floors and all other equipment (stainless steel fans,
plastic bins, etc.) in processing areas.

Hand washing sinks with supplies were noted throughout the facility. A three-compartment sink is
located next to the corn husker machine. It was not being used at the time of the inspection and Mr,
Jerry S. DeFranco, Vice President, stated that the sink is not used during processing. He stated that
the sink is used only as an additional hand washing sink for firm employees. Employees were
observed wearing blue smocks, hair restraints, beard covers, gloves, and water-proof boots, These
items are designated for food production areas. All smocks are hung in the same location on hooks
next to the corn processing area (in employee break room). Employees are also required to
wash/sanitize their hands prior to entering processing areas.

On 12/18/08, I observed firm employees swei 5 o husks {waste) into the corn husker machine
2 RO oo escing The va m

2) T [ c-iing supplics used to clean bathrooms,

processing areas, etc. These chemicals are stored inside a locked cabinet (in corn processing
area).

kYD) (4) detergent used to clean floors

4) antimicrobial water additive used during bean processing (Exhibit #9)

The firm’s water source is{{s)RE&3!

Pest Control Program

The firm contracts with or its monthly pest control needs. Mr. Paul F, DeFranco,
President, stated that the pest control company services bait stations and sprays the exterior of the
building. After each service (RIGHsubmits a comprehensive service report to the firm. All reports
are given to him and he is responsible for addressing any pest control problems. I reviewed the pest
control file for the last six months and there were no problems noted. I observed bait stations and
electronic insect killers throughout the facility. There was no evidence of pest activity at the firm
during the inspection.
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COMPLAINTS

Paul F. DeFranco, President, stated that the firm has never had any iliness or injury complaints but
does receive occasional complaints about product aesthetics (i.e., product labels facing the wrong
direction on produce). He stated that he is responsible for handling complaints. A complaint file is
maintained at the firm.

RECALL PROCEDURES

The firm does have a written recall procedure in place and Mr. Jerry S. DeFranco, Vice President,
stated that the firm is capable of tracking products shipped. Mr. Paul F. DeFranco, President, is
responsible for recall procedures. According to Mr. P. DeFranco, the firm has never had to conduct a
formal recall of any of its products.

REFUSALS
There were no refysals.

GENERAL DISCUSSION WITH MANAGEMENT

At the end of the inspection, I conducted a close-out meeting with Mr. Paul F. DeFranco, President;
Mr. Jerry 8. DeFranco, Vice President; and Mr. Richard J. DeFranco, Secretary. Also SCSO Vien Le
was present at the close-out meeting, Mr. J. DeFranco and Mr. R. DeFranco were in and out of the
room during the discussion and contributed to the discussion on a limited basis. However, Mr, Paul
F. DeFranco, the most responsible person at the firm and the person who has the ultimate authority
1o spend funds and make corrective actions, was available during the entire close-out meeting
discussion. We verbally discussed the following: )

1) The women’s bathroom door was left open and the trash can inside the women’s bathroom did
not have a lid. Employee bathrooms are located approximately twenty-five feet away from the
corn processing area and there are no walls separating the two areas.

Management Response: Mr. Paul F. DeFranco stated that he will re-train and re-educate the firm’s
two females to keep the door closed at all times and purchase a lid for the trash can inside the
women’s bathroom.

1) Male employees with mustaches and beards were working in processing areas without beard
covers.

Management Response: Mr. Paul F. DeFranco stated that he will re-train and re-educate employees
with beards and mustaches to use beard covers when working in processing areas. In addition, he
will contact Mr. (K& Senior Safety Consultant, to conduct health and safety training.

2) Inthe comn processing area, there was a personal item (what appeared to be a sweatshirt) sitting
directly on finished product packaging material (Exhibit #3).
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Management Response: Mr. Paul F. DeFranco stated that he will re-train and re-educate employees
to store personal items in the proper location. He stated that employees have an area in the break
room where personal items such as jackets, smocks, etc. can be stored on hooks. In addition, he will
contact Mr.wSenior Safety Consultant, to conduct health and safety training.

4) The rolling garage door inside the corn processing area was left open. Manufacturing and the
storage of raw produce and packaging/shipping boxes occur in this area.

Management Response: Mr. Paul F. DeFranco stated that the door is used by employees during
breaks. However, he will re-educate employees to close the door after taking breaks and to keep the
door closed at all (other) times.

5} Inoted that there were no metal detectors or other devices inside the facility to
detect metal or other foreign objects as in-process and finished product was put info, onto and
removed from equipment and prior to employees hand-packing finished product into cardboard/
shipping boxes.

Management Response: Mr. Paul F, DeFranco stated that the firm has never used a metal detector;
however he has talked to a representative about x-ray and meta] detector machine prices and
installment. The firm has not made a commitment to purchase any equipment at this time but will
continue to look into the matter.

6) There was no backflow prevention device on hose(s) used inside the firm, I provided Mr.
DeFranco with an information sheet depicting backflow prevention devices.

Management Response: Mr. Paul F. DeFranco stated that he was not sure what a backflow
prevention device was and that he had talked to a plumber in the past about plumbing issues inside
the firm. He stated that he will call a certified plumber to check for backflow prevention devices and
discuss the information sheet provided with the plumber. He did not provide a time-frame for
completion.

ADDITIONAL INFORMATION

According to Vice President, Mr. Jerry 8. DeFranco, raw produce waste (corn, beans, etc.) is
collected and picked up by (IICHNEN ~ dairy farm located in KB CA. The raw produce
waste is used as animal feed for the farm’s catile.

Currently, the firm uses an independent laboratory, [

CA, to test the firm’s water and food products. Mr. P. DeFranco
voluntarily provided a photocopy of the firm’s laboratory representative’s business card (Exhibit
#15). I reviewed microanalysis tests results provided by the laboratory and all tests have been
negative.
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A Nutrition Labeling and Education Act (NLEA) field exam was conducted for three (3) product
labels. There were no discrepancies noted.

Digital photos taken at the firm have been captured directly onto a compact disc recordable (CD-R).
The CD-R with *.*jpg file photographs was placed into an FDA-525-Sample Package Identification
and officially sealed (Exhibit #19).

SAMPLES COLLECTED
There were no samples collected during this inspection.

VOLUNTARY CORRECTIONS

The previous inspection conducted on 03/13/08 by the California Food and Drug Branch (CFDB)
was classified VAI because of objectionable conditions, Objectionable conditions included: 1) rust
and peeling paint on the wire top cover on the corn husker machine (Exhibit #11); 2) ceiling above
bean processing and packing line had holes and aluminum ceiling material above corn husker
machine was hanging loose and exposing insulation (Exhibit #12); 3) employees were not wearing
beard covers; and 4) the firm failed to verify HACCP monitoring records on a weekly basis. CFDB
received a letter from the firm’s management dated 3/24/08 stating that all objectionable conditions
had been corrected. On 12/18/08, objectionable conditions #1, #2 and #4 were verified as corrected.
However, objectionable condition #4 was not corrected because I observed male employees with
mustaches and beards in the processing areas without beard covers. All items were reported
separately in the Compliance Achievement Reporting System (CARS) database.

EXHIBITS COLLECTED

I. Digital photograph of corn used during production of the DeFranco and Sons brand sweet
corn. This raw produce is used in production and is documentation of intersiate commerce.

2. Digital photograph of hand-packed DeFranco and Sons brand comn in firm’s
cardboard/shipping box.

3. Digital photograph of personal item (what appeared to be a sweatshirt) sitting directly on
finished product packagi aterial stored in the comn processing area.

3 Digital photographs o bags of shelled nuts stored inside the corn processing area.

5. Digital photograph o, boxes of tomatoes stored inside the corn processing area. This
raw produce Iis grown and packed in Mexico, used in production and is documentation of
interstate commerce,

6. Digital photograph of waste truck used to collect comn husks and other raw produce waste
generated during production,

7. Digital photograph of plastic drums (&allon) and bins used to collect Waste‘
Raw produce waste (comn, beans, etc.) is collected and pickedup b a
dairy farm located inWCA, The raw produce waste is used as animal feed for the
farm’s cattle,
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oad #805346 showing delivery ofilcases of [EIRGI)

to DeFranco and Sons. Upon delivery, the raw produce was assigned lot

The beans are a product of Mexico, used during production and are documentation of
inferstate commerce.

9. Digital photograph of (]G] product label. This is an antimicrobial water additive
used during bean processing.

10.  Digital photographs of Julia (label) beans used during bean processing at the firm. A pallet
tag shows the lot number placed on the raw produce in receiving. 10712 oz. cello bags of
finished product are hand-packed into cardboard/shipping boxes.

11, Digital photograph of corn husker machine showing rust and peeling paint on the wire top
cover has been removed.

12, Digital photographs of ceiling above bean processing and packing line showing holes have
been repaired. »

13, Photocopies of P.O. #{SESNand P.O.# B showing 50-1b bags and 1-1b boxes of nuts

sold and shipped to This is documentation of interstate
commerce.

14.  Photocopies of business cards of consultants contracted by the firm to conduct health and
safety training.

15.  Photocopy of the firm’s laboratory representative’s business card from SUSH Inc.

16.  Label for DeFranco and Sons brand Super Sweet Corn.

17.  Label for DeFranco and Sens brand tomatoes.

18.  Label for Fresh Trimmed Beans (private label account with Trader Joes).

19.  FDA-525, CD-R disc containing digital photographs taken during establishment inspection.

ATTACHMENTS
FDA 482, Notices of Inspection, dated 12/18/08 and issued to Mr. Jerry S. DeFranco, Plant
Manager.

i L A b

Tara L Stockton, Investigator
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SUMMARY (NJA)

This comprehensive/allergen inspection of a high risk food manufacturer/repacker was conducted in

accordance with Compliance Program 7303.803, Domestic Food Safety. Also, a BSE Inspection was
conducted in accordance with 7371.009. 127 environmental swabs were collected in accordance with
“Request for Inspections and Environmental Sampling for Salmoneliae at Firms Producing Nuts and
Nut Products” per DFPG #10-03 in accordance with ORA Concurrence #2009092802 and FACTS #

1101846. This inspection covered Good Manufacturing Practices and Allergens.
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The previous inspection was conducted by FDA in 2008 and classified VAI for GMP deficiencies;
however, no FDA 483, Inspectional Observations, was issued. These following deficiencies were
discussed with management: 1) the women's bathroom door was left open and the trash can inside
the women's bathroom did not have a lid; 2) male employees with mustaches and beards were
observed working in processing areas without beard covers; 3) there was a personal item (what
appeared to be a sweatshirt) sitting directly on finished product packaging material; 4) the rolling
garage door inside the cor processing area was left open during production; 5) lack of metal
detector used to detect metal or other foreign objects prior to product packaging/shipment; and 6)
lack of backflow prevention devices on hoses at facility. All deficiencies noted were discussed with
and promised to be voluntarily corrected by management.

The current inspection covered the processing of sweet corn, green beans, tree nuts, and tomatoes.
An FDA 483, Inspectional Observations, was issued for the following: 1) backsplash from a water
pressure gun containing a mixture of sanitizer and water while cleaning the floor and corn husking
machine getting on raw tomatoes before they were packaged; 2) a plastic gas can was observed in
the main production room during the processing of sweet corn; 3) two employees were observed 1o
be wearing hand watches while packaging raw tomatoes; 4) the continuation of having personal
items, bottled drinks and a sweatshirt, in the processing area.

Also, the following deficiencies were discussed with management:

- afree metal razor was observed on the packaging side of the nut packing
machine in the second production room

- condensation was observed dripping from a fan cooler machine on the ceiling to
the floor near the green bean processing line

- visible nut remnants, dust, and tree nut products are left on both nut packing
machines while not in use and cleaned only once a week

A sample was collected under sample # INV 519039 and contained 127 subs, including closed and
open controls. The sample consisted of environmental swabs and will be tested for Salmonella.

The facility is registered. ALERT card and the Reportable Food Registry were discussed and given
during the beginning of the inspection to Mr. Gerald 8. DeFranco, Secretary. A reconciliation exam
was conducted, no discrepancies were noted.

ADMINISTRATIVE DATA (NJA)
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Inspected firm: PARIMAR dba D. DE FRANCO & SONS

Location: 1000 LAWRENCE ST

LOS ANGELES, CA 90021-1620

Phone: 213-627-8575

FAX:

Mailing address: 1000 LAWRENCE ST

LOS ANGELES, CA 90021-1620

Dates of inspection:  10/19/2009, 10/20/2009, 10/23/2009

Days in the facility: 3

Participants: Natalie J. Ayoub, Consumer Safety Officer
Dyana K. Stone, Investigator
Michael D. Kawalek, Microbiologist
Angelina M. Albert, Microbiologist

On 10/19/09, CSO Dyana K. Stone and 1, Natalie J. Ayoub, along with Microbiologists Angelina
Albert and Michael Kawalek, displayed our credentials and issued a FDA 482, Notice of Inspection,
to Gerald 8. DeFranco, Plant Manager/Secretary/Co-Owner. The most responsible person at the
firm, Paul F. DeFranco, President/Co-Owner, and the second most responsible person at the firm,
Richard J. DeFranco, Vice President/Co-Owner, was not present at the time we issued the FDA 482.

Analysts Albert and Kawalek were not present on 10/20/09 and during the close-out on 10/23/09,

The sections of the report that Investigator Dyana K. Stone wrote will be identified by her initials
DKS. The sections of the report that 1, Natalie J. Ayoub, wrote will be identified by my initials NJA.

HISTORY (DKS)

Parimar dba D. DeFranco & Sons is a family-owned business founded in BE3hrhe firm was
incorporated in the state of California in @Mas Parimar, Inc. According to Mr. Gerald S.
DeFranco, the firm does not have any subsidiaries and is not affiliated with any other company.

The firm has been at its current address of 1000 Lawrence Street, Los Angeles, CA 90021 since the
tate [@KS. The firm is a manufacturer of raw, refrigerated produce such as tomatoes, corn, and green
beans. The firm is a seasonal repacker and distributor of in-shell nuts during the months of
September to December,
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There have been no regulatory actions for this firm, According to Mr. Gerald S. DeFranco, the firm
is also inspected by the CFDB and the Los Angeles County Health Department.

There are mfull-time employees at this sq ft facility.

The hours of operation are as followed:
*  Office: 6:00am-2:00pm, Monday-Friday.
*  Production Hours

ALERT cerd and the Reportable Food Registry were discussed and given during the beginning of
the inspection to Mr. Gerald S. DeFranco, Secretary. A reconciliation exam was performed and there
were no discrepancies noted.

All correspondence should be sent to:
Mr. Paul F. DeFranco, President

D, DeFranco & Sons

1000 Lawrence Street

Los Angeles, CA 90021-1620

INTERSTATE COMMERCE (NJA)

gmmerce. The firm ships produce to the states of
‘The firm ships tree nuts to {JXE]

S wholesale. A copy of the firm’s invoice

for tree nuts shipped to can be seen in EXRibit 1. Also, I observed

DeFranco & Sons repacked Brazil Nuts labeled “PRODUCT OF BRAZIL” (Exhibit'2).

The firm’s main customers are (&

Products are advertised (XK G

JURISDICTION (NJA)

The firm processes green beans and sweet corn. Also, the firm repacks tomatoes and shelled tree
nuts; such as, hazelnuts, Brazil nuts, walnuts, and pecans. All nuts are labeled under the label
Sunripe and everything else is labeled under DeFranco & Sons.
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Product list of products processed during the environmental swab collection can be seen in EXBIBIE3.

INDIVIDUAL RESPONSIBILITY AND PERSONS INTERVIEWED (NJA)

On 10/19/09, CSO Dyana K. Stone, Microbiologist Angelina Albert, Microbiologist Michael
Kawalek, and I went to Parimar dba D. DeFranco & Sons. We showed our credentials and I issued
an FDA-482 Notice of Inspection to Gerald S. DeFranco, Plant Manager/Secretary/Co-Owner, the
most responsibie person of the firm at the time this form was issued.

The key firm officials are as followed:

Paul F. DeFranco, President/Co-Owner: As the President of the company Mr. P. DeFranco holds
the ultimate authority and responsibility at the firm. His main role and responsibility is to direct and
overlook the plant. He has the authority to authorize expenditures, hire and fire employees, and
change the business operations. Mr. P. DeFranco has the knowledge, duty, and the power to prevent,
detect and correct objectionable conditions within the plant.

Richard J. DeFrance, Vice President/Co-Owner: He overlooks the facility and carries out any
requests made by the President. He reports solely to Mr. P. DeFranco. He has the authority to
authorize expenditures, hire and fire employees, and change the business operations. Mr. R,
DeFranco has the knowledge, duty, and the power to prevent, detect and correct ohjectionable
conditions within the plant,

Gerald (Jerry) S. DeFranco, Secretary/Plant Manager/Co-Owner: His roles and responsibilities
include managing employees, sales, receiving, quality control, and overseeing production. He reports
to the President and Vice President. He has the authority to authorize expenditures, hire and fire
employees, and change the business operations. Mr. G. DeFranco has the knowledge, duty, and the
power to prevent, detect and correct objectionable conditions within the plant. Mr. G. DeFranco was
the primary source of the information contained in this report, except were noted. He accompanied
me during the inspection.

The firm's management structure is as follows:
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President
Mr. Paul F. DeFranco

Richard (Rich) J. Mr. Gerald S.
DeFranco DeFranco

{ka m;.,mm} {Smmm:mmm}

FIRM'S TRAINING PROGRAM (NJA)

All 3 DeFranco brothers instruct employees on their roles. The 3 Supervisors, Mr. ((XXEINEE Mr.
[OFTMR and Mr. later instruct the emiloiees on employee practices. According to Mr.

Gerald DeFranco. an outside instructor, Senior Safety Consultant, from the

companymcomes once every{e] €3] 10 instruct employees on food safety and

cleanliness.

MANUFACTURING/DESIGN OPERATIONS (NJA)

The equipment and operations remain the same from the previous inspection.

The facility consists of the following designated areas:
e Main Production Room consists of 3 separate areas and contains chemical storage cabinets:

1) Corn/Tomato Processing Area: contains corn husking machine that extends to
packaging machines used for both corn and tomatoes

2) Nut Packaging Area: contains a nut repackaging machine that drops the tree nuts into
a plastic bag formed by the machine then seals the bag

3) Employee Break Area: the area is adjacent to the packaging machine part of the corn
husking machine. The area is not separated by walls.
*  Second Production Room consists of 2 separate areas:

1) Bean Processing Area: contains bean trimming machine, bean wash, and packaging
machine

2) Nut Packaging Area: contains a nut repackaging machine that mixes the tree nuts and
then drops them into a plastic bag formed by the machine then seals the bag
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s Shipping/Receiving/Staging Area is located at the back of the firm and contains the shipping
and receiving docks

*  Cooler #1: Raw Produce before processed
*  Cooler #2: Finished produce ready to be shipped

¢ Pallet Storage Room: located in between the entrance of the main production room and
second production room.

A handmade map of the production areas of the facility can be seen in Eﬁiﬁ_@n4

The general product flow for raw produce at this firm is as follows:
Receiving — Storage - Processing and/or Packaging/Labeling — Storage/Distribution

Receiving: For each product that comes into the firm, a lot code is assigned and placed on the pallets
prior to storage. All shipments received are checked and recorded on a receiving log sheet. Mr.
Gerald DeFranco, Mr. Paul DeFranco, and Mr. Richard DeFranco are responsible for checking
shipments when they arrive. On 10/20/09, I observed the firm's receiving log data sheet which
documented the following information; (K&

Storage: After a lot code is assigned and sticker is placed on pallet, raw produce is stored inside the
raw produce cooler until ready for processing or it goes straight to the processing room and
production may begin.

Processing and/or Packaging/Labeling:
Processing for Sweet Corn

(b) (4)

Processing for Tomatoes

(b) (4)
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StorageJDistributio: Finished product is manually placed onto pallets and moved to the finished
product cooler via a{{§JCI I operated by employees. Finished product remains inside the finished
product cooler until ready for shipment to a distribution center or picked up by the customer,

The turnover rate, from receiving to shipping, for fresh produce is (RG]

The generat product flow for tree nuts, during its seasonal production, is as followed:
Receiving — Sterage — Repackaging — Storage/Distribution

Some tree nut products are not repackaged and are just redistributed.

Receiving and storage is the same process as raw produce, except nuts are stored throughout the
facility such as the staging area, main production room near nut machine, and second production
room along the wall.

Processing for Tree Nuts:

(b) (4)

Storage/Distribution: Finished product is manually placed onto pallets and moved to the staging
area until ready for shipment to a distribution center or picked up by the customer.

The turnover rate, from receiving to shipping, for tree nuts varies fromm

SANITATION/PEST CONTROL (NJA)

Cleaning/Sanitation

Produce machines are cleaned and sanitized [{SIG) Tree nut machines are cleaned
(D) (4) . There are also dedicated employees that clean the area around the corn husking

machine YN sweet com.

The cleaning and sanitation of the corn husker machine was observed as follows:

(0) (4)

8of 17



193

Establishment Inspection Report FEL 3004655865
PARIMAR dba D. DE FRANCO & EI Start: 10/19/2009
SONS

LOS ANGELES, CA 90021-1620 El End: 10/23/2009
Sampling

The firm uses an outside, compan ,_ Inc. te conduct
environmental swabs fon@ﬁn the firm a - 0 her foltINEN
The items that are sampled fol\S)RGd : (e

DTN i received date for the records I reviewed is 03/18/09 and 07/15/09. All samples
were documented to be negative.

Pest Control Program

The firm contracts with for its monthly pest control needs. Mr. G. DeFranco,
Plant Manager/Secretary, stated that the pest control company services bait stations and sprays the
exterior of the building. After each service bmits a comprehensive service report to the
firm. All reports are given to him and he is responsible for addressing any pest control problems.
CSO Stone reviewed pest control records and did not observe any discrepancies.

MANUFACTURING CODES (DKS)

Receiving
The firm operates using a pen and paper, manual tag invemory system which involves 2 tag
_attached to every product that comes into the firm. Each item is assigned a lot number. (b}

The firm is able to track each product and its supplier using the assigned lot number
and corresponding year.

Sunripe mixed nuts  De Franco & Sons brand beans  De Franco & Sons brand tomatoes
Lo/BEN Lo Lot AN
10-15-09” 10-15-09” 10-15-09”
The four-digit number is assigned to each product via the firm’s manual tag inventory system and
the three-digit number represents the date products were received, October 135, 2009.

Finished Product

On 10/20/08, CSQ Ayoub and CSO Stone observed fresh trimmed green beans being processed by
the firm. A lot code is applied to the top of each sealed, cello/plastic bag (12 oz.) via an{{RGY
coding system which read:
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“PRODUCT OF USA”

“SELL BY NOV 07 09”

According to Mr. Gerald S. De Franco, this manufacturing lot code is interpreted as the green beans
are a product of USA and they have an 18-day shelf-life. He also explained that the expiration date
for tree nuts is marked one year from the packing date.

Coding for tomatoes, corn, and tree nuts are as follows:

Coding for tomatoes uses a pack date:
“PRODUCT OF USA”
“PACKED ON OCT 22 09”

Coding for corn uses a sell by date:
“SELL BY 11-10-2009"
“PRODUCT OF USA”

Coding for tree nuts uses a sell by date:
“SELL BY 10-31-2010"
“PRODUCT OF BRAZIL”

COMPLAINTS (DKS)

M. Gerald S. De Franco is in charge of customer complaints. According to Mr. Gerald S. De
Franco, the firm has only one complaint since the year 2000 and no illnesses or injuries. The firm
provides an email address on their product label for complaints and Mr. Gerald S. De Franco
personally monitors any complaints and replies to any complaints via email. Also, complaints are
documented and maintained by the firm.

RECALL PROCEDURES (NJA}

The firm conducted a mock recall on April 20, 2009, The firm is able to locate products based on the
receiving log and shipping records. According to Mr. Paul DeFranco, the firm is capable of
sonducting a recall for products received at the firm then repacked and shipped out. According to
Mr. Jerry DeFranco, the firm has never conducted a recall. I mentioned the Reportable Food
Registry once again in case a recall should ever occur.
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OBJECTIONABLE CONDITIONS AND MANAGEMENT'S RESPONSE (NJA)

The FDA 483 was issued to Gerald S. DeFranco, Plant Manager/Secretary/Co-Owner, who is the
most responsible person. Investigator Dyana K. Stone and I were present during the closing meeting.
I read the introductory paragraph on the FDA-483 form. Iexplained these were my observations and
that upon further review they could be found to be violations to FDA regulations. 1 also explained
regulatory sanctions available to the agency should the firm fail to correct violations to FDA
regulations.

Observations listed on form FDA 483

OBSERVATION 1

Failure to conduct cleaning and sanitizing operations for utensils and equipment in a manner that
protects against contamination of food.

Specifically, on 10/20/09, employees were witnessed washing the floor and corn husker machine with a water pressure
gun that contains a mixture of water and sanitizer. The condensate and backsplash from the water pressure gun being
used on the floor splashed onto the raw tomatoes that were in the process of getting packaged.

Annotation:

Reference: 21 CFR 110.35(a)
Supporting Evidence and Relevance:

The employees were observed to be spraying the ground with the air pressure water guns near the
corn husking section of the machine. The packaging line attached to the corn husking section is
approximately 10 meters away. The area by the packaging line was observed to be misty. The mist
caused condensation to form on the packaging line and was dripping on the tomato product and near
the product. A picture could not be taken because of the mist.

Discussion with Management:

When I pointed out the observation to Mr. G. DeFranco, cleaning was stopped immediately and
continued at the end of the shift after tomatoes were finished being packaged. At the close out
meeting Mr. G. DeFranco informed me that management has decided to enforce cleaning to be
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conducted at the end of the day when no processing or packaging is taking place in order to avoid
cross contamination.

OBSERVATION 2

Storage or use of toxic materials which are not required to maintain clean and sanitary conditions,
are unnecessary for use in laboratory testing procedures, are unnecessary for plant and equipment
maintenance, and are unnecessary for use in plant operations.

Specifically, on 10/19/09, a plastic gas can was observed in the main production room along the wall approximately 2
meters away of a pallet of packaged comn.

Annotation:

Reference: 21 CFR 110.35(b)(1)
Supporting Evidence and Relevance:

The firm has two locked chemical cabinets that the plastic gas can is usually stored in, The gas can
was observed on the floor adjacent to packaged sweet corn {Exhibif5) and about 10 meters away
from where the sweet corn is packaged. The gas in the plastic gas can is utilized for the air pressure
water guns that are used during cleaning and sanitation of the firm.

Discussion with Management:

1 discussed food safety with Mr. G. DeFranco and referred to the ALERT pamphiet T supplied him
with at the beginning of the inspection. Mr. G. DeFranco agreed that the observation is not good
food safety practices and his employees have been educated on food safety. He also said that his
employees are told to store the plastic gas can in the locked chemical cabinet and that he will remind
the employees to continue the practice.
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OBSERVATION 3

Employees failed to remove unsecured jewelry or other objects which might fall into food and
containers.

Specifically, on 10720/09, two employees were observed to be wearing hand watches during the packaging of tomatoes,
One employee was wearing gloves with the hand watch on while handling the raw tomatoes and placing them into
plastic trays. The other employee wearing the hand watch was not wearing gloves while labeling the outside package of
the packaged tomatoes.

Annotation:

Reference: 21 CFR 110.10(b)(4)
Supporting Evidence and Relevance:

Two employees were witnessed wearing hand watches while handling and packaging raw tomatoes.
When the deficiency was pointed out, no corrective action was observed to be taken.

Discussion with Management:

Mr. Gerald DeFranco stated that he has spoken to his employees and reminded them to not wear
jewelry.

OBSERVATION 4
Personal clothing and belongings were stored in an area where food is exposed.

Specifically, on 10/19/09, a bike was stored in the main production room adjacent to the storage area of boxes and bags
of prepackaged Brazil nuts,
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In addition, a sweater and a bottled drink were atop boxes of plastic trays used for tomatoes in the main production room,
Also, two bottled drinks were observed in the nut packaging area in the second production room in a box below the
hopper where raw nuts are poured into.

Annotation:

Reference: 21 CFR 110,10(b)X7)
Supporting Evidence and Relevance:

The observation of a sweater atop finished product packing material in the production room was also
a discussion item for the last inspection that occurred on 12/18/08. Photographs of personal
belongings and a bike in the production room can be seen in ExHifiit 6. The two bottled drinks
observed in the nut packaging area of the second production room were in a box directly under a
hopper where tree nuts are poured in.

Discussion with Management:

Mr. Gerald DeFranco explained that the firm’s trainer, as well ag the owners, constantly reminds the
employees to keep personal belongings out of the production area. Mr. Gerald DeFranco stated that
management will keep an eye out for personal belongings in the production room and continue to
instruct the employees.

REFUSALS (NJA)

There were no refusals.

GENERAL DISCUSSION WITH MANAGEMENT (NJA)

Eﬁﬁm When asking Mr. G. DeFranco and Mr. P, DeF
cleaned, Mr. P. DeFranco informed me that they are cleaned{§]
the conditions of the firm and informed them that possible cross comamination may occur on the

product despite the fact that the product is shelled. Also, the nut machines may attract pests since the
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raw product is left on the machines and cleaned [{g Dunng the close out meeting, Mr. G,
DeFranco informed me and CSO Stone that managemem has made the decision to clean the nut
machines{CIKGH

On 10/19/09, while collecting environmental swabs by the bean processing line, condensation was
observed dripping from fzm cooling equipment box on the ceiling approximately 1 meter away from
the processing line biti). The condensation was dripping on the floor and not on any food
products or food contact surfaces. I pointed out the condensation to Mr. G. DeFranco and informed
him that condensation may cause cross contamination to food products. He informed me that a
mechanic has already been called in prior to my arrival and that the fan cooling box will be fixed. On
10/20/09, no condensation was observed dripping from the fan cooling box and it appeared to be
fixed.

While collecting environmental swabs on 10/19/09, a piece of unstable concrete was observed in the
main production room by the doorway to the bean packing area (EXEIbif 9. When pressure is
applied to the top of the concrete, water emerges from beneath it.

ADDITIONAL INFORMATION (NJA)

According to Mr. Gerald DeFranco, raw produce waste, corn and green beans, is collected via
private carriers set up by Mr. G. DeFranco or a broker. The raw produce waste is used as cattle feed.
A BSE questionnaire was completed.

SAMPLES COLLECTED (NJA)
Environmental swabs were collected for Salmonella sample analysis under sample # INV 519039,

127 environmental swabs were collected, including contrals, in the Main Producuon nd
Second Production Room of the facility. The Collection Report may be viewed in

VOLUNTARY CORRECTIONS (NJA)

On 10/19/09 and 10/20/09, 1 free razor blade was observed on the packaging side of the nut packing
machine in the second production room (Exhibit 10). The packaging area is 2 meters away from
bagged tree nuts and adjacent to the section of the machine that bags the tree nuts, T pointed out the
free razor blade to Mr. G. DeFranco and he removed the razor blade immediately.

EXHIBITS COLLECTED

1. Invoices of mixed nuts shipped to (b) (4)
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2. Brazil nuts labe! reading Made in Brazil
3. Product list of products processed and packed on 10/19/09
4. Hand made map of production area showing environmental swab locations
5. Picture of plastic gas can in main production room
6. Picture of personal belongings in processing area
7. Picture of nut remnants, dust, and tree nut products still on the nut packing machine
8. Picture of condensation puddle from condensation dripping on fan equipment box on ceiling
9. Picture of unstable concrete floor in main production room by the entrance to the bean room

10, Picture of free razor in packaging area of nut machine in second production room

11. White and clear officially sealed envelope containing CD-R of pictures taken during the
inspection

ATTACHMENTS

1. FDA 463a, Affidavit, signed by Gerald S. DeFranco, Plant Manager/Secretary/Co-Owner, on
10/23/09

2. FDA 464, Collection Report, for sample # INV 519039 of environmental swabs collected on
10/19/09

3. FDA 482, Notice of Inspection, issued to Gerald S. DeFranco, Co-Owner, on 10/19/09

4. FDA 483, Inspectional Observations, issued to Gerald S. DeFranco, Plant
Manager/Secretary/Co-Owner, on 10/23/09

5, FDA 484, Sample Receipt, issued to Gerald S. DeFranco, Plant Manager/Secretary/Co-
Qwner, on 10/23/09
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Natalie J. Ayoub, Consumer Safety Officer Dyana K. Stone, Investigator

Dhppcs 7, A

Angeh Albe Mlcrobxologxst Michael D. Kawalek, Microbiologist
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Food and Drug Administration
‘Los Angelas District

Pacific Reglon

15704 Falrchild

tvine, CA 92612

sy
g -{ DEPARTMENT OF HEALTH AND HUMAN SERVICES
,, .

ot

Telephona:  943-808-2500
FAX: £48.608.2912

Date: March 03, 2011

To: Tamala Bogan, SCSO, LOS-DO

From: Celena Ngo, CSO; LOS-DO

-Subject: Request for distributor trace back investigation at D. Defratico & Sons regarding
filberts and mixed nuts sold tom and [BIRCIINN from
10/01/10 to 02/28/11.- .

Firm: Parimar Inc. dba D, Defrance & Sons
1000 Lawrence St.

Los Angeles, CA 90021
FEL 3004655865

This was a trace back investigation of filberts/hazelnuts possibly link to E. coli O1 577
110ZWIEXH-1 iliness cluster in M1, MN, and WI. This investigation was requested by Office of
Emergency Operations (EOE) to obtain documentation/information on the source of the )

filberts/hazelnuts (ot # 28001403 and 28343601) and mixed nuts (lot # 28192004) sold by
Defranco & Sons to ! m 10/01/10 to 02/28/11.

Endorsement

From: Tamala Bogan, SCSO
Los Angeles District Office

This joint operation with CFDB and FDA was conducted in response to an Office of Emergency
Operations (OEQ) request for trace back investigation at Defranco & Sons. Filberts/hazelnuts
and mixed nuts distributed by the firm were linked to E. coli 0157:H7 1102WIEXH-1 illness
cluster in MI, MM, and W1

Based on the epidemiological evidence the firm initiated a recall.

01  LOS-DO Central Files
Ce: Steven Porter, Emergency Response Coordinator
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2) Billof Xadmg, Invoice # 1617 dated 9/14/2010 from| .
covenng the purchase of. Ibs of Giant In-shell Hazelnuts and bs of Jumbe In-
_she elnuts that was delivered to Defranco & Sons on 09/17/10 via

Tnmk Llcense

3) Bill of lading, Invoice # 1643, dated 10/11/2010 from (b) (4)
overing the purchase ofMSOlb) bags of large in-shell hazelnuts with

1bs. that was delivered to Defranco & Sons on 10/18/10 vi

Truck License: {KSMlland Trailer License: [

93285 12 USDA gradmg specxﬁcanons for this shipment was also attached to the bill of

4) Bill of lading, Invoice # 1671, dated 10/27/2010 fmm
covering the purchase OMof large in-sheil hazelnuts that was delivered to
Defranco & Sons on 11/02/10. USDA grading specifications for this shipment was also-

attached to the bill of lading. EXEIBILS
5) Bill ofLadmg, Invoice # 1683, dated 11/02/2010 (o) (4) ]

covering the purchase of = th t was delivered to
Defranco & Sons on 11/24/10 vi Tmck License:
XN nd Trailer License: XHbLE
On 02/28/10, 1 requested a copy of the firm’s receiving invoice (Invoice No. 595178) for1
shipment of hazelnuts received by the firm ﬁowl\h‘. Defranco informed
me that he would call because he could not find this invoice in the firm’s files.

He promised to fax it to me by 03/01/11.

EXRIBT is a copy of the firm’s receiving invoices and bills of lading that covered 1 shipment of
hazelnuts sold to Defranco & Sons ﬁomm- )

1) Invoice # 595178, dated 11/22/2010 from [(XE}) | covering the purchase of
Bl (501b) bags of large in-shell hazelnuts that was picked up by Defranco & Sons on

11/22/2010.

According to Mr, Defranco, the firm assigned a DRI our-digit Iot number for each
product that comes into the firm. The lot number was writien on an orange pallet tag and placed
on the pallet with a receiving date, The ot code and receiving date were also recorded ona
receiving log and receiving invoice upon receiving. However, on numerous occasions, the
written lot # on receiving invoices did not correspond to what was written on the receiving log.
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Mr. Defranco also provided computer printouts of the firm’s shipping data that document all
customers received mixed nuts and filberts from September 1, 2010 through February 25, 2011.

(Exhibit 14

During the walkthrough of the facility, we observed two rodent traps were stored on a pallet of
Crain Ranch California walnuts, lot # 1460 and at least 20 bags of Crain Ra Cram Ranch California
walruts, lot # 1460 had apparent rodent gnawed marks on them (Exhibit Exhibit. 13). We did not observe
any apparent mouse excreta pellets on the bags or in the warchouse, A comprehensive inspection
was conducted by CFDB on 03/03/11 and a Notice of Violation (NOV) was issued to the firm,

Different kinds of nuts were observed stored in the firm’s refrigerated warehouse:

allets of Crain Ranch California Walnut, lot # 1460, receiving date: 12/09/10
allets of Defranco Mixed nuts
pallets of Crain Ranch California Jumbo Walnuts, lot # 1426, recewmg date 11/24/10
allets of Blue Diamond Growers Almonds, lot # 1429, receiving date 11/26/10
pallets of North Valley Nut Almonds, lot # 1365
i pailets of Crain Ranch California Walnat, lot # 1425, receiving date 11/24/10
{bags of Defranco Brazil nuts

According to Mr, Defranco, each pallet had{S3JEI(501b) bags of nuts.

On 03/02/11 environmental samples were aseptically collected from Defrance & Sons by
Invcsngator Zugsmith and Ngo who were assisted by Investigator Grant. We collected 50 swabs

Ib bag) packing room and 10 swabs in the nut storage areas as weil as 10 - 501b bags
fmm allets of mixed nuts. The environmental and product samples were shipped to the
CDPH-FDB Richmond Lab for E.coli analysis.

On 03/02/11, FDB and FDA discussed the epidemiology and traceback results with Mr. Richard
DeFranco and he agreed to recall all hazelnuts and mixed nuts shipped between 11/2/10 and
12/22/10.

On 03/04/11, I returned to Defranco & Sons to obtain Attachment B information. Product labels
for the following recalled products were provided by Mr. Jerry Defranco, Co-Owner and
Salesman:

Sunripe Large Hazelnuts (1 1b)

Sunripe mixed nuts (2 [bs)

Season’s Greetings mixed nuts (4 Ibs)
Sunripe mixed nuts (50 Ibs)

Photos of labels were attached as Exhibit 16
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Parimar Inc. D. Defranco & Sons Page 7of 7

Los Angeles, CA 50021
CFN/FEL 3004655865

Attachment

FDA-482, Notice of Inspection, dated 02/25/11 and issued to Mr. Richard Defranco, Owner and

Secretary (3 pages) .
Bmail dated 02/25/11 providing traceback information.
Attachment B information (3 pages)

Exhibits:

1) Copy of the firm’s receiving transaction details that show the firm’s nut suppliers (4

pages) : i
2) Bill of lading, Invoice # 1582, dated 7/29/2010 from{{SJXG] 4

pages) :
3) Bill of lading, Invoice # 1617, dated 9/14/2010 from ((S)KED) 3
pages) i
4) Bill of lading, Invoice # 1643, dated 10/11/2010 from {{JXG] 4
pages) -

5) Bill of lading, Invoice # 1671, dated 10/27/2010 from{(NKCH (5
pages) .
6) Bill of lading, Invoice # 1683, dated 11/02/2010 frorn{ SN KGN
page) v :
7) Invoice # 595178, dated 11/22/2010 from {{ NG 1 page) -
8) Computer printouts of the firm’s shipping data containing all products sold to
Wanfrom Feb 1, 2010 to Feb 25, 2011. (4 pages)
9)" Shipping invoices and Bills of Lading for all nut products shipped to [EHKGIIg from
10/01710 to 02/28/11. (11 pages)
10) Shipping invoices and Bills of Lading for all nut products shipped to
{E%mm 10/01/10 to 02/28/11. (19 pages)
11) Inveice No. 165800, dated 11/22/2010, P.O No. 280014, Ship date 11/22/2010 from
Defranco & Sons. (1 page)
12) Invoice No. 166170, dated 12/15/2010, P.O No. 283436, Ship date 12/15/2010 from
Defranco & Sons. {1 page)
13) Inveice No. 166019, dated 12/06/2610, P.O No. 281920, Ship date 12/06/2010 from
Defranco & Sons. (1 page) .

14) Computer printauts of the firm’s shipping data that document all customers received
mixed nuts and filberts from September 1, 2010 through February 25, 2011, (8 pages)
15) Photos of two rodent traps stored directly on top of a pallet of walnuts and gnawed marks

on bags of Crain Ranch California walnuts. (3 pages)
16) Photos of labels of recalled products. (4 pages)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

1 DiSTRSCT OFF!CE ADDRESS & PHONE NO.

2 NAME AND TILE OF INDIVIDUAL 3. DATE
ik : : R R
PR NAWE o0 N
e : 2
T a am,
§. NUMBER AND STREET i
SN . . B p.
7. CITY AND STATE & 2iP CODE 8. PHONE MO, &AREA CODE
s - R [ A A iR

Notice of Inspection is hereby given pursuant to Section 704(a)(1) of the Federal Food, Drug, and Cosmeﬁcs Act [21
U.5.C. 374{a)}’ andior Part F or G, Title 11t of the Public Hesith Service Act [42 U.S.C. 262-264)*

As a small business that is subject to FDA regulation, you have the fight to seek assistance form the U.8. Small Business
Administration (SBAJ. This assistance includes a mechanism to address the enforcerent actions of Federal agencies. SBAhas a
i form smalt busi

abaut Federai agency enforcament actions. if you

National Ombudsman’s Office that

For industry information, go to www fda govioelindustry.

wish to comment on tha enforcement actions of FDA, CALL (888) 734-3247. The website adtress is www.sha.govombudsman,

FDA has an Offica of the Ombudsman that can d;rectly assist smaitb i
That office can be reached by calling (301) 788-8530 or by email at ombuds@oc. fda.g gov.

with or di about actions of the FDA,

10. TYPE OR PRINT NAME(S) AND TITLE(S) (FOA Employes(s))

9, SIGNATURE(S) {Food and Deug Administration Empidyes(s))

<z gl

A

* Applicable portions of Section 704 and other Sections of the
Federal Food, Drug, and Casmeuc Act{Z1US.C. 37&) are quoted

below:

Sec. 704(3){1) For purposes of enforcerent of this Act, ofﬁcars

belief that an article of food is adulterated and presents a threat
of serious adverse health consequences or death to humans or
animals, subject to the imitations established in section 414(d). In
the case of any factory, warehouse establishment, or consulting
y in which p ption drugs, P jon drugs

ded for human use, restricted devices, or tobacco products

or emp by the Y, ugon p

appropriate credenhals and a written notice to the owner,
oparator, or agent in charge, are authorized {A) to enler, at
reasonable times, any factory, warchouse, or establishment in
which food, drugs, devices, tobacco producis, or cosmatics are
manufactured, processed, packed, or held, for introduction inlo
interstate commarce or after such introduction, or o enter any
vehicle being used to transport or hold such food, drugs, devices,
1obacco products, of cosmetics in interstate commercs; and (B)
1o Inspact, at reasonabie times and within reasonable limits and
in & reasonable manner, such factory, warehouse, establishment,
or vehicle and ail perfinent equipment, finished and unfinished
materials, containers, and labeling therem in the case of any

are manufactured, processed, packed,: or .held, - inspection
shall extend to all things therein (inchuding records, files,
papers, processes, conlrols, and facilities) bearing on whether
prescription drugs, nonp drugs intended for human
use, restricted devices, or %obacco praducts which are adulteraled
or misbranded within the g of this Act, or which may not
ba manufactured, introd ‘Snto . Of sold,
or offered for sale by reason of any provision of this Act, have
been or are being manufactured, processed, packed, transported,
or held in any such place, or otherwise bearing on violation of
this Act. No i i hotized by the pracedi of
by paragraph (3) shall exlend to financial dala sales data other

person {excluding farms and } who

processes, packs, transports, distributes, holds, or imports foods,
the inspection shafl extend to all records and other information
deseribed in section 414 when the Secretary has a reasonable

than ship dsta, pricing data‘ parscnneb data {other than
data as to qualifications of f and p personnel
performing funclions subject o this Act} and research data

{Continuad on Reverse}

FORM FDA 482 {7/10) PREVIOUS EDITION 1S OBSOLETE

Page1of3 NOTICE OF INSPECTION
&
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of any virus, serum toxin, antitoxin, vaccine, bicod, biood
or il ic product, or other product

aforesaid for sale, barter, or exchange in the District of Columbia,

products such information as may be necessary to identify
and locate, for purposes of section 358, the first purchasers of
such praducts for purposes other than resale, and (2) require
to _preserva such information Any regulation

or ta be sent, carvied, or brought from any State or p into
any other State or possession or infe any foreign coumry. or fram
any foreign country into any State or possession.”

Part F** * ** *Control of Raiation.

Sec. 360 A {a) if the Secretary finds for good cause that the
ds, tests, or prog related lo of ic product radiath
safely in a parti fastory, or ish it in
which electronic products are manufactured or held, may not be
adequate of reliable, officers or employees duly designated by the
Secretary, upon presenting appropriate credentials and a written

blishing it pl to clause (1) of the preceding
sentence shall (A) authonze such deaiers and distributors to

elact, in feu of i g such # io the
manufacturer to held and preserve such mfcrmatlon until advised
by the or Secretary that such is needed

by the manufacturer for purposes of section 359, and (B) provide
that the dealer or distributor shall, upon making such election,
give prompt notice of such election {together with information
identifying the notifier and the product) to the manufacturer and
shall, when advised by the manufacturer or Secretary, of the need
therefore for the purposes of Section 359, immediately furnish the

notice o the owner, aperalor, ot agent in charge, are th il

authorized (1) to enter, at reascnable times any area in such
factoty, warehouse, or establishment in which the manufacturer's
tests {or testing programs) required by section 358(h) are camied
out, and (2} to inspect, at reasonable times and within reasonable
limits and in & reasonable manner, the facilities and procedures

turer with the reguired ir i !fadea!erordnsmbutor
discontinuas the dealing in or di of al
he shall rn the information over io the manufaclurer Any
manufacturer receiving information pursuant {o this subsaction
concarning first purchasers of products for purpbses other than
resale shall reat it as confidential and may use it only if necessary

within such area which are related to el ic progduct radiati
safety, Each such # shall be and compk
with reascnable promptness. in addition to other grounds upon
which good cause may be found for purposes of this subsection,
good cause will be considered 1o exist in any case where the
manufacturer has infroduced into commerce any efectronic product
which doas nol comply with an applicable stendard prescribed
under this subpart and with respect to which no exemption from

for the purpose of nolifying pe? P {o section 358(a})."
Sec. 360 8.(2) It shall be unlawful-

e

@

{3) *for any person to fail or to refuse to establish or
in records required by this subpart or to permit access by

tha nolification requirements has been granted by the ¥
under section 358(a){2) or 359(s)." R

1k ol rpoh

the Secratary or any of his duly authorized representatives to, or
the copyxng of, such records, or to permit endry or Inspection, as

{b} “Every : of p shail
establish and maintain such records (mckxdmg testing records),
maka such reports, and provide such information, as the Secretary
may reasonably require to enable him to determine whether such
manufactuter has acted or is acting in compliance with this subpart
and : t to this subpart and shall,
upon request of an officer or employee duly designated by the

dorp to section 380A."

savewa

Part G - Quarantine and inspection

Sec. 361(3) "The Surgeon General, with the approval of the.
Y. is d to make and enforce such regulations

Secretary, permit such officer or employ tomspect approp
to .

as in his judgment are necessary fo prevent the infroduction,

books, papers, records, and d
whether such manufacturer has acted or is acting in compliance
with standards prascribed pursuant to section 359(a)."

arnavs

(f) "The Secte!any may by regulation {1} require deatars and
di to which there are applicable
standards prescribed under this subpart and the retail prices
of which is not less than $50, te fumish manufacturers of such

trangmission, or spread of communicable diseases from foreign
countries into the States or possessions, or from one State or
possassion inte any other State or possesscon For purposes
of camying out and enforcing such the g
Genaral may provide for such inspecti igath isinfacti

itation, pest ination, destruction of animals or articles
found to be so infected or d as to be of
dangerous infection to human beings, and other measures, as in
his judgment may be necessary.”

FORM FDA 482 (7/10) PREVIOUS EDITION 1S OBSOLETE

Pags 3of3 NOTICE OF INSPECTION
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Page 1 of 2
Ngo, Celena
From: Porter, Steven
Sent: Friday, February 25, 2011 11:43 AM
To: Maxwell, Monica; Bogan, Tamala; Ngo, Celena
Subject: FW:

Attachments: Wi Mi MN Traceback.xisx; [{S)REI M shipments to customers 110110_122310.xlsx

From: Barnes, Amber (CDPH-PS-DFDRS-FDB) [mailto:Amber.Barnes@cdph.ca.gov]

Sant: Friday, February 25, 2011 11:47 AM

To: Zugsmith, Nicole (COPH-DFDRS); Grant, Christina (CDPH-DFDRS})

Ce: Reick, Jane (COPH-FDB); StateRFR-Kennelly, Patrick; Hernandez, Michael (CDPH DFDRS); Weathers, Jeanne-

Marie (CDPH-FDBY); Miller, Mary Kate (CDPH-FDB); Porter, Steven_
Sgabject

Christina and Nicole:

Attached | iagram and an Excel spreadshest some info | have about the lots that wers shipped
form| to the retail stores where people purchased the mixed nuts and hazelnuts.

Bolow is a summary of what 've put togethar from e-malls:

E. coli 0157:H7 1102WIEXH-1 cluster
Likely food vehicle: In-shell Hazelnuls

Common distributor in 5 of the 6 U.S. cases:

Defranco and Sons {New England Tomato Company)
1000 Lawrence St.

l.os Angeles, CA 80021

1-800-992-3992, 213-627-9837 fax

Cases had onsets in fate Dec.
Isolation dates for E. coli: 12/27-1/29:

3 Wi (2 ate mixed nuts): Lot unknown
{(1ate hazelnuts): Lot 28001403 and/or 28343601
1 Mi (1 ate hazelnuts): Lot 28001403
2 MN (2 ate mixed nuts): Lot 28192004
2 Canada: Lot unknown

Visit firm before 1 pm today, 2/25/11
Questtong for Defranco and Sons:

Who is their hazelnut and mixed nut supp aer/gmwer”

How do they {Defranco) handle the nuts from receiving to packaging? [ie. hulling, cleaning,
processing (drying, steam, gas, roasting), kill step?, segregating raw and unraw]

How are the nuts harvested?

Decode the lot numbers.

How to connect the lot numbers to the invoices?

3/16/2011
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Page 20f 2

Documents to collect:
SOP's
SS0P's

Shipping invoices and Bills of Lading for all nut products shi?ped =(b) (4)
Wand om 10/1/10 to 2/28/11
Receiving invoices and Bilis of Lading for product received by Defranco and

Sons and subsequently shipped to{{SJ N3]
etween 10/1/10 and 2/27/11 of the products with common iot numbers

Any Retained samples {entire bag—do not split) from these products/!ots
Filberts: 28001403 & 28343601
28001702, 28250503, 28343601 2815063

Mixed Nuts: 28192004
28192104, 27978702, 28001703, 28150604, 28250505

*»*Common lots are in color and bold*™*

Amber Barvies

Investigator ]

California Department of Public Health
Emergency Response Unit

{918} 324-0891 phone

{516} 440-5455 fax

3/16/2011
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INFORMATION/DOCUMENTS NEEDED BY FDA FOR RECALLS OF FOOD
PRODUCTS

1.

PRODUCT

A. Brand name and container size of each product.

Brand Size Product Sell By Date uPC

Sunripe 1lb Large Hazelnuts 6/30/11 070533000167
Sunripe 1l Mixed nuts 6/30/11 070533000143
Sunripe 21bs | Mixed nuts 6130111 070533001003
None 4ibs | Mixed Nuts 6/30/11 070533101024
Sunripe 501ibs | Mixed Nuis None .
George Packing 50ibs | Hazelnuts ¢ het
Firestone Farms 501bs | Hazelnuts Sggr;r:\ecg ::; gg:;sgkxt;%by
Northwest 50 Ibs Hazelnuts 1172110 to 12/22410.

Hazeinuts

3A.

3B.

B. Two copies of fabel for each product
recalled.

C. Number of units packed per shipping
carton/case. ’ ‘

2ibs mixed nuts: JER(21b) bags! box
4lbs mixed nuts: 41b} bags/box

1lb hazelnuts, far;ﬁxazetnuts, and mixedputs:(ﬂb) bags/ box

D. Digital photo of the principle panel of the retail package.
See Exhibit16
CODE (See Section 1A}

RECALLING FIRM

D. Defranco & Sons
1000 Lawrence St, Los Angeles, CA 30021

MANUFACTURER
D, Defranco & Sons, 1000 Lawrencé St Los Angeles, CA 90021
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08/01/2010 to 02/25/2011 were attached.(EXhIBIt14

8. RECALL STRATEGY

2 stated that she is still working on the recall letter.
Mr. Jerry Defranco stated that the recall notification letter will be sent out
to the firm’s customers within a week via emall or fax. Mr. Jerry Defranco
added that the recall letter would include instructions on what customers
should do with the recalied product. The firm would foliow up with non-
responding customers by phone. Detalls of recall plan will be sent to
Larry Howell, LOS-DO Recall Coordinator, on 03/07/11.

9. FiRM OFFICIAL

Richard Dsefranco, Co-Owner and Secretary
Paul Defranco, Co-owner
Jerry Defranco, Co-owner and salesman

YONNEINEEN Bookeeper
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225118
Accrual Basis

D DE FRANCO & SONS

Transaction Detail By Account
September 1, 2010 through February 25, 2011

218

Type Date Num Name Memo
B-COGS-NUTS
COGS-FILBERTS
Biill 10172010
Bili 16712010
Bilt. 122080
Bl 10/18/2010
Bili 1071872010
Bilt 11272010
Bill 1122010
Bilf 112222010
Bt 1122472010
Bill o
General Joumnal 112001
General Journal 1712018
Totst COGS-FILBERTS
Total B-COGS-NUTS
TOTAL

Parimar, Inc. dba D, Defranco & Sons
1000 Lawrence St.
Los Angeles, CA 50021

FEE: 3004655863

Dates of Investigatio

Fyhibit 2 § Dana

1

ns: 02/25/11- G301 CN
JORPN
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9212511
Accrual Basis

219

D DE FRANCO & SONS

Transaction Detail By Account
September 2, 2018 through February 25, 2011

Type Date Num Neme Memo
B-COGS-NUTS
COGS-PECANS .
Bilt wonoo  RYNES
Bil 107172010
Bl W00
Bilt /62010
Bill 11H22010
8ilf 1171872010
Bill 1171972010
Bt 12212010
it 121472010
General Joumal 1712011
General Joumal  1/1/2011
Total COGS-PECANS
Total B-LCOGS-NUTS
TOTAL

Parimar, Inc. dba D, Defranco & Sons

1000 Lawrence St.

Los Angeles, CA 90021

FEL 3004655865

Da:ei of“ lralvciﬁgati‘)‘ns: 971325! H- 030211 CN
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Q225141
Accrual Basis

220

D DE FRANCO & SONS

Transaction Detail By Account
February 1, 2010 through February 25, 2011

Type Date Nusa Name Memo
B-COGS-NUTS

COGS-ALMONDS

Bill 822018
Bilf 941672010
Bill 12010
Bilt 1012040
Bill 10/172010
Bitt 104472010
Bit 101672010
aill 1071072010
Bifl 0A12010
Bill wnme
Bill 102112010
Bill 1212010
Bill 1152010
Bill 1190010
Bill 11261010
Bill 1262010
General Joumal /12001
General Joumnal 1412011

Totat COGS-ALMONDS

Totat B-COGS-NUTS

TOTAL

Parimar, Inc. dba D, Defranco & Soi
1000 Lawrerice St. "
Los Angeles, CA 90021

FEL 3004655865

Dates of Investigations: .
Frhihit # 1 n.\gflgnsAPﬂ/%s’I‘ 0301t CN
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02725111
Accrual Basis

D DE FRANCO & SONS

Transaction Detail By Account
September 1, 2016 through February 25, 2011

221

Type Date Num Name Menio
B-COGS-NUTS
COGS-JUMBO HARTLEY Wa
Bill nono10 {9k q b 4 ’
Bl 167172010
Bill 10372010
Bift 1200
Bilt 10/12/2010
Bill 1071212010
Bill {0/18/2010
Bilt 1041872010
8ill 1071972010
Bifl 104202010
Bt 10212010
Bitt 1072272010
Bilt 10222010
Bili 112010
Bilt 112018
Bilf 144112010
Biil 11112010
it HASRB10
8ill jyis010
Bilt 12402010
Bl 1247010
Bitt 1290018
Bl /172014
General Journal 1122011
General Journat 17172011

Total COGS-JUMBO BARTLEY WALNUT

Total B-COGS-NUTS

TOTAL

Pariroar, Inc. dba D. Defranco & Sons
1000 Lawrence St.

Los Angeles, CA 90021

FEL 3004655865

Dates of Investigations: 0225/11- DVOMIT N
Fxhibit & 1 Paor & o A
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Invoice
Date lnvc;ice #
29/2016 1582

Bill To Ship To
De Franco & Sons 1000 Lawrence Street
1000 Lawrence Street Los Angeles, CA 90021
Los Angeles, CA 90021 USA

§.0.No.

P.O. Number Terms Rep Ship Via
(b) (4] " 7nen010 PickUp 1386
Quantity ! ttern Code l o Descrigtion / US@Q inspection Amount

£,

Fre
-W Large ge Inshell Hazelputs . Uy 2-0154Y9
S0ikbags large barcelona inshett ./) -
. D } /

Parimar, Inc. dba D, Defranco & Sons
1000 Lawrence St.

Los Angeles, CA 90021

FETL 3004655865

Dates of Investigations: 0M/25/11- 030271 1 ON
E:ihibit #2 Page | of 4

Packing is now Kasher Certified. ]
Total gRx (D) (4)
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3/4

2016-Ju?-30 10:51 A [(YXEC]

(b

. .
Bill of Lading
Date Invaice #
T (o — =
Ship To ) '
1000 Lawrence Street
Los Angales, CA.90021
UsA
P.0. No. Ship Via FoB Project
512010 PickUp (b) (4)
Quentity - ltem Cotle ) - Desgeriptien _tlSDA inspeciion
o Inshel] Hazstnuts 2015413

5015 bags large harcelona inshell

T ruck-Co
Troek Lic
Troler Lic
Deal

CARRIER NAME (Sign end Date) sccepts the property deseeibed above io good ander

Parimar, Inc. dba D. Defranco & Sons

1000 Lawrence St.

Los Angeles, CA 90021

FEL 3004655865

Dates of Investigations: 02/25/11- 03/02/11 CN
Exhibit # o Page 3 of
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2016-Jut-30 10:51 A ((O) D) » 318

Bill of Lading

Date Invoice #

2972010 1582

$Ship To
1008 Lawrence Street
& Los Angeles, CA 50021

A
T D s
S

P.0, No. ship - Via FoB " Praject

SDA inspection
w0151

=
7

TTroct-Co el
Trock- Lic,
Traoler Lic

CARRIER NAME {Sign aud Dai) accepts the propery Sescrived above 1n good arder

Parimar, Inc. dba D. Defranco & Sons

1000 Lawrence St.

Los Angeles, CA 90021

FEL 3004655865 i

Dates of Investigations: 02!%5/1 1- 0340211 CN

S PGtk i Y T &
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Invoice
Date invoice #
9/1472010 1617
[ ‘Bilt To Ship To
De Franco & Sons ~ 1000 Lawrence Street
1000 Lawrence Street Los Angeles, CA 90021
Los Angeles, CA 90021 UsA
P.C. Number Terms Rep Ship Via F.0.B. 5.0. No.
(D) (4) 9/14r2010 PickUp (b) (4) 1ot

item Code Description - Price A Inspection Amount
P

Jumbo/Giant 15431
) (4)

15431

Parimar, Inc. dba B, Defran
1000 Lawrence St. o Sons
Los Angeles, CA 90021
§EI: 3004655865

ates of Investigations: 02/25/11.- 03/0;
Exhibit# 3 Page | of 3 o

s Packing is now Kosher Certified. : . Total UsD (b ) (4 ) J
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Bill of Lading

Date " Invoice #
971412010 Tooe17
Ship To

1000 Lawrence Street

Los Angeles, CA 90021

USA

Ar
P.C. No. Ship Via FOB : Project
971472010 PickUp | (b) (4)

USDA Inspection

JER NAME (Sign and Datz) accepts the *

Parimar, Inc. dba D. Defranco & Sons
1000 Lawrence St.
Los Angeles, CA 90021
: ’ FEL 3004655865 L
ht Dates of Investigations: 02/25/11- 03/02/11 CN
- Exhibit# 3Page 3 of 3
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Invoice
b 4 Date Invoice #
10/112010 1643
Bill To Ship To
De Franco & Sons 1000 Lawrence Street
1000 Lawrence Street Los Angeles, CA 90021
Los Angeles, CA 90021 USA
P.O. Number Terms Rep Ship Via F.OB. $.0. No
{ (b) (4) | oot Truck (b) (4) 1410
Qqanﬁt)i ltem Code L/ Description Amount
Lerge ¢ Inshell Hazelnuts (b) (4)
501b bags on wooden pallets -
(b) (4))

Parimar, Inc. dba D. Defranco & Sons
1000 Lawrence St.
Los Angeles, CA 90021
FEI 3004655865
Daies of Investigations: 02/25/11- 030211 CN
Exhibit# 4 Page | of 4
L I

arge Packing is now Kosher Certified.

Total R (D) (4)
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Bill of Lading

Truck Co:
Truck Lic
Trailer Lic:
Seal:

Date invoice #
10/112010 1643
Ship To

1000 Lawrence Street

Los Angeles, CA 90021

UsA

P.0. No. Ship Via Project
1071142010 Teuck
Quantity ttem Code Deseription USDA Inspection ’
Large Large Inshell Hazelnuts 2-016086

"ARRIER NAME (Sign and Date) accepts the property described above in good order.

Parimar, Inc. dba D. Defranco & Sons
1000 Lawrence St.
- Los Angeles, CA 90021
FEL 3004655865
Dates of Investigations: 02/25/11- 03/02/11 CN
Exhibit# 4 Page o of 4
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232

Bill of Lading

Date Invoice #
101112010 1643
Ship To
1000 Lawrence Street
Los Angeles, CA 90021
USA
PONo. |  Shp via F0B “Project
. 101172010 Tuck (b) (4)
Quam!y—/ item Code Description USDA inspection
Large Large Inshell Hazelnuts Y 7_E 2016086
\ Truck Co: i '
: Truck Lic
st 4B 7 854
/] Stats of Gaiifomia
. Dept. of Food and Agricuture
0CT 1 g zum
s . 0

Parimar, Inc. dba D, Defranco & Sons

1600 Lawrence St.

Los Angeles, CA 90021

FEL: 3004655865

Dates of Investigations: 02/25/11- 03/02/11 CN
Extibit # 4. Page 4 of 4
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Invoice
l Date | _invoice# |
I 107272010 1671
! Bilt To { [ Ship To ) ,
De Franco & Sons 1000 Lawrence Street
1000 Lawrence Street Los Angeles, CA 90021
Los Angeles, CA 90021 USA
P.O.Number | . Terms IRo [ o | va PR | SO
( i (b) {4) f 10/22/2010 ; Ocean Ve: t 1429
Quantity item Code ; Description SDA !n%:ection Amount
Large Large Insheil Hazelnuts
Lo ad b){4)
Parimar, Inc. dba D. Defranco & Sons
1000 Lawrence St.
Los Angeles, CA 90021
FEL 3004655865
Dates of Investigations: 0/25/11- 03/02/1
Exhibit# Y Page t of 5 ten
a pieasure working with you!
Total
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Bill of Lading

Date Invoice # 1
1012722010 1671 ]
Ship To ) }
1000 Lawrence Street
Los Angeles, CA 90021
USA .
l £.0. No, ! Ship Via I FOB ; Praject I

}' 102772010 meygsgﬂ_}-;-@ I . l

USDA Inspection

Quapsf ne:}g}? ] Desgription ) v
h016662

(b) (4) [ Large Inshell H ' /

Tmlcr ch

“statp of Calfomis
m%nmwﬂﬂ

NOV 012010

tJM !., T

31gn and P ’l socepts epro vc ipgood order

perty g
hy(:n

Parimar, Inc. dba D. Defranco & Sons
1000 Lawrence St.
Los Angeles, CA 90021
" FEL: 3004655865
Dates of lnvcsuganons 02/25/!! 03
Exhibit # 5 Page 2 of §° ot e
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PAGE ©1/01

JOE FUMIGATOR-MARK

b) (4

18/27/2818 18:87 5935438872

CERTIFICATE OF FUMIGATION

DATE OF FUMIGATION: 1072572010
This is to cexﬁfi that on this date we have fumigated:

BOOKING NO.: Tmport Permit#P~2007-03940

COMMODITY: Hazelnuts
g0 B
LOCATED Ar: (b) (4) .

TEMPERATURE: 72 Degrees F. EXPOSURE TIME: 24 Hours

Fumigation ﬁcrformcd by ( b ) (4 )
Final Reading: less thag SPPM

FOR OF:

Parimar, Inc. dba D. Defranco & Sons

1000 Lawrence St.

Los Angeles, CA 90021

FEI: 3004655865

?’f‘f of Fnleftigaticrxx_s; OZQSII 1- 030211 CN
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Bill of Lading

Date towoice #
nono | . iess
! Ship To
§ 1000 Lawrence Street
| Los Angeles, CA 90021
i usa
|
i
i
PO No. Ship Via | FOB Project -
i
i uRR0G Truck (b) (4)
Quantly ' , tem Cade | Descripion USDA In
i | Large Inshell Hazelnus /
P
| - 5
i \/—\
:
| —
{ —
<

|

|

UER NAME (S described above in good order,

Parimar, Inc. ¢ba D. Defranco & Sons

1000 Lawrence St.

Los Angeles, CA 90021

FEI: 3004635865

Dates of Investigations: 02/25/11- 03/02/11 CN
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4 : INVOICE
. tnvolce : Original

page tof 1

involce No : 635178

ivolos Date ; 112272010 Date Shipped: m
Order No: 6320100 Carrier :
Order Dete: 1112272010 Freight: o
Cust PO No: (o) (4)
Sold To: DOEOT ShipTo:
D OE FRANCO & SONS D DE FRANCO & SONS
1000 LAWRENCE ST . 1000 LAWRENCE §T
LOS ANGELES, CA 80021 LOS ANGELES, CA 80024
Tem‘. . - . ...,,,‘,.: s e e e e
—T % EXEMPT.
ftern No / Description Ordered __Shipped UOM Unit Price Ext Amount
1 430-010 by (4) o) (&) EA (b) (4)

FILBERTS IN SHELL LARGE 50LB o

Parirar, Inc. dba D. Defranco & Sons
1000 Lawrence St. .
Los Angeles, CA 90021

: " FEI 3004655865
Dates of Investigations: 02/25/11- 030211 CN
‘ Fxhibit 87T Page § of 1

Sublotal: (D) (4)

Gty Shipped:
Tax:

Comments - Freight:
tnvolce Total T

it any of the akiove Rems re iabeled organic, they have been organically grown Total Payments :
ond processed in pocordance with tha USDA Nationel Orgenic Standarcs Amount Ous :



229°M
02725111
Accrual Basis

iﬁ Date Num

Invoics
Invoice
Invoice
Invoice
Invoice
Invoice
Invoice
Invofce
Invoice
Invoice
Invoice
Invoice
invoice
Tavoice
{nveice
Invoice
Invoice
Invoice
Invoice
Invoice
Invoice
Invoice
Invoics
Invoice
Invoice
Invoice:
Invoice
Tnvoice
Iavoice
Invoice
Invoice
Invoice
Invoice
nvoics
Iovoice
Invoice:
Invoice
Invoice
Invoice
Invoice
Invoice
Invoice
Invoice
Invoice
Invoice
Invoice
Invoice
invoice
Inveice
Invoice
Invoice
Invoice
Invoice
Invoice
Invoice
fnvoice
Invoice
Invoice
Invoice
Invoice
Invoice
Invoice
Invoice
invoice
Invoice
Invoice

. 101822010

A1112010

240

D DE FRANCO & SONS
Sales by Crustomer Detail
Febiuary 1,2010 through February 25, 2011

Memo Name

RS (4)
611472010
91712010
107182010
10/18R010
10/1872010
10/1872010
10182010
1071872010
1071812010
10182010
107182010
10182010
1011872010
1071872610

10/1812010
10/182010
10/1872010
10/1872010
10182010
1011872010
101872010
1071872018
1011872010
10/182010
10/18/2010
11372010

132010

11372010

117112010
117112010
1112010

HAW2010
11702010
1112010
Ha200
117112010
1H112010
111222010
111272010
114122010
11/12/2010
117122010
1171872010
11182010
14192010
1111972010
1171972010
111192010
11/192010
1171972010
111972010
1111922010
11/19/2010
1141972010
11222010
1R2010
117222010
11222010
1200
117222010
HRR2/2018
11222010
112212010

&
9
n
3
]
&
a
]
3
)
E
H

Los Angetes, CA 90021

FEL: 3004655865

1000 Lawrence St.

Page 1

Dates of tnvestigations: 02/25/11- 03/02/11 CN

Exhibit# ¥ Page [ of o
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2:29 PM D-DE ERANCO & SONS
02125011 Sales by Customer Detail
Accrual Basls February 1, 2010°through February 25, 2011
Typt Date Num Mewmo

Invoice 11/2222010) b 4

Invoice /22720101

Invoice 12202010

Invoice 11222010

Invoice 1222010

Invoice 11222010

Invoice 1172972010

Invoice 122R2G10

Iavaice 12272010

Invoice iR

Invoice 12272010

Tvoice 12/212010

Invoice 12272010

Invoice 127212010

Invoice 12612010

Invoice 12/672010

Invoice 127612010

Invoice 12/6/2010

Invoice 12612010

Invaice 12/672010

Invoice 121612010

Invoice 120612010

Invoice 12672010

Invoice 12/602010

Invoice 12/672010

Invoice 12/672010

Invoice 12672010

Invoice 12672010

Invoive 12/6/2010

Invoice 12/672010
Invoice 12612010
Invoice 12/672016
Invoice 120972010
Invoice 12972010
Tnvoice 125972010
Invoice 12972000
Invoice 12/92010

Invoice 12812010
Invoice 1211502010
Invoice 1v1inoie
Invoice 3201

Teotal RUSS DAVIS WHOLESALE, INC.

TOTAL

‘Farimar, Inc. dba D. Defran

1000 Lawrence 5t o oo
Los Angeles, CA 50021

FEL 3004655365

Dates of Investigations;
Exhibit # @ pese 9 C225/11- 03102711 CN



2:30 PM
02511
Accrual Basis

Invoice
Invoice

Invoice
Invoice
Invaice
Invoice
Invoice
Involice
Invoice
Invoice
Invoict
Invaice
Invoice
Iavoice
Invoice
Invoioe
invoice
Invoice
Invoice
Invoice
Invoice
Invoice
Inveice
Invoice

1 Detail
h February 25, 2011
Date Num Memo | Name Qty

1072612010
102612010
102672010
102672010
100262010
10267010
10262010
102672010
102772010
102772016
1072702010
107272010
15302010
113/2010
11412010
1B/2010
11732010
10010
172010
115302010
11572010
1132010
142010
1132010
1152010
1171072010
117102010
117102040
11/1072010
117102010
111162010
117102010
11102010
117102010
11/1072010
11/1072010
HAM00
11/172010
111772010
111772010
11192610
11/1772010
111772010
11t

8

a

g

2 3
s g oY
g &°

jeugag
§ 3388
E5EE
sy ¥y
go“:ﬁ'}g@.
Egons
FERREE
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2:30 P D DEFRANCO & SONS

o2nsiit Sales by Customer Detail

Accrual Basis February 1, 2010 through Febriary 25, 2011

Type Date Num Memo
Invoice 1112010
Invoice 1112010
Invoice HAM010
Invoice 111172010
invoice 114242010
Invoice 1172412010
Invoiee 1172472010
Invoics 112472010
fnvoice 112472010
Invoice 1122402010
Tavoice 11/24/2010
. Invoice 112412010
Invoice 112412010
Invoice 1112472018
{nvoice - 112402010
Invaice 12/112010
Invoice - 1ARG10
Invoice 127172010
Invoice 12712010
Invoice 12172010
Invoice 12712010
Tnveice 1212010
Invoice 12172010
[nvoice 125812010
Invoice 12/812010
Invoice < 12812010
Invoiee 12872010
Invoice 12/8/2010
nvoice 12/872010
Invoice 12872010
Invoice 127872010
Invaice 12/872010
Invoite 12/82010
Invoice 12/152010
Invoice 121572010
Inwice 11572010
Invoice 12/1572010
Invoice 12152010
Invoice - 12A15R2010
Invoice 1271572010
Invoice 171512010
Invoice - 127222010
Invoice 127222810
Invoice 12222010
Invoice 121222010
Invoite 127002010
loveice . 122202010
Tots! THE POTATO KING €O

TOTAL

Parimar, Inc. éba D. Defranco & Sons
1000 Lawrence St.
Los Angeles, CA 90021
};EI: 3004655865
ates of Investigations: 02/25/11-
Dtes of I Pnfu fans: 0 "5111 03/0211 CN



) . l
1000 LAWRENCE 8T,
LOS ANGELES, CA 90021-1620
TEL. {213) 627-8575 » FAX (213) 627-9837

244

INVOICE

DATE INVOICE NO

165310

10/20/2010

@adcl.com

E-mall: Defrancom,

SHIP TO

orc) —

Product of P.O.No. TERMS DUEDATE REP SHIP DATE
UsA . 28202 . (b) (4) 107202010 - f 1000010 .
CODE DESCRIPTION . QTY
400-465M - 11L.LB MEDJOOL DATES
400-324 - 24/t LB MIXED NUTS
400-336 24/1LB BRAZILS
-400:338 . 24/1LB FILBERTS
400440 | 24/1LE WALNUTS
400-335 24/ILB ALMONDS
406:331 24/1 LB PECANS
00423 $0 LB IMPERIAL MIXED NUTS
400:334 50 LB BRAZILS :
40p-326 50 LB. FILBERTS -
400111 S0LB JUMBO WALNUT
400-327 50 LB ALMONDS .
400-346 50 LB NATURAL PECANS
“H-461 DISPLAY NUT BINS
ALLETS PALLETS
rour business.
énk youfor! f " TOTAL

Parimar, Inc. dba D, Defranco & Sons
1000 Lawrence St.
Los Angeles, CA 90021

FEI 3004655865
Dates of Investigations: 02/25211- 030211 CN
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INVOICE

DATE INVOICE NO

1000 LAWRENCE ST, _ 165397
LOS ANGELES, CA 90021-1620 10/26/2010
TEL. (213) 627-8575 » FAX (213) 627-9837
E-mail: Defrancomp@ack.com .
[ BLTO
; P.O.No. TERMS DUEDATE | REP | SHIPOATE
2839 (b) (4) 102612010 102672010 -
*; CODE . DESCRERTION CQry N AMOUNT .
" 00327 50LB ALMONDS ' D
00-423 ' 50LB IMPERIAL MIXED NUTS
400-334 S0LB BRAZILS ' |
400-326 50LB FILBERTS
400111 . 50.LB-JUMBO WALNUT -
- 400-336 © 50 LB NATURAL PECANS
400-465M 11 LB MEDJOOL DATES
o 400324 24/t LBMIXED NUTS -
400-336 24/1LB BRAZILS .
400-338 24/1LB FILBERTS
400440 24/1LB WALNUTS
400-335 24/1LB ALMONDS:
. 400-331 24/1 LB PECANS
(’\ *00-461 DISPLAY NUT BINS
ALLETS PALLETS
. N Vi
Thank you for your business. .
- - TOTAL R(b) (4)
The Perishable Agricultural Comumodities Listed on this invoice ate sold subject to the'
Statutory trust authorized by section 5(c) of the perishuble agriculnural commodities act,
1930 (7 U.S.C. 499 £(e)). The selier of these commodities retains a trust claim over these
commodities. All inventories of food of other products derived from these commodities, and
any receivables or proceeds from the sale of these commodities until full paymentis . . :
received. : . C Parimar, inc. dba D. Defranco & Sons
it 1000 Lawrence St.
ALL ACCOUNTS PAYABLE WEEKLY - NO DISCOUNTS - FREIGHT COLLECT Los Angeles, CA 90021
. . FEL 3004555865

HE DRIVER is respousible for all merchandise when igvoice is s:gned o ) R Dates of Investigations: 02/25/11- 03011 CN
] K : Exhibit# 9 Page ;8 of §
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INVOICE

DATE INVOICE NO

1000 LAWRENCE ST, - . 1 6 5

LOS ANGELES, CA 80021-1620 - 10/27/2010 4 D 4
TEL, {(213) 627-8575 » FAX (213) 627-9837
E-mail: Defrancomp@acl.com

b)

* Product of PO.No. |  TERMS DUEDATE .| REP SHIP DATE

UsA . 28362 | 1orIon 102712010
I cope n»xs_c;ubpr,xou ] ey | v | amousr
el 50 LB JUMBO WALNUT ’
400-327 50 LB ALMONDS
400-326 ' 50LB FHLBERTS
400-334' 50 LB BRAZILS
v (D) (B
wink you for your business. (b} (4)
¢ Perishable Agriculrural C dities Listed on this invoice are sold subject to the
itutory trust authorized by section 5(c) of the perishable agricultural commodities act, -
10 (7 US.C. 499 e{c)}.. The seller of these commodities retains & trust claim over these
amodities, All inventories of food of cther products derived from thess commodities, and
 receivables of proceeds from the sale of these commeodities until full payment is .
sived. . Parimar, Inc. dba D, Defranco & S\
. . 1000 Lawrence St. one
L ACCOUNTS PAYABLE WEEKLY - NO DISCOUNTS - FREIGHT COLLECT Los Angeles, CA 90021
: ) e ot iccigned FEL 3004655865
TDRIVER s responsible for all merchandise when invoice is-signed . . Dates of tavestigations: 0/25/11. oy

Exiibit# 4 Paer 4 oF ¢




1000 LAWRENGE ST.
LOS ANGELES, CA 80021-1620

247

TEL. (213) 627-8575 = FAX (213) 627-9837

INVOICE
, DATE | INVOICENO

[ 115010 | 165517

E-mail: Defrancomp @aol.com

’ Product of P.O. No. TERMS DUE DATE l REP _ SHIP DATE
I USA: 28511 (b) (48 11312010 f . - 1132010
CODE .}  SHIPPED DESCRIPTION l L1t AMOUNT

“soo4ssm | HRCY 11 LB MEDIOOL DATES b) (4 b) (4

400324 24/1 LB MIXED NUTS

400-336 24/ILB BRAZILS

406-338 - . 24/ILB FILBERTS

400-331 - 24/1 LB PECANS

00423 501B IMPERIAL MIXED NUTS

400334 50LB BRAZILS

400-326 SOLB FILBERTS

400-111 50 LB JUMBO WALNUT

400-346 50 LB NATURAL PECANS

400327 50 LB ALMONDS

400451 DISPLAY NUT BINS

PALLETS | PALLETS

PIA

Dxm

'The Perishable, Agricultural Commodities Listed on this invoice are sold subject o the

Starutory trust authorized by section 5(c) of the perishable agricultural commaotities act,

1930 (2-U5.C. 499 e(c)). The seller of these commodities retains a trust claim over these
somsmodities, All inventories of food of other products derived from thése commodities, and

wny receivables or proceeds from the sale of these commodities until full payment is

weeived, -

\LL ACCOUNTS PAYABLE WEEKLY - NO DISCOUNTS - FREIGHT COLLECT

HE DRIVER is responsible for all merchandise whea invbice is s

Parimar, Inc. dba D. Defranco & Sons
. 1000 Lawrence St.
Los Angeles, CA 90021

FEIL: 3004655865
Dates of Investigations; 02/25/11- 03/02/11 CN
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INVOICE

DATE | mvoENO

1nonon | 165623

g - A
1000 LAWRENCE ST.
LOS ANGELES, CA 90021-1620
TEL. (213) 627-8575 « FAX (213) 627-9837

E-mall: Defrancomp @aol.com
l BILL TO { SHIPTO
f b) ' 4 5

I Product of £.0. No. TERMS DUE DATE * REP. | SHIPDATE
- : ' . USA . - 28600 (b) (4) 111072010 . 111072010
conE : DESCRIPTION ary’ ur AMOUNT
400-465M 11 LB MEDJOOL DATES ‘ o) (4
400-446° 24/1LB WALNUTS
400-33!. : 24/1 LB PECANS
- 00423 50LB MERJALMIXEDN(HS
-406-334 S0LB BRAZLLS .
400-326 S0LB FILBERTS
400-111 50 LB JUMBO WALNUT
- 400-327 50 LB ALMONDS .
400-346 50 LB NATURAL PECANS -
400-461 DISPLAY NUT BINS . —
PALLETS PALLETS :
Parimar, Inc. dba D. Defranco & Sons
1000 Lawrence St.
Los Angeles, CA 90021
FEL: 30046558635
Dates of Investigations: 02/25/11- 03/02/11 CN
Exhibit# § Page'g of i
ink you for your business. »
you foryo TOTAL (b) (4) I
ish Agri 3 C diti Listed on this invoice are sold subject to the

utory trust numonud by section 5(c) of the perishable agricultural commodities act,
0(7 US.C. 499 £(c)). The seller of these commodities retains 4 trust claim over these

modities, All inventories of food of other products derived from these commodities, and
receivables or proceeds from the saleofthesecommodxmunnl full payment is
ived.

ACCOUM‘S PAYABLE WEEKLY NO DISCOU’N'IS FREIGHI‘ COLLEET

DRIVER is msponsxb!c t‘or a mmbandxse whcn invoice is- agned .
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1000 LAWRENCE ST..
LOS ANGELES, CA 80021-1620
TEL. (213) 637.8575 » FAX (213) 627-9837

INVOICE

DATE INVOICE NO

165734

11/17/2010

E-mail: Dslraneon_\p@aol,com

o) 4

( - Product of P.0. No. TERMS DUE DATE REP SHIP DATE
!' USA 28714 (b) (4) 1111772010 111772010
. CODE - SHIPPED - | PESCRIFTION QIY - AMOUNT
1 400465M ° * 11 LB MEDJOOL DATES
400-324 24/1 LBMIXEDNUTS ~
400440 24/1LB WALNUTS
460-331 24/1 LB PECANS
400-335, 24/1LB ALMONDS
00423 . 50 LB IMPERIAL MIXED NUTS
400334 50 LB BRAZILS
400326 S0LB FILBERTS
400-1H 50 LB JUMBO WALNUT
400327 SOLBALMONDS -
. 400-346° 50 LB NATURAL PECANS
PALLETS ‘PALLETS

TOTAL

f
.
‘The Perishable Agricultural Commodities Listed on this invg # sold subject to the
Stamtory trust authorized by section 5(c) of the perishable agdeditu commodities act,
1930 (7 US.C. 499 e(c)). The selier of these commodities retains a trust claim over these
commodities. All inventories of food of other products derived from these commodities, and
any receivables or procesds from the sale of these commodities until full payment is

teceived.: .
ALL ACCOM PAYABLE WEEKLY - NO DISCOUNTS - FREIGHT COLLECT

THE DRIVER is responsibe for all merchandise when invoice is signed

Pasimar, Inc. dba D. Defranco & Sons
1000 Lawrence St.
Los Angeles, CA 90021

FEL 3004655865
Dates of Investigations: 02/25/11- 030211 €N
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INVOICE

{ DATE INVOICE NO

l 1nazo0] 165861

1000 LAWRENGE ST
LOS ANGELES, CA 50021~ 1620
TEL. (213) 627-8575 » FAX (213) 627-9837
E-mail: Defi @aol.com

4

" Product of - P.ONo. . TERMS DUE DATE [ . REP | SHIPDATE
¥ ) "
: B ) . 28839 0) (4) . 1172472010 , : 112412010
CODE’ { DPESCRIPTION ! QrY ' up. AMOUNT
" do046sM 11 LB MEDIOOL DATES
400-465 24/10 0z CUP PITTED DATES
400:324 - 24/1 LB MIXED NUTS .
00-423° ] S0LB IMPERIAL MIXED NUTS
400-334° 50 LB BRAZILS
400326 | 50LB FILRERTS:
400-111 i 50 LB JUMBO WALNUT
400-327 | 50LB ALMONDS .
400:346 50 LB NATURAL PECANS
400461 . ! DISPLAY NUT BINS
PALLETS | |- PALLETS
. e .
wnk you foj business. )
youlorper / TOTAL Y (4)
i
i -
Perish Agri dities Listed on this invoice are sold subject to the
ory trust rized by section 5(c) of the parishable agriculturs! commodities act,
}(TUS.C. $99 e(c)). The seller of these commodities retains & trust clains ovez these . H
modities. All inveatories of food of other products derived from these ;mmmodmcs. and :
receivbles ar proceeds from the sale of these commoditizs unti} full piyment is
Parimar, Inc. .
ACCO PA}’(ABLE WEEKLY - NO DISCOUNTS - FREIGHT COLLECT 1000 Lasmoern & Befraneo & Sons
. Los Angeles, CA 90021
DRIVER js responsible for alf mm:lm vdxse when invoice is signed ) L FEL 3004655865
' . Dates of Investigations: 02/25/11- 03/02/11 CN

Frhihit # 7 Don,
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INVOICE

! DATE INVOICE NO

1000 LAWRENCE e =

LOS ANGELES, CA 900211620 . rpzete 1165956
TEL. (213) 627-8575 » FAX (213) 627-9837
E-mail: Defrancomp @ acl.com

Product of PO.No. | ~TERMS DUE DATE REP SHIP DATE

[ USA-BRAZIL | 28918, W L np06 o 120102010

- AMOUNT

SHIPPED . DESC‘R»IPTION QrY
24/t LB MIXED NUTS :
5018 IMPER.LAL MIXED NUTS
S01B BRAZILS -

50LB FILBERTS

56 LB JUMBO-WALNUT

50 LB ALMONDS

50 LB NATURAL PECANS

- | PALLETS

TOTAL (b) (4)
Agfigetural Commodities Listed on this invoice are sold subject to the
trust suthorized by seotion 5(c) of the p:nshab!e agricultural commodities act.
1930 (7 U $.C.499 e(c)). 'The seliér of these commoditics reteisis  trust claim. over' these
Al ies of food of other prodi ived from th and
any receivables or proceeds from the sale of these coththodities uati! fill paymeat is
received. oV . nggar, Inc. dba D. Defranco & Sons
1000 Law: 3
ALL ACCOUNTS PAYABLE WEEKLY -NO DISCOUN'I‘S FREIGHT corLecT - Los A nge{:;‘%’ i‘s»oozx
- . FEEL: 3004655865

Dates of Investigations: 02/25/11- 530211 CN
Exhibit# 4 Pace @ af §i



1 WRENCE 132 .
LOSIANGELES, CA 9002]1-1620

252

INVOICE
"INVOICE NO

166060

DATE,

12/8/2010.

TEL] (219) 627-8575 « FAX (213) 6279837
E-mail:|Defra @hol.¢om |
Lo || | | | A
: i i :
; f i ! !
Cd :
“t N .
N |
i i ;
| | I~ !
A el . ,' -
: | Produyctot P.0. No. " TEAMS DUEDATE | - REP - | SHIPDATE
; " uda 129031 12142010 ) 1282010
SRy Dx_;sc’k:.ip'rléon’ Q}KY : , or. AMOUNT
@y 11 LBMEDIOOLIIATES | | | i D)
24/1 LB MIXED NUTS ] ; f
24/1LBFILBERTS |- i b
24/1LB WAL) o |
: 50 LB IMPERIAL XEDIX ;
! 50LBB Sif e
! 1. 50LBFLB rsiL | :
. S0LBJUMBOWAENUT | | | ' i
: SOLBALMONDS ™ T ! Lo
; PALLETS' ) [ !‘ i
fo 8
I . b
H 1 i H
g !
L 3
S ! )
: i i ;
. Vi o i
ij. R
i R N
; HE !
' b) (4

¥
L

|
|
u}\kyk;ufur: tj)ur ess. I

!

: |
IHEy [ !

1A i Corhmodities Listed on this invoice are sold subject to the {
i

{

i

+ Perishable (A griculigral
y Juthorizkd by section 5(c) of the perishable agriculturaliconimbdities act,

utory trust
8 (7US.C.H99 e(cl). The shller of these commodities retsins a trst clifo over these ;
wmodities. All invefitories of food of other products derived from these commodities, and © ¢
rectivablesior proceeds fromh the sale of thess commedities until fell phyment is : ‘
ived. . L . i
: i H ! .. . !
, AGCOUNTS p,x}‘m;\n;uz YIEE_;CLY . NO DISCOUNTS - FREIGHT iouscr )

mspu ie fui all ::ﬁmhsndise'wﬁeqquoica issigned

i i

Parimar, Inc. dba D. Defranco & Sons

1000 Lawrence St.
Los Angeles, CA 90021

FEI 3004655865
Dates of Investigations: 02725/11- 030211 CN
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INVOICE
DATE INVOICE NO ]

1000 LAWRENCE ST. .

LOS ANGELES, CA 90021-1620 12152010{ 1661 63]
TEL. (213).627-8575 » FAX (213) 627-9837 ' ;

E-mail: Defrancomp@aol.com

P.0.No, TERMS . -DUE DATE ’ REP | SHIP DATE ] .
29137 B0} (4) 12/15/2010 ‘ o ‘1150010 ]
DESCRIPTION . ' Q1Y ] P, AMOUNT |

" 11LBMEDIOOL DATES
S0LB DMPERIAL MIXED NUTS
50LB BRAZILS
S0LB FILBERTS
5018 JUMBO WALNUT °
50 LB ALMONDS
 $0LB NATURAL PECANS
PALLETS

rora X

The Perishable Agricultura) Listad on this invoice are soid subject to the

tory i
1930 (7 U.S.C. 499 e(c)). The scﬂcrof these commodities retains a trust claim over these
sommodities. All.inventories of food of other products derived from these commodities, and

0y feceivables or pi from the séle of these commodities unti! full payment is
y proccads 5 v i Parimar, Inc. dba D. Defranco & Sons

eceived.
o B . - » . 1000 Lawrence St.
L AGCOUNTS PAYABLE WEEKLY - NO DISCOUNTS - FREIGHT COLLECT Los Angeles, CA 90021
L Lo R FEIL: 3004655865
HE DRIVER is respopsible for all serchandise whet invbict is sighed . . - Dates of Investigations: 02/25/11- 030211 €N

Exhibit# 4 Pace 1N of 1
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1000 LAWRENCE ST. k )
LOS ANGELES, CA 90021-1620 .

TEL. (213) 627-8575 » FAX (213) 627-9837

INVOICE

DATE INVOICE NO

pmnote| 166265

£-mail: Defrancomp @aol.com’

b) (4

SHIP TO

[BLTO '

} Perishable Agricultural Commodities Listed on this iavaics are sold subjéct t the
tutory trust sutharized by section 5(c) of the perishable agricaltural commodities act,

0 (7 U.S.C. 499 elc)). The seller of these, commodities retaing & trustclai over these
\modities. All inventories of food of other products derived from these commodities, and
receivables of procesds from the sale of these commoditiet uptil full paymient is

ived, . .
 ACCOUNTS PAYABLE WEEKLY - NODISCX

| DRIVER is responsiblé for all rrerch

.7 -} Produstoe - PONe. |~ TERMS 'DUE DATE REP SHIP DATE.
R . UsA- - 29242 (b) (4 e - 120222010
 CoDE’ PESCRIFTION qry uP ' AMOUNT -
00423 50LB IMPERIAL MIXED NUTS b) (4
400334 - 501LB BRAZILS . :
* 400:926 50LB FILBERTS
406111 50LB JUMBO WALNUT
400327 - 561BALMONDS -
PALLETS PALLETS
i — o .

" Parimar, Inc. dba D. Defrance & Sons
1000 Lawrence St.
Los Angeles, CA 90021

- FEL: 3004655865

;- Dates of Investigations: 02/25/11- 03/02/11 CN
i Fxhibit# & Paos 11 of W
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INVOICE
DATE I INVDICENO—I

1000 LAWRENCE ST, . 1 6 52 8 5
LOS ANGELES, CA 90021-1620 10/18/2010

"TEL. (213) 627-8575 = FAX (213) 627-9837 .

E-mail: Defrancomp @aof.com

BILLTO (4

—

I Productof | PO.No .| TERMS DUE DATE I REP SHIP DATE }

] B l usA |- 219 (D) (4), /1772010 I /1872010 f
Iiv CoDE smrmm'! . I?ESCRIPT!ON f QTY U.l". AMOUNT I

400327 50 LB ALMONDS o) (4D 41

00-433 50 LB IMPERIAL MIXED NUTS

400-334 50 LB BRAZILS'

400-111 50 LB TUMBO WALNUT

400-326 50 L3 FILBERTS

PALLETS | | PALLETS

Thank you for your business. .
’ ror: 00
. - L3
The Perishable Agris & dities Listed on this invoic are sold subject to the
Matutory trust anthorized by section S(c) of the-perishable agri f dities act,
930 {7 U.S.C. 499 e(c)). The sclicr of these commodities retains a trust clainyover these

ommodities. All inventoties of food of other products derived from these commodities, and
2y receivables or proceeds from the sale of these commodities until full payment is

ceived.
Patimar, Inc. dba D. Defranco & Sons
LL ACCOUNTS PAYABLE WEEKLY - NO DISCOUNTS - FREIGHT COLLECT 1000 Lawrence St.
] ] . Los Angeles, CA 90021
I8 DRIVER is responsible for ali merchandise when invoice is signed FEI: 3004655865

Da:c_s pf Investigations: 02/25/11- 030211 CN
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INVOICE

r DATE 1 INVOICE NO I

LOS ANGELES, CA 80021-1620 - : f 10/18/2010 I 165286 f
TEL (213) 627-8675 » FAX (213) 627-9837 : :
E-mail: Defrancomp @aol.com )

PoNo. | ~TERMS | DUEDATE | rer ] anPDArzj_
205197 I | 1ot I i 101872010, I ‘
CopE - DESCRIPTIION R 2 J: R | amowr |
400327 SOLBAIMONDS - K
00423 50LB IMPERIAL MDXED NUTS
00338 S01B BRAZILS :
400111 _ 50LBJUMBO WALNUT .
400326 50LB FILBERTS .
PALLETS”

PALLETS .

& you for your busigess. o

you oryou bsi TOTAL (D) (4) }
=rishable Agricuitural Commodities Listed on this invoice are sold subject to the

sry trust authorized by section 5(c) of the perishable agricultural commodities act,

7US5.C. 499 e{c)). The seller of these commodities retains a trust claim over these-

>ditiss. All inventories of food of oflier prodnets derived from these commodities, and )

civables or proceeds from the sale of these commoditics until fufl payment is . .

d’ ’ Lo Parimar, nc. dba D. Defranco & Sons

: : e : . 1000 Lawrence St,
“COUNTS PAYABLE WEERLY - NO DISCOUNTS - FREIGHT COLLECT - Los Angeles, CA 90021
. FEL 3004655865

UVER is resgiansible for all marhandise when invoice is signod Dates of Investigations: 02125/11- 03/0211 ON
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INVOICE

DATE ‘INVOIGE NG

romwans | 165287

1000 LAWRENCE ST. -
LOS ANGELES, CA 90021-1620

TEL. (213) 627-8575 » FAX(213) 627-9837
E-mail: Defrancomp@aol.com

[ P:0. No. [ " TERMS l DUE DATE } REP SHIP DATE ]
_ 275204 I (b) (4) l L2010 [ ' 1071872010, [

-, CODE - DPESCRIFTLON f T ery - ur v .| amount
0027 - 50 LB ALMONDS
00423 S0LB IMPERIAL MIXED
400-334 50LB BRAZILS -
400111 50 LB JUMBO WALNUT
400-326 50LB FILBERTS

PALLETS

PALLETS

CIOEE

Thank you for your business,

romat Oxom

e Perishable Agricultursl Commodities Listed on this invoice are sold subject to the
‘tatutory trust authorized by section 5(c) of the perishsble agricultural commodities act,

930 (1 U.S.C. 499 c{e)): The seller of these commodities retains a rust claim over these
sminaditics. All inventaries of food of other products derived from these commodities, and

::yu f::ivablcs ar procesds from the sale of these {:ommoﬂ,fﬂ“ uitd foll paymentis Parimar, Inc. dba . Dafranco & Sans
. . . R 1000 Lawrence St.
-1 ACCOUNTS PAYABLE WEEKLY - NO DISCOUNTS - FREIGHT COLLECT ..~ Los Aageles, CA 50021
OUNTS L LY - NO DISCOUNTS - FREXC FEL: 3004655865

DRIVER is respoi ible For all merchandi heninveics is signs " . Dates of Investigations: 02/25/11- 03/0%/11 CN
B : avoice issigued . . Exhibit#1 Page % of 14
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INVOICE

f DATE }:Nvoicsuov?

1000 LAWRENCE ST, - ] - i 165089
LOS ANGELES, GA 800211620 10/1812010
TEL. (213) 627-8575 » FAX (213) 627-0837 !

€-mail: Defrancomp @aol.com

(b) (4)

]. Product of I P.O.No. l TERMS l DUEDATE} REP [ smPpATE]

1 w51t - ! WD) (4) ’ " 1/imote I O wonsaoe ]
- copE DRESCRIPTEION I ey | wue mowr!
00423 5018 IMPERIAL MIXED NUTS - )
400-326" 50LB FILBERTS .
400327 ° 5018 ALMONDS
400334  50LBBRAZILS -
400-i11 50 LB JUMBO WALNUT
. PALLETS PALLETS -
R(b) (4)

ot your business. . :
e T

rishable Agricultural Cumxnodxues Listed on tms mvozcc are sold sub)ect o the

ty trust authorized by section 5(c). of the perish. act,
"U.S.C. 499 &(c)). ﬁaseﬂaofmwemmodimm:mtcfmmov«mse .
dities. Anmmwncsoffoodofomapmd;wdmvodﬁom:hos:mmﬁm&and )
tivables or pmceeds fmm the sale of thiese comtrioditis untﬂ full paymeit is Pasimar, Inc. dba D, Defranco & Sons
v ; . 1000 Lawrence St.

. N . . . Los Angeles, CA 90021
COUNTS PAYABLE Wxgm.v-nomscowf.? -mmqmcozmcr . FEIL 3004655865

Lo . T Dates of fnvestigations: 02/25/11- 03/02/11 CN
IVER is responsible for all alerchindise when invoice is sighed. - Exhibit # in Page £ of 14
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INVOICE
['—DATE } INVOICE NG

er: . [ umne [165508

LOS ANGELES, CA 90021-1620 -
TEL. (213) 627-8575 » FAX (213) 627-8837
E-mail: Defrancomp @aol.com

f Productot |~ P.O.No. " TERMS .| DUEDATE ' " REP SHIP DATE l
' ! LUsA REN AN ) /i '12‘}3/2‘010“_-1 R L !
F “covs. - suwee [ DESCRIPEION, J Qv | ue | AMouNT
oY) : SOLB IMPERIAL MIXED NUTS '
00346  50LB NATURAL PECANS

 PALLETS - | . PALLETS

Thank you for your busin ) ,.
youforjour s ToTAL ©) @) J
“hs Peri “,‘ doural C dities Listed on this invoice are sold subject to the
tatutory trust authorized by section S(c) of the perishubls agricultural commodities Bot,
930 (7 US.C. 499 e(c)). The seller of these commodities retains a-trust claim over these -
ammodities. All inveatories of food of other prodacts derived from thiese commodities, and Parimar, Inc. dba D. Defranco & Sons
\y receivables or proceeds from the sale of these commodities until full paymentis 1000 Lawrence St.
ceived. . . : . S * " Los Angeles, CA 90021 .
. . - L it g FEIL 3004655865
L ACEOUNTS AYABLE WEEKLY - NO DISCOUNTS - FREIGHT COLLEET . Dates of Investigations: 02023/11- 0302111 €N

Tuhihit 1A Dars € AF 18
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INVOICE
DATE' [ INVOICENO [

. [ 1111200 165655

=
LOS ANGELES. CA 90021- 1620

TEL. {213) 627-8575 + FAX (213) 627-9837
E-mail; Defrancomp @aol.com

{ _-Proguitot | P.O.No. " TERMS [ ,DUEDATE", REP SngoATE"]
270 o) (4) l 1271172010 I o u/mzmo ?
CODE- DESCRIBTION ! oy ""U.P. ] AMQUM‘
400327 5018 ALMONDS b) (4
400-326 S0LB FILBERTS
00423 " $0LB IMPERIAL MIXEDNUTS
400-346 *501LB NATURAL PECANS
400-111 * S0LB JUMBO WALNUT
PALLETS PALLETS

b)

Parimar, Inc. dba . Defranco & Sons

1000 Lawrence St

Los Angeles, CA 90021

FEL 3004655865

Dates of Investigations: 02/25711- 03/02/11 CN
Exhibit#19 Page 6 of 19

t you for your business. '

ishable Agri 1 Commaodities Listed on this iavaice are sold subject to the
)rymwtwmonudbysecnunS(c)ofmepms}uMemaumﬂcommodm:sact.
7US.C. 480 e(c)). The seller of these commodities retains a truat claim over these
dities. Anmvanmnesoffocx{ofothurpmdnwdmvedﬁumtheseoommodmes.md
eivables orp:meedsﬁam&esﬂeof&esemmmoﬁmxmﬂlﬁd!pnymmus " ; . ;
d . N .
yAA K

JCOUNTS PA)’ABLB WEEKLY - NO DISCOUNTS - FREIGHT COLLECT

~ >
UVER is responsible far all méicbandise when invoice is sigoed o Vi / i
' I . 2N
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INVOICE
DATE ; INVOICENO !

rn/‘uam‘ovf 1 656_5?;}

1000 LAWRENCE S o
LOS ANGELES, CA 80021-1620 .
TEL. (213) 627-8575 + FAX (213) 627-9837
E-maii: Defran @aol.com

| rowe | . rerms | ouepare | ner | supoare |

- ’ 278752 I L Net30 } 121112010 ] 10k I
I oy | amounr.

ur,

‘DESCRIPTION,

50 LB ALMONDS
50LB.FILBERTS
50LB JUMBO WALNUT
PALLETS

i)

» Parimar, Inc. dba D. Defranco & Sons
1000 Lawrence St.
Los Angeles, CA 90021

FEL: 3004655865
Dates of Investigations: 02/25/11- 030211 CN

" Exhibit # 10 Page 71 of 1§

"hank you for your business.

ke Peri A taral C¢ dities Listed on this invoice are sold subject to the
mmuuﬂmdimizadbywﬁqnﬂc)oﬁhcpaisbahkagﬁmlmm!wmmdﬁmm
130 (7 U.8.C. 499 e{c)). The seller of these commodities retains & trust claim over these
mmodities. All inventories of food of other products desived from these commoditics, and

ymocivablésorpmcceds&Dmdzesa!ccftbescpqmmodiﬁcsunﬁlfnnpaymtis 2
L ACCOUNTS PAYABLE WEEKLY - NO DISCOUNTS - FREIGHT COLLECT - 7;/ Sl

E DRIVER is responsiblé for all merchandisc when iavoice is signed ¢ B
v : PR N R YA o
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INVOICE
[ DATE I mvonceno!

f umno | 165674

1000 LAWHENCE ST,

LOS ANGELES, CA 90021-1620

TEL. (213) 627-8575 = FAX (213) 627-9837
E-mall: Defrancomp@aol.com

’ I : :g@p&or I " p.O. No. [ ‘ TERMS 'DUEDATET‘} REP . { SHIP DATE ’
. [ . UsA ’ 278849 - I m 12122010 [ I 1171212010 ]
cODE Isnm'xn ! DESCRIFTION ! gy _u.p.". ’ ' ’

. 50LB ALMONDS

400327

400-326 50 LB FILBERTS
. 00423 50 LB- IMPERIAL MIXED NUTS
400-111 30 LB JUMBO WALNUT
PALLETS

PALLETS

(b) (4)

Parimar, Inc. dba D. Defranco & §
1000 Lawrence St. o
Los Angeles, CA 90021
DH:‘I: 30046558565
ates of Investigations: 02/25711- 0340
Exhibit #10 Page @ of 14 it eN

TOTAL '

'ry trust authorized by seedan 5(c) ol:he A it
IUSC 499 e{c)). 'Ihcseﬂefoﬂbwccommodxhesmmmamtclumomdme

. All inventories of food of other products derived from thess commodities, and
dvsbksoxpmcmdsﬁumﬁ:sdsofthmwmmndmc;unu}{uﬁpaymnm .

‘COUNTS PAYABLE WEBIEY NO DXSCOUNTS PREGHT COU.ECT ) -
IVERm responsible firall machandmc whenp iivoioe is signed o t \ (
: : , L e
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INVOICE
: DATE l INVOICE NO I

1000 LAWRENCE ST. ) e ' : 165769
LOS ANGELES, CA 90021-1620 1111872610
TEL. (213) 627-8575 - FAX (213) 627-9837

E-mail; Defrancomp@aol.com
) l BIOLLTO .

l * Product &1 I P.ONo. | ! TERMS ’ DUE DATE I REP | SHIPDATE }
‘ ! ©USA I 29787 I )} i 18010 [ 3 u/w/zdxoj
smm:m] DPESCRIPTION .}-»Q_’i;Y: 1 y

5013 IMPERIAL MIXED NUTS -

TOTAL

he Perishable Agrioultural Commodities Listed on this invoice are sold subject to the
atutory trust authorized by section §(c) of the perishable agri odities act,

30 (7 U.S.C. 499 e{c)). The seller of thess commodities retains & trust ¢laim over these
aumodities. All inventories of food of other products datived from these commodities, and

y receivables or proceeds from the sale of these commodities untif full payment is . Parimar, Inc, dba D. Defranco & Sons
eived. ) ’ . 1000 Lawrence St,

) . ) . .. Los Angeles, CA 90021
L ACCOUNTS PAYABLE WEEKLY - NO'DISCOUNTS - FREIGHT COLLECT FEL 3004655865

T o e e . Dates of Investigations: 02/25711- 03/02/11 CN
3DRIVER is responsibie for a s e-when {nvoiee is signad, . Exhibit #10 Page § of j§
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INVOICE

DATE { INVOICENO 1

rxwwzomf_ 155765]

T
LOS ANGELES, CA 90021-1620

TEL. (213) 627-8575 ¢ FAX (213) 627-9837
E-mall: De_franoomp@aci.com

j " Productof l “PO.No. I TERMS' DUE DATE l REP. I SHIF DATE ]

111972010 f
- AMOUNT

I»' 279786 ’
DESCRIPTION

121902010 f )

50 LB ALMONDS
S0LB FILBERTS
50 LB IMPER!AL MIXED NUTS

we ol

rishable 5gncu1tuza1 Commodities Listed on this mvmce m sold sub;ec! o the

ty trust suthorized by section 5(c) of the pexishabl act,
'US.C.499 o(e)). Thesel}e:ofd:esccommndtduremnmdumommcse
dities. All mvenmneseffoodcfodwpmdwrxdcivedﬁummmcumodmcs, and

xvables or pmomds fmm the sale of these commoc&uu until full payment |s . . * Parimar, Inc. dba D. Defranco & Sons
1 1000 Lawrence St.

. - - Los Angeles, CA
‘COUNI"S PAYABLE wmnv NO DISCOUNTS - FREIGHT COLLECT - FEL 300g4655865 00t

. Dates
VR isreéponstble for alfcerchandise whi ipvéice s sgied P of Investigaions: Oms" 1-030211 €N



265

INVOICE

DATE. { INVOICE NO ‘

1000 LAWRENCE BT o s »
LOS ANGELES, CA 90021-1620 : f 11/1972010 l 16576 8}
TEL, (213) 627-8575 = FAX (213) 627-9837 :

E-maii: Defrancomp @acl.com
f. BILLTO .

t - Product of P.O:No. }  TERMS “V'DuvébATE‘! - REP | sHIPDATE }
. j - UsA N ’ | I |- 1m0t I . “fsros ]
Ac'o‘llm* ’snn’m) ] C DESCRIRTION, I ay r.. | amooNr’

: -SOLBBRAZILS
. S0LB MERMLMD(EDNU’!‘S
50 LB JUMBO WALNUT

50 LB NATURAL PECANS

TOTAL

Be Perishable Agri it C dities Listed on this invoice are sold subject to the

amﬁxymtauﬂzmudbymonS(c)ofthepensbablummﬂmalwmodswacL
30 (7 U.S.C. 499-e(c)). ‘The seller of these commodities retains a trust claim over these
mmodities. Anmmmuoffwdofomspmwdwvedﬁcmmﬁcmmmcm

Parimar, Inc. dba D, Defranco & Sons

y ra:;!vmm?or proceeds from the sale of these commodities unul fall pnymt is . 1000 Lawrence St.

o : ) Los.Angeles, CA 90021

L AGCOUNTS PAYABLE WEEKLY - NO DISEOUNTS - FREIGHT COLLBCT ~ FEL 3004655865

! P o ecsigadions: 0/25/11- 03402711 €N
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1001 z.;awnencss
LOS ANGELES, CA 90021-1620

TEL. (213) 627-8575 » FAX (213) 627-9837
E-malil: Defrancomp @acl.com

INVOICE
oaTe | wvoice so |

[ 1mnoo] 165739]

PONo . |  TERMS

I DUE DATE" ] REF | sHipoATE

|
woorr | y (o) (4) ! 232010 I ‘ [ 1120 l

CODE DESCRIPTION

17 oy or. | Amobwr

SOLB BRAZIS
501§ FILBERTS _
. 5018 IMPERIAL MIXED NUTS
50LB-JUMBO WALNUT
PALLETS . -

. 400334 -
400326

LTS |

SH!PP:RS LOAD & CO

RESPONSIBILITY OF SHIPPER,
NUMBER COF PALLETS REEEIVED...,

THE FOLLOWING SIGNATURE ACKNOWLEDGES

RECEPT OF PRODUCT ONLY, WORLD VAR

PRODUCE INC. 1S NGT LIAIRE FOR ACCUHACY
OF COUNT OR QUALITE WHICH IS THE

pETY".

you for your business.

b><4> ] |

tishable Agricultura] Commodities Listed on this invoice are sold subject to the
ryrzuxtqmboawd bysecnonS(c)efthcpmshablsamculumlcoﬁ:mdmesact.
AS.C. 499 oc)). The seller of these commeodities reteins-a trust cliim over thesé
dities. inventories of food of other products derived from these commudmes. and
nvabksorpmwedsﬁomtbesﬂeofmmmodmsnnnlﬁxﬂpaymm

mumpAfmwwmy.Nobwmvms-mmcou,scr”

Parimar, Inc. dba D. Defranco & Sons

1000 Lawrence St.

Los Angeles, CA 90021

FEL 3004655865

Dates of tnvestigations: 02/25/11- 03/02/11 CN
Exhibit # {OPage {dof |
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INVOICE

DATE INVOICE NO ,

LOS ANGELES, CA 90021- 1520
TEL..(213) 647-8575_» FAX (213) 627-9837
E-mall: Deirancomp@ao! com

1000 LAWRENCE ST. s i - "umf'JzoIGA 1858231

[ " Productef ’ " PO.No. TERMS f DUE DATE:- } REP ~ | SHIPDATE ]
{ 280238 v j 122272010 f; C ] umane [
» nzscnrtr:,on ary vr | Amount

50LB IMPERIAL MIXED NUTS
30 LB ALMONDS
50LB FILBERTS
PALLETS

| TOTAL o) (4)

i this i mvoxee m sold subject to the
wutory trust suthorized by section 5(c) of the parishable commodities
30T US.C 459 e(e)) neuﬂunfmesewmommmnmdnmomm -
nmodities. All inventories of foodt of ather products derfvid from these commoditits, and . Parimar, Inc. dba D. Defranco & Sons
7 'vnblesvrpzocwds ﬁomthesﬂeof&esecommodx&uunnlﬁﬂlpaymwu 1000 Lawrence St. :
aived; . . Los Angeles, CA 90021
L FEL 3004655865
L ACCOUI{!‘S PAYABLE WEBKLY NO DISCOUNTS FREIOHT COU.EC!' : - . Dates of Investigations: 02/25/11- 03/02/11 CN
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. INVOICE

1 DATE [’wvouceuo]

1ooou\wa NCE 5T, o i 1
LOS ANGELES, cs 0021-1620 : ) ! 11/29/2010’ 16591 71 )

R { .vPi:cd‘ufcro{ | rowe | remws quDATEv!  REP | SHPDATE ]

1,3 UsA . , 281038 } m 122572010 ] : | tnsaon l

~CaDE f §mm , nﬂzs_éx,”rrfo‘n } - AMOUNT

wns | 50LB NATURAL .PECANS

) (4)

BELIVER TO WORLD VARIETY DOCK

v

< you for your business.

[rom @
mkablc Amcu)mnl Commodities Listed on dm mvmc: are sold snbjaa o me
qu(honmd by section 5(c) of the p
’US C. 499 o(c)). ’!'bcseﬂercfd:esecormmodmesmwm o trust clain’ overﬂ:ese
dities. A}} inventories of food of other products derived from these commodities, and
nvahlesr:t pmceeds fron the sale of these cammodmes until full payment is . Parimar, Inc. dba D. Defranco & Sons
i | . 7 1000 Lawrence St.
Los Angeles, CA %0021
COUNTS PAYABLE WEEKLY - NO DISCOUNTS - FREIGH COLLECT ' BT, s0msssten
N . s L e e . Dates of Investigations: 02/25/11- 03/02/11 Ch
m[‘ sl ol er when ivick sighed . Exhibit# {QPage 14 of 14
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LA
LOS ANGELES, CA 90021 -1621 O
TEL. {213) 627-8575 = FAX (213) 627-9837

INVOICE
DATE INVOICE NO [

izmgo‘m 165969

E-mail: Defrancomp @aol.com

50LB ALMONDS
50LB BRAZILS
50 LB JUMBO WALNUT

MIXED NUTS
T LBMIXEDN'UTS (GAR\’NEU)
PALLETS .

D) (4

P.0. No. reams DUEDATE REP | SHIPDATE. J
281506 . 1172011 o . |
" pksc RIFTION ar | .o | :AMODNT

TOTAL

x|

ittutory trust sithorized by section 5(c) of the pq:isblble ag'xcnlmul commodities act,

930 (7US.C. 499 e(c)). mullﬂofthmcommod:nesmmnmdmovumese
ommodities. Al inveatatizs of food of othes products dérived from theseloammoditics, and
nymcxvablesorpmnbédsﬁummemeofmcummodmesunn!ﬁxnpﬁymcnm

ceived. H
LLA(;CO ; PA%ABLBWEEKLY NO DISCOUNTS P‘REIGHI‘COHE(H'

S INBTVATS Lutiaernhbihla fivr aff rnerhandisn whai invnice is qened

|
Parimar, Inc. dba D. Defranco & Sons
1000 Lawrence St.
Los Angeles, CA 90021
FEL 3004655865
?a?i of Investigations: 62/25/11- 0302/11 CN
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INVOICE
[ Towre | mvorceno |

WRENCE ST, |- [,)76/20’10‘1650:20’

1000 LAWR
LOS ANGELES, GA 9002{-1620
TEL. (213) 6278575 + FAX (213) 627- 9837

E-m .Dem comp@aol@m

- blv'lyfvP,rodu'ctol' | PON. ! i TgAMS | DUEDATE I Rep
J‘ U#A L] mem ’ - K | s ’ ] e I
:1 SHIPPED, } : ‘n'xsc'x:'p'r‘_ﬁx,on A ue | Amowwr
BB | soisauvionps : ‘
; 50LB IMPERIAL MIXED NUTS
50LB BRAZILS !
SOLBIUMBOWALNUT

50 LB FILBERTS

Parimar, Inc. dba D. Defranco & Sons

; 1000 Lawrence St,
i o Los Angeles, CA 90021
FEL 3004655865

e : Dates of Investi auons O?J /1
Exhihit & 18 p.f. 73 ﬁ 10302111 CN
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INVOICE
DATE l INVOICE NO ]

rlz/&(zolo I 1'66021!

960211620
FAX (213) 627-9837
ol.com

i

| ro o | [ iren OUEJDATE | mep | swpoate [
’ camser 7 b | wspot” } ] en” l
) —— :

DESGRIPTION' ey - ue ~ -AMOUNT

50 LB ALMONDS
50LB BRAZILS »
. 50LB FILBERTS

5018, IMPERIAL MIXED NUTS
50 LB JUMBO WALNUT
PALLETS

Parimar, Inc. dba D. Defranco & S(;ns

1000 Lawrence St.

Los Angeles, CA 90021

FEL 3004655865

Daies of Investigations: 02/25/11- 0302/11 CN
Exhibit # 10 Page 1 of 14
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INVOICE
BATE [ INVOICE NO f

[ s2mnoio [166085]

1000
LOS AN
TEL. (213) 627-8575 » FAX (213) 627-3837
E-mail: Defrancomp @aol.com )

f - Produstof . ] PO.No. |- “TEAMS | DUEDATE' } " REP SHIP DATE I
; Cousa I a0 | KGN 1 iseons j S 1asnee [
" PESCRIPTION I QY - ‘ AMOUNT.

‘cbpx’lii [ smzzn i .

doo-327 50LB ALMONDS
©4003H * 50 LB BRAZILS
400336 - . 5018 FILBERTS
400-111 50 LB JUMBO WALNUT
- 00-423 - 50LB IMPERIAL MIXED NUTS
PALLETS  PALLETS ~
(b) (4)
% you for your busizess. ( b) ( 4 ) I
ishable Agricultural C dities Listed on this invoice are sold subject to the
ary trust authorized by section 5(c) of the perishable sgricultural commodities act,
TU.5.C.499 e(c)). The seller of these commodities retains a qust claim over these
dities. Al inventories of foqd.of other products derived from thése commodiies,ind Parimar, Inc. dba D. Defranco & Sos
sedvables or proceeds from the sale of thess commodities untif full payment is ’ ’ 1000 Lawrence St.
d. : o : . Los Angeles, CA 90021
FEL 3004655865
Dates of Investigations: 02/25/11- 03/02/11 CN

CCOUNTS PAYABLE WEEELY - NO DISCOUNTS “FREGHT COLLECT * :
Coe I . Fixhibit # 10Page 16 of 14
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INVOICE

DATE INVOICE NO

1000 LAWRENCE ST. ‘ — »
LOS ANGELES, CA 90021-1620 ; 166712
TEL, (213) 627-8575 * FAX (213) 627-9837 Lasaul o

E-maif: Defrancom @aol.com

SHIP TO

(b) (4)

]

r Produe of P.O.No. _TeRMS | DUEDATE REP SHIP DATE
’ . USA- © 2612 _W_ yspon L -1 a;meir
: nzscxn"rxon e ' AMOUNT

S0LB MEWWEDMHS

_ DELIVERTO: (b) (4)

Thatk you for your business. .
T m__ ER

mmmmwmm&mwMonmmvmxmmdnmmm

Statutory trust suthorized by section 5(c) of the p bl
1930 (7 U.S.C. 499 ¢(0)). ’I‘heseﬂeroftheseoommdmuxeuinumdmovumeu

commodities. All inventories of food of other products derived from these commodities, and

anyrecewabhsm'pmoeedsfmmdxsalcofmcmmodtmmulmﬂ payment is

roceived. . Parimar, Inc. dba D. Defranco & Sons
1000 Lawrence St.

ALL ACCOUNTS PAYABLE WEEKLY NO DISOOUNTS FREIGHT COLUBCT Los Angeles, CA 20021
FEI: 3004655865

K8 DRIVER is respansible far alt merchandise when iavoice s signed Dates of Investigations: 02/25/11- 030211 CN
i Exhibit # [DPage 1 of 1 &1
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'INVOICE
DATE ! cnvovc;nﬂ

[ 11/22/20on 1 658001

LAWR
LOS ANGELES, CA 90021- 1620
TEL. (213) 827-8575 « FAX (213) 627-9837
E-mali; Defrancomp @aol.com

D[ rowctot | PoNe | Temws | oueoare | rep | swposte |

l o ousA 80014 I 1202010, [ T ’

copkt f ' DESCRIPTION [ 1 cwue | dmowwr
400327 | | 15015 AL MONDS o

s034 | . . S0LB BRAZILS
400326 - 50LB FILBERTS
00423 -
400-111

; _IPPERS BA5 & COUNT 7‘; '
HEFOLLOWING S| NATURE ACKNOWLEDGES
E ONLY. WORLDVARIETY

T LIABLE FOR ACCURAQY -
UALITY, WHICH IS THE

» you for your business. | . ! -
. TOTAL

mhab!eAgnctﬂmrai Commuodities Listed on this i mvome are sold snb;ect {0 the
rym:swumonmd by section 5(c) of the perishable agr act,
T'U.S.C. 499 2(0)).. 'I’besdl:mftbcseoommodmasmminu trust clsim over these
dities. All inventories of food of other products derived frotn these commodities, and Parimar, fn. dba D, Defranco & Sons
sivablesior pmceeds fmm the sale of these commodities until full payment is . . 1000 Lawrence St.
L - . ... LosAngeles, CA 50021

' ART R ; 4 ’ FEL: 3004655865
COUNTS PAYABLE WEBkLY -NO n;soounrs - FREIORT COLLECT Daes of Investigations: G/25/11- 030211 CN

Exhibit#{ ] Page f of |



275

INVOICE

AN | owe | wvoceno |
1000 LAWRENCE 8T. -
LOS ANGELES, CA 90021-1620 1 12/15/2016 Ll 6 6 1 7 0 [

(b) (4) |

TEL. (213) 627-8575 * FAX (213) 627-0837
£-mall: Defrancomp@aol .

| Prdeier .| PO [ Terus | puoae | Rep - | spoaTE j

] ©ush. ' 283436 - l ot 1 ] asnore I

DESCRIPTION I oty AMOUNT -

50LB. FILBERTS
*. PALLETS .

N

he Perishable Agth ! ies Listed on this invoice are sold subject o the
atutory trust anthnrized by section 5(c} of the perishable agricuitural commoditics act,
307 U.S.C. 499 e{c)). The seller of these commodities retains g trust claim over these
memodities. All inventories of food of other prodiicts derived from these commodities, and
# receivables ar proceeds from the.sale of these commodities nél full payment is

eived. . . . ) . Parimar, Inc. dba D, Defranco & Sons
o . Lo . ' 1000 Lawrence St.
L ACCOUNTS PAYABLE WEBKLY - NODISCOUNTS - FREIGHT COLLECT Los Angeles, CA 90021

et T BT TS . FEI: 3004655865
3IDBIVER s resp for alf & dise whea favoice is sigued L . Dates of Investigations: 02/25(11- 03402111 CN
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NCE
LOS ANGEL S, CA 90021-1620
TEL. (213) 637-8575 » FAX (213) 627-9837

INVOICE

DATE I !NVOICENO]

[ semome | 166013)

@aol.com

i

-P.O: ‘No. :

REP | SHPDATE |

DUEDATE 1|

1262010 l

281920

wshots

DPESCRIPTION.

50 LB ALMONDS
50LBBRAZILS ;

50 LB JUMBO WALNUI'
PALLETS

ol ﬁ

i

Pl o

|
k'you for ypur b l

jabablé Kgsi o P son .
:%Utmsl, uthorizeg by, (c)oflb ishable aghisulmral odities act,

S.C. 99e(c7. aseﬂzxofﬂz wmommwm;mmelamovum

qdmas R "Bthes products Jesived from: t)m»commud.mes. and
:e.xvab]es pxweeds m!eof zhesuwmmodmsunnl full pxymenns
d‘ v

1

i
UNTS PAYABLB WEK@Y NO DECOUNT‘S FREIGBT COLLECI‘

Parimar, Inc. dba D. Defranco & Sons
1000 Lawrence St.
Los Angeles, CA 90021

FEI 3004655865
Dates of Investigations: 02/25/11- 03/02/11 CN
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Dates of Investigations: 02/25/11- 0340211 CN
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Parimar, Inc, dba D. Defranco & Sons

1000 Lawrence St.
Los Angeles, CA 90021

FEIL 3004655865
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Please note that the California Department of Public Health was the lead agency for the
March 3, 2011 inspection. Although the inspection report has not been completed at this
time, CDPH was able to provide a Notice of Violation and Embargo Notice from the
attached March 3, 2011 inspection:
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State:of Cafiforis.Hoath #o Hamnan. Sarvicas Aganty

EVIDENCE/SAMPLE RECEIPT
Food and Drug Branch
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ltemns: listed below were collected as-official samples/evidence on this date as authorized by California Heatth and
‘Safety Code, Division 104, Section 110150, or Section 108370()

QUANTITY UNIT SIZE LABEL OR DESCRIPTION 1S, NUMBER
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Dwpariminct of Hoalth Services
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Food and Drug Branch
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NOTICE OF VIOLATION
Food and Drug Branch
Direct re: 1t 10
ﬁ&m Nakagawe. Chnshna. Grana: e
\Arum )m ¢ A0 }“Lm\ Peach @oggzz
g e mxx(oé Gns 2\
ity

\&,_1 O ELL\)\AFV}((' T Log naelee innﬂJ

nichardd e Tanc o QU

The conditions-or practices noted below were cbserved on subject premises this date. These are-alleged to be viclations of
ang of more provisions of Califomia law pertaining to the manufacture, proceseing, holding, sale, labeling, or.adverising of a
food, drug, medical device, cosmietic, or hazardous substance. The Depatiment may seek administrative; civil, or criminal
action for each of the violations. Th!amrthasbeen i o alért the ént of the i igator's findings. Itis

the responsibility of the firm to assure compuancewim ail applmme tawsand rsgulﬁhons
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Btabs of Celiformia-Heatth and Human Services Agency Department of Fublic Health
NOTICE OF VIOLATION
Food and Drug Branch
Direct regponses to:
e P "TRTRO0 PR
Jeanne-Marie Weathers ) i 818-548-3078
AT (TS St} Gty ) ZP coce
500 N. Central Ave. Suite 300 Glendale - 91203

Fa ssme D
Parimar Inc. dba New England Tomato Co. dba DeFranco & Sons March 3, 2011

Ao (rombw, 19660 2 P
1000 Lawrence Street Los Angeles 80021
Facson ierviewnd By > CENmnCD y Fowion
Mr. Jerry S. DeFranco « Cau\ 02 B Vice-President + Pic s 3 & Sec fedatvy

The: conditions or practices noted below were observed on subject premises this date, These are alleged 1o be
violations of one or more provisions: of the California Heslth and Safety Code, Division 104, pertaining to the
manufacture, processing, holding, sale, labeling, or advertising of a food, drug, device, cosmetic, or hazardous
substance. Criminalconvicﬁonmmmmwﬁeshepenaﬁyoﬁnpﬁsonmmmupxoomywm county jait
and/or & maximu fine of $1,000 per vivlation. A second or subsequent conviction carries the penalty imprisonment
for up to three ysars andior a maximum fine of $10,000 per violation. Additionally, the Department may seek
administrative or civil action, with maximum civit penalties of up to $1,000 per violation. This report has besn
prepared {o alert the of the investigator's findings and act as a permanentrecord of conditions noteg.

1. The food processing facility, used to package in shell nuts; failed to be maintained in a clean, healthfol, or sanitary condition,
as follows:
@) 50 Ib. bags.of nuts, specifically walnuts, wers observed in the cold room (adjacent to green bean provessing line)
with evidence of expasure to vermin filth. The bags exhibited gnaw marks (>10 gnawed holes observed) which
ugh the outer pack cposing the nuts, The bags also exhibited urine stains as ined by black
light examination,
by Rodent traps (x2) were observed stored directly.on top of a pallet of walnus,

2. Machineiy used in the food processing establi failed to be maintained in a clean, sanitary condition, as needed to
protect food in contact with machinery from dust, dint, foreign objects, or injurious contamination, in that:
) In-shell mut re-packing machines (hoppers, conveyors, tumbler} were observed with-an accumulation of dirt, dust,

and old nut residue (loft from from the last prod run.on Dy ber 5, 2010) on the machinery surfaves and
flected in i cracks and crevi

b) Nut re-packing machines were observed with heavily rusted metal parts; corroded metal grates, cracked ladders
with loose pieces of rubber; chipping patnt inside nut hoppers and on y 3 d duct tape. hed 10
metal siding on a conveyor belt.

) Pallets of nuts in the cold room were exposed to overspray from floor cleaning operations, as evidenced by dirty

water marks observed on the FDB Embargo tape.

fiicate admission of a violation but only receipt of the Notice of Vielation;
o w—— i e

Nicove ’Z\/é\?«(k é PRl

EHE2 A(TI06) Page 1 of 2
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Haulth Agaecy Departmant of Public Hewth

NOTICE OF VIOLATION - Continued

3. The firm failed to protect processed foods (trimmed green beans, husked cut comn) from potential contamination, s follows:
ay Anemployee was observed handling com at the ‘cleat line* with unsecured jewelry (wrist watch) exposed.
b) An employee on the packaging line was observed directly contacting corn and packaging material with the
steeves from their street clothing. -

4. The food processing facility where fresh, cut and packaged produce was handied failed to be maintained in'a clean condition
or good repair, as follows: .
a) Peeling paiat and/or brown colored debris were observed on cooler walls behind boxes of com; and on the wall
behind the *corn cleat’ line.
b) The com husking conveyor belt was observed with numberous cracks and
€} Old nut residue was observed on the floor adjacent to repacking equis near the com b

€4 62 8 {5055 Page 2 of 2
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STATE FOOD SAFETY INSPECTION PROGRAMS AND CONTRACTS

FDA contracts with various states to conduct food safety inspections. In fact,
most of the food safety inspections currently being reported by FDA are being conducted
by states. The National Integrated Food Safety System currently being promoted by FDA
seems to expand its reliance on states to conduct food safety inspections. FDA has had
difficulty in the past providing oversight over the state contracts. The notorious
salmonella outbreak involving the Peanut Corporation of America in 2008-2009 exposed
failures in both Georgia and Texas state inspection programs to prevent adulterated
products from getting into commerce.

Ms. DeLauro: How is FDA planning to improve its oversight of the state
inspection programs?

Response: FDA agrees that the credibility of an integrated national food safety
system depends upon regular program oversight and accountability at all levels. To meet
this objective FDA continues to work to improve its oversight of the state inspection
programs. In support of enhancing implementation of the Manufactured Food Regulatory
Program Standards, or MFRPS, FDA has established two teams who will interact with
the states and work to improve FDA oversight of the state inspection programs. The
Development and Integration Branch of the Office of Regulatory Affairs, also known as
ORA, will work directly with state programs to provide outreach and technical assistance
on MFRPS implementation, develop and share implementation aids and training tools,
and will assist the states with MFRPS self-assessment and improvement plans. This team
will identify gaps, challenges, and barriers to MFRPS implementation and will work to
facilitate successful adoption and implementation of the standards among the states. In
addition, ORA is staffing a Review and Evaluation Cadre, a team of auditors who will
provide assessments and verification of state compliance with the program standards.
During their audits this team will review: manufacturing inspections accomplished by the
states; the states’ regulatory foundations, education and training files for field
investigators, inspection reports, the states' self review and evaluation reports, and
compliance and enforcement actions and aspects of state preparedness and response.

Ms. Delauro: How much staff is going to be devoted to provide that oversight?

Response: Currently, FDA devotes 13 FTE to provide oversight and auditing
capabilities of state inspection programs.

Ms. DeLauro: How much funding is going to be required to provide adequate
oversight?

Response: Several factors preclude us from identifying a specific value at this
time. FDA is making advances with the states on implementing the Manufactured Food
Regulatory Program Standards. The universe of FDA functions and activities under this
program is not truly known at this time, and the schedule for state adoption of the
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programs is unknown as well. For these reasons, we cannot estimate the cost to provide
adequate oversight.

Ms. DeLauro: What will FDA do should a state program not meet FDA
inspection standards?

Response: If a state program does not meet FDA inspection standards, FDA will
work with the state to assess their existing program and assist the state to implement a
program that will meet FDA standards. In doing so, FDA may provide training,
developmental opportunities, and local and national support. During this time, FDA
would also assess the ability of that state program to meet obligations for inspectional
activity. If necessary, FDA may shift resources to address any potential inspectional
shortcomings once FDA's risk model has been applied. Additionally, under rare
circumstances where performance is unacceptable, FDA can withhold payment for
contracted work until corrective actions are taken and corrected work is submitted.

Ms. DeLauro: Will federal FDA inspectors be assigned to fill the void should a
contract be withdrawn

Response: Our objective is to create a strong and credible food safety oversight
system that ensures comprehensive and coordinated inspectional coverage of the food
supply. Such a program requires developing and implementing uniform, national
standards for regulatory and public health programs and implementation of uniform
training and certification programs. Oversight of such a program requires maintaining
integrity through regular program oversight and accountability at all levels. Under such a
system if a state contract is withdrawn due to not meeting program standards, then FDA
would re-prioritize the overall work needed in that particular state to assure FDA focused
our resources on the highest risk work.

Ms. DeLauro: Most states are experiencing severe budget crises. Many have
been forced to furlough or lay off inspection and public health personnel. How will
FDA’s reliance on state inspection programs be impacted by the budget problems being
faced by the states?

Response: The budget problems being faced by the states has the potential to
impact FDA's level of assurance that regulated industry is operating in compliance with
our regulations. Continued state budget cuts could potentially trigger further reductions
in state workforces, resulting in fewer state FTE to support both FDA contracted and
state food safety inspection work. This could severely impact an integrated food safety
system. We are currently seeing during outbreak situations that some states are unable to
respond immediately because staff are on furlough. Currently, approximately one third
of a state manufactured food program's total inspection work is counted towards FDA
inspection mandates. If these scenarios were to become a reality, we could see
diminished food manufacturing facility inspections which could impact FDA's level of
assurance that products are manufactured in accordance with our requirements and do not
pose a threat to the public health.
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Ms. Delauro: Will FDA funding of state contracts distort state inspection
programs so that food safety inspections normally done by states (e.g., restaurants, health
care facilities) will not be done in order to fulfill FDA contractual requirements because
that is where the money is?

Response: FDA funding of state contracts should not distort state inspection
programs. FDA state contract monies serve to supplement not replace existing state
funding to ensure that certain inspections relevant to compliance with FDA regulation
and law and conducted by state agencies are adequately funded. This funding is not
intended to replace state funding to cover inspections mandated by state or local law.

REAGAN-UDALL FOUNDATION

Recently, the board of the Reagan-Udall Foundation (RUF) sent a letter to the Hill
requesting that Congress support the federal funding of the Foundation, and to lift the ban
that I put in place to block the transfer of funds from the FDA to the Reagan-Udall
Foundation.

The letter noted that to the Foundation’s integrity, the Board established, as part
of its by-laws, “Provisions to Protect Against Conflicts and Undue Influence.”

Ms. DeLauro: One of the provisions of the by-laws states that industry
representation on the Board is limited to four of the 14 members. But most of the
members of the Board have consulting relationships with industry or are major
stockholders, is that correct?

Response: It is not FDA’s understanding that most of the Board members have
consulting relationships with industry or are major stockholders.

Moreover, as a protective measure against actual or perceived conflict of interest,
the bylaws of the Reagan-Udall Foundation, also known as RUF, define interest more
expansively than just consulting and stock holding. They by-laws prohibit Board
members from participating in any aspect of any matter in which he or she has an
interest. The interests of certain family members, such as spouses and minor children,
and business partners are attributable to the board member in enforcing this recusal
policy. Board members must update their disclosures annually. Once RUF is able to
support a website, it has committed in its bylaws to posting Board disclosure information,
as well as information about all recusals.

Detailed questions on RUF Board members’ financial interests and RUF’s
disclosure and recusal policies may be obtained from RUF.

Ms. DeLauro: Another provision of the by-laws indicate that the Foundation may
not accept donations that reflect unfavorably on the integrity of the Foundation. But the
Foundation received a major grant of more than $100,000 from the PhRMA Foundation,
correct?
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Response: As FDA understands it, the PhARMA Foundation has provided RUF
with an unrestricted grant of $150,000 for 2010 and 2011. The PhRMA Foundation is a
not-for-profit organization with a 45-year history of providing grants for training and
research. The amount that you identify is a small part of RUF’s total funding. RUF has
also been awarded small, unrestricted grants from 15 other not-for-profits totaling
approximately $100,000. The RUF has also received a $1 million, 3-year grant from the
Bill & Melinda Gates Foundation.

Full, detailed information on RUF finances and gift acceptance decisions are
available from the Foundation.

Ms. DeLauro: Last year, FDA and the National Institutes of Health unveiled an
initiative designed to accelerate the process from scientific breakthrough to the
availability of new, innovative medical therapies for patients.

Is this not similar to the goals of the Reagan-Udall Foundation? What would the
R-U Foundation do that would be different from the joint FDA-NIH initiative? Would
FDA funds be better spent on the FDA-NIH initiative?

Response: The FDA-NIH Initiative is significantly different from the work of the
RUF.

As stated in its charter, the FDA-NIH Initiative will work on joint research
planning between the two agencies. The goal of the Initiative is to leverage the strengths
of each agency toward the common goal of ensuring that regulatory considerations are an
integral component of biomedical research planning, and that the latest science is
integrated into the regulatory review process. The Initiative is not a vehicle for scientific
partnerships such as those that the RUF would develop.

The mission of the RUF covers all FDA-regulated products, not just medical
products for human use. For example, one area the FDA has asked RUF to consider is
addressing food safety science.

In 2010, the FDA-NIH Initiative also served as a joint mechanism for allocating
roughly $6M in federal grants. In contrast, the RUF is not a mechanism for dispersing
federal grant funds. RUF is intended to develop consortia of diverse stakeholders and
leverage private funds to address scientific priorities.

Finally, RUF can develop types of programs, such as a visiting scholars program
or a fellowship program that are not related to the NIH-FDA Initiative. Further, there are
important scientific issues of interest only to FDA and not NIH, such as food safety
science and scientific hurdles in manufacturing quality.

Ms. Delauro: The Brookings Institution’s FDA work is led by the same person
as the chair of the RUF Board. Can you give any specific examples of projects that the
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RUF could do that would contribute to the public health mission of FDA that are
different from what Brookings or other think tanks could do?

Response: Brookings’ mission and activities are to stimulate policy debates and
make public policy recommendations. In contrast, the RUF is prohibited from providing
policy advice to FDA. The RUF’s mission and activities are to identify, fund, and
support scientific projects and programs that will help equip FDA staff with the highest
caliber science. In contrast, organizations like the Brookings Institution, do not engage in
operational scientific work.

Ms. Delauro: Does the RUF staff have any particular FDA expertise that sets
them apart from existing Foundations or nonprofits?

Response: From FDA’s perspective, we are pleased that the Board demonstrates
unique FDA expertise and understanding of FDA-specific scientific issues, ranging from
a former Commissioner to patient advocates who focus on consumer-related FDA
matters.

Similarly, the executive director has decades of experience across an array of
FDA matters, including food manufacturing standards, while she was an employee of
Proctor & Gamble and a consultant in the food industry. The executive director is also
well versed in drug development matters through her involvement with patient advocacy
groups and service on an FDA Advisory Committee. Her work with the FDA Office of
Special Health Issues and the National Cancer Institute to bring together oncology patient
advocates, industry, FDA and NCI o create appropriate Compassionate Use and
Expanded Access patient programs demonstrates her ability able to bring together diverse
groups of stakeholders to work together on common goals that support FDA and
regulatory science.

Full, detailed information about RUF employees and Board members is available
through RUF. Once RUF has the funds to support a website, it has committed to posting
the resumes of all Board members and employees.
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QUESTIONS SUBMITTED BY REPRESENTATIVE BISHOP
FOOD INSPECTION CAPACITY

Mr. Bishop: What is your view of the State role in food inspection, particularly
given an expectation of continued budget reductions and where the Federal inspection
foot print is largely dependent on the State partners? How can we more effectively
support the state inspection process, especially in the area of training assistance to States?

Response: The domestic food supply chain is overseen by a mix of Federal, State,
territorial, tribal and local regulatory and public health agencies. To successfully ensure
the safety of the food supply, we need an integrated national food safety system that
leverages resources and strengthens collaboration with all these regulatory and public
health partners.

An integrated national food safety system requires building the capacity of state,
territory, tribal, and local agency programs so they can meet national program standards
to ensure uniformity in inspectional coverage and collection and analyses of samples. An
integrated national food safety system also needs to develop training and certification
programs to ensure uniform and consistent approaches to food safety throughout the
system and a highly skilled workforce. We believe the best approach is through funding
of state and local regulatory and public health partners linked to defined performance
standards.

Mr. Bishop: As you know, the over the years, Department and the State of
Georgia work cooperatively on food inspection activity. Given the fiscally restrained
environment we’re facing today, there actually may be ways to broaden and expand the
cooperative relationship between State inspection activities and Federal. 1know the
Commissioner of Agriculture for the State has expressed an interest in building on our
current relationship with the Federal government. Any thoughts on where we might be
able to build on existing synergies and/or create new ones?

Response: One approach that has been successful is the Food Protection Rapid
Response Team and Program Infrastructure Improvement Prototype Project. This is a 3-
year cooperative agreement that awards $500,000 a year to each selected recipient to
build state program infrastructure and rapid response capabilities for all-hazards food and
feed emergencies and implementation of the Manufactured Foods Regulatory Program
Standards. Through a competitive process, programs in the following nine states were
selected: California, Florida, Massachusetts, Michigan, Minnesota, North Carolina,
Texas, Virginia, and Washington. This project engages each of these partners to develop
innovative programs and tools, both within each individual program and jointly, among
the nine pilot teams.

The continuation of funding for nine rapid response teams in addition to
expansion of the funding to include additional states will serve as a significant step
toward creating a fully integrated national food safety system that includes enhancements
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to state and local food inspection and food borne illness response programs. The
synergies realized with this funding would strengthen collaboration among states and
FDA.

PROPOSED FUNDING REDUCTIONS

Funding for the Food Safety Modernization Act has been an area of particular
controversy. The FDA has said that implementing the legislation would cost about $1.4bn
over five years, but the GOP budget proposal for the remainder of fiscal 2011 includes
significant spending cuts to food regulatory agencies, including the FDA, the Centers for
Disease Control and Prevention (CDC), and the Agriculture Department’s Food Safety
Inspection Service (FSIS). FDA’s budget is reduced by $130 million.

Mr. Bishop: If we’re faced with having to reduce or curtail mandatory
inspections at the Federal level as a result of these reductions, what, if any options do you
have at your disposal to maintain the national food inspection apparatus at an effective
operating level?

Response: FDA provides funding of $13,151,600 in FY 2010 to state and local
regulatory agencies to support inspection activities in the food and feed programs.
Unfortunately, if the FDA budget is reduced, FDA may also have to reduce or eliminate
funding to our State and local partners. This would come at a time when States and
localities are also struggling to balance budgets and have already reduced state and local
inspection programs. Therefore, we believe that it would be difficult for States and
localities to compensate for these losses and maintain effective operating levels to
oversee the food safety system. The result will be greater risk of foodborne iliness for
American consumers.

FOLLOW-UP PROPOSED FUNDING REDUCTIONS

Mr. Bishop: Does it make sense to expand the use of State food inspection
services in the short term, should severe reductions in our food safety programs survive?

Response: Protection of the U.S. food supply is a shared responsibility between
federal, state, and local public health and regulatory authorities. The increased use of
state and local inspections to augment FDA’s ability to inspect the food industry is
something that we are considering, but will be influenced by our available resources.
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IMPORTED FOOD INSPECTIONS

As a result of the Food Safety Modernization bill, exporters to the US as well as
domestic importers should will face much closer scrutiny of their food safety controls,
including requirements that imported foods be inspected and subjected to the same
standards in place for U.S. foods.

Mr. Bishop: Can you give us a sense of where the FDA is in terms of
implementing the new requirements for the inspection of imported food?

Response: To implement this legislation with the FDA FY 2012 budget and to
achieve the many statutory requirements, FDA has established priorities, one of which is
a high priority on implementing the import provisions of the law. FDA has established
an executive leadership group and established six implementation teams, one of which is
the Imports Team. The Imports Team is charged with implementation of the key statutory
and operational deliverables and has formed additional workgroups and task groups to
implement these key provisions. The group is on track to meet the statutory time frames.

We will also place high priority on engaging stakeholders, including members of
the import and export community. As a first step, FDA hosted a public meeting on
March 29, 2011, entitled, “FDA Food Safety Modernization Act: A New Paradigm for
Importers.” This meeting provided an opportunity to discuss implementation of the
import safety provisions of FSMA. FDA is seeking input to inform the development of
regulations and guidance on importer verification, the Voluntary Qualified Importer
Program, import certifications for food, and third-party accreditation by providing
multiple opportunities for individuals to express their views through presentations,
participating in breakout sessions on the provisions discussed at the meeting, and
submitting written comments to the designated docket(s) within 30 days after this
meeting.

FDA is also hosting a public hearing on March 30-31, 2011, entitled, "Ensuring
the Safety of Imported Foods and Animal Feed: Comparability of Food Safety Systems
and Import Practices of Foreign Countries." This Hearing will provide stakeholders the
opportunity to discuss FDA’s use of international comparability assessments as a
mechanism to enhance the safety of imported foods and animal feed and lessons learned
through equivalence determinations

FOLLOW-UP IMPORTED FOOD INSPECTIONS
The FDA now has the authority to block foods from facilities or countries that

refuse FDA inspections. Additionally, it is expected that the FDA will increase its
inspection of foreign facilities that produce foods imported into the US.
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Mr. Bishop: Has the FDA begun to have conversations with the governments of
major exporting county’s [to the U.S.] regarding our new requirements and what has been
their response thus far?

Response: Yes. On February 15, Deputy Commissioner for Foods Michael R.
Taylor met with key staff of the European Union to discuss our new requirements. The
Deputy Commissioner later met with the Agricultural Attaches for the European Union
stationed in Washington, D.C. On February 23, FDA sponsored a foreign embassy
briefing in Washington. A panel of executive leaders provided information to staff from
53 embassies and responded to questions. In addition, FDA’s foreign offices in China,
India, Costa Rica, Mexico, and Chile have all provided preliminary outreach on the new
requirements. On March 29, FDA will provide an Information Session on FSMA for
member delegations to the World Trade Organization and will hold a public meeting on
the import provisions of Food Safety Modernization Act, also know as the FSMA, to
listen to stakeholder input.

In addition to outreach about FSMA, FDA policy is to communicate with the
embassies and competent authorities in the foreign countries in which we plan to conduct
inspections. Explanation of new authorities under FSMA will be presented and shared
as part of the fiscal year 2012 foreign inspection planning cycle which will begin with the
next few months.,

Governments have been very interested in learning more about our new law since
Canada, Australia, and New Zealand are modernizing their food laws as well. Our major
trading partners appear to understand the impetus for the new law. However, some
countries are concerned about the seeming incongruity between FDA increasing foreign
inspections while at the same time relying more heavily on third-party auditing and
import certification to help ensure the safety of imports. Also, we have received a number
of very specific, detailed questions about implementation which are being funneled to the
FSMA implementation teams.

We have received a report that China intends to raise FSMA as a trade barrier at
the next session of the WTO committee that deals with food safety. We have not yet
received the text of their concerns.

FISH MERCURY

Some concern has been expressed that the 2004 FDA advice about eating seafood
did not strike the right balance of promoting the benefits of seafood while limiting intake
of certain higher-mercury species. Since the FDA advice first came out in 2004, it has
been widely misinterpreted as a warning for all Americans and pregnant women in
particular, to simply avoid seafood based on concerns over mercury. However, it would
appear that more recent scientific evidence suggests that the potential harm to pregnant
women is not as prevalent as once thought. This was also reflected the latest USDA/HHS
- 2010 Dietary Guidelines for Americans (DGAs).
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Mr. Bishop: Should FDA change or modify its 2004 advice regarding seafood?

Response: FDA is aware of concerns that the 2004 FDA and EPA advisory on
fish consumption has become outdated since it does not take into account new science
that has become available since 2004. The 2004 advisory was designed to protect the
developing fetus and young children from neurotoxic effects from methylmercury. FDA
recognizes that advice on seafood consumption by pregnant women should also enable a
developing fetus and young child to obtain the maximum neurodevelopmental benefits
that fish can provide. FDA has been engaged in a quantitative risk and benefit
assessment for commercial fish that takes into account the research germane to both risks
and benefits, including research published since 2004 that was reflected in the 2010
Dietary Guidelines for Americans.

The FDA risk and benefit assessment was published in draft in January 2009. It
has been under further development since that time to take into account comments from
the public, other government agencies, and scientific peer reviewers, as well as to
incorporate additional risk and benefit modeling as recommended by many who
commented. After the assessment is completed, FDA will evaluate the 2004 FDA and
EPA advisory, review new research, and determine if updates or modifications to the
advice may be appropriate based on the best science available. In so doing, FDA will
continue to consult with scientific agencies and the public through a transparent process
in which all views can be thoroughly aired and considered. FDA expects to complete its
assessment in the coming year.

TOMATOES

Dr. Hamburg, the tomato farmers in South Georgia and northern Florida are still
reeling from the FDAs tomato salmonella recall debacle from a couple years ago. As
you’ll recall, in Georgia alone, tomato growers loss over $14 million from tomatoes
grown, and in some cases harvested, but could not be sold since consumers ‘quit buying
tomatoes’ on the recommendation of FDA and the CDC. It is conservatively estimated
growers nationwide lost over $125 million from this false indictment from our own
federal government. More importantly, many of the tomato producers in my district have
yet to recover,

The Food Safety Modernization Act, which was signed into law last December,
authorizes payments to producers harmed by “future” government decisions which
ultimately prove to be incorrect or ill-founded. 1 would certainly be interested in working
with you to find a way to provide some assistance to our tomato producers, given the
precedent set under this legislation.

Mr. Bishop: Is this a question or task for FDA?
Response: FDA intends to cooperate with the development of the report by the

Comptroller General under Section 206 of the Food Safety Modernization Act. This
report will consider, among other things, models for farmer restitution in other nations.
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FDA also intends to cooperate with the U.S. Department of Agriculture should it, in tum,
conduct a study of the feasibility of implementing a farmer indemnification program to
provide restitution to agricultural producers for losses sustained as a result of a
mandatory recall of an agricultural commodity by a Federal or State regulatory agency
that is subsequently determined to be in error.

FOLLOW -UP TOMATOES

Under the new Food Safety legislation, the FDA is required to establish, as
appropriate, “a product tracing system to receive information that improves the capacity
to effectively and rapidly track and trace food that is in the United States or offered for
import into the United States.”

Mr. Bishop: How do you expect this process to work for imported fruit and
vegetables?

Response: FDA is currently examining the new authorities in the Food Safety
Modernization Act, also known as the FSMA, related to product tracing. FDA is
gathering data and information and intends to conduct pilot projects as set forth in the
law. As required by the law, to the extent practicable, FDA will evaluate international
product tracing practices in commercial use and consider international efforts. As FDA
moves forward to implement FSMA, it will engage its stakeholders to help the Agency
develop a product tracing system that improves FDA’s capacity to rapidly track and trace
food that is in the United States or offered for import into the United States, including
imported produce.

NEW LUPUS DRUG APPROVAL

Madame Commissioner, [ was very pleased to learn yesterday that the FDA
approved the first treatment designed for lupus in the past half century. As you know, it
is estimated that some 300,000 to 1.5 million Americans have lupus - a majority of
which are African American or other minorities. If fact, I have several friends who either
have lupus or have family members who have been stricken by the disease.

The new drug, Benlysta - - when used in conjunction with other drugs, will offera
way to combat this very difficult disease.

Thete is no known cure for kupus, which as you know is a chronic and often
debilitating disease in which the immune system attacks the body’s organs. Symptoms
such as inflammation, pain and tissue damage are typically treated with steroids and
immunosuppressant therapies.

’d like to compliment the FDA on this accomplishment, and pray that this
breakthrough will not be the last, particularly in terms of diseases which
disproportionately impact the minority community.
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USER FEES

Under the president's proposed 2012 budget, the Food and Drug Administration
would receive $2.7 billion - $147 million more than it got in the 2010 budget. The agency
also would receive an estimated $1.6 billion in user fees paid by pharmaceutical, medical
device and tobacco companies, for a total proposed budget of $4.4 billion.

Much of the increase, about $100 million, would be used to implement the far-
reaching food safety law Congress approved last year that requires the FDA to increase
inspections of food facilities, among other things.

Mr. Bishop: The Congressional Budget Office estimates that it will cost the
government $300 million a year over the next five years to implement the legislation.
Assuming that the Administration will not be able to make up the difference through
proposed user fees on food companies, how will the FDA achieve the required expansion
of inspections?

Response: FDA will use the resources provided and take a risk informed
approach to maximize the number of inspections of the food safety system even though it
may not meet the required inspection frequency in the legislation. We will use the best
data available to try to determine which firms to inspect. FDA will focus to the greatest
extent on firms producing high risk products, but may also include other targeted
strategies to try to obtain the highest rate of compliance with our prevention based
standards. FDA would also look to leverage resources with other trusted regulatory
partners both domestically and internationally. FDA would also plan to obtain the
greatest efficiency possible in the conduct of inspections by investing in enhanced IT
systems and focused inspection approaches.

PREMARKET APPROVAL/DRUGS

Mr. Bishop: What is the FDA's process for a sponsor to request and pursue an
appeal of a PMA (Premarket Approval} denial outside of the Center that denied the
PMA?

Response: Under the Federal Food, Drug, and Cosmetic Act, the sponsor of a
Premarket Approval Application, or PMA, may appeal denial of approval of a PMA by
requesting an open public hearing or a hearing before an advisory panel. The appeal
must be filed within thirty days of the denial of approval and must be filed under the
procedures described under 21 CFR 10.33, which is the regulation that govemns requests
for reconsideration. Upon completion of any open public hearing and considering the
hearing record, or upon receiving the recommendation from the advisory panel, the
Secretary shall issue an order upholding the denial or reversing the denial and stating the
reasons for upholding or reversing the denial.

Mr. Bishop: What is FDA’s statutory response time to a petition requesting
reconsideration of a PMA denial?
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Response: Sections 515(d)(4) and 515(g) of the Federal Food, Drug, and
Cosmetic Act describe the processes for requesting reconsideration of the denial of
approval of a Premarket Approval Application, or PMA. These provisions do not
provide a timeline for FDA to respond to petitions for reconsideration.

Mr. Bishop: Are FDA's timelines for response and its processes satisfactory and
transparent to ensure an efficient and effective appeal process in support of the agency's
public health mission?

Response: These statutory provisions create alternate appeal mechanisms for
requesting reconsideration of a denial of approval of a Premarket Approval Application,
or PMA. The person requesting reconsideration may seek review in a formal evidentiary
public hearing or review by an advisory committee of experts. The formal evidentiary
hearing is an administrative adjudicative proceeding with trial-type procedures, while
review by an advisory committee of experts entails appointing panel members with
appropriate expertise to provide a recommendation of the reconsideration and other
administrative procedures to ensure the fairness of the proceeding. Both of these
processes require significant investment of resources on the part of both the Agency and
the person requesting review. Any attempt to impose timeframes on these processes
could interfere with the procedural protections that are in place to ensure fairness and to
ensure there is sufficient time for those making recommendations or issuing final
decisions to fully understand the matter under review.

Both types of proceedings are public and in both cases, the Center for Devices
and Radiological Health, or CDRH, makes information about the reconsideration public
beforehand. This information includes the review memorandum describing the scientific
and regulatory bases for the denial and information about the proceeding.

TOBACCO

It appears March 23™ is an important day for FDA, particularly the Center for
Tobacco Products. The Tobacco Products Scientific Advisory Committee (TPSAC) has
been working for nearly a year to develop a report and recommendations on the use of
menthol in cigarettes as mandated by the Family Smoking Prevention and Tobacco
Control Act (P.L. 111-31).

Mr. Bishop: Can you provide us with an overview of FDA’s next steps once it
receives the report?

Response: The Federal Food, Drug, and Cosmetic Act, as amended by the Family
Smoking Prevention and Tobacco Control Act, also known as the Tobacco Conirol Act,
requires that the Tobacco Produets Scientific Advisory Committee, referred to as the
TPSAC, produce a report and recommendations on the impact of menthol cigarettes on
public health, including such use among children, African-Americans, Hispanics, and
other racial and ethnic minorities. The statute required that FDA refer the topic of the
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public health impact of menthol cigarettes to TPSAC immediately upon the establishment
of the Committee, with the report being due one year after the committee is established.

The final report and recommendations was finalized and submitted to the FDA at
the final TPSAC meeting regarding menthol. The report is considered submitted to the
Secretary of HHS once received by the FDA. The final report and recommendations will
also be made available to the public at the FDA Center for Tobacco Products’ Website
once it has been reviewed for redaction of all commercial confidential or trade secret
information.

Leading up to the submission of the report, FDA has begun to educate various
stakeholders, including industry and urnions, public health advocacy groups, and
stakeholders with interest in minority health issues about what is likely to occur upon
receipt of the report by FDA. The Center for Tobacco Products, or CTP, also has created
a Web page called “Menthol Report: What to Expect” that provides information on the
outline of the report.

Now that the report has been received, the Secretary and FDA will consider the
report and recommendations of the committee, as well as other relevant scientific
evidence concerning menthol cigarettes, and make a determination about what actions, if
any, are warranted. There is no statutory deadline or timeline for the FDA to act on the
recommendations provided by the Committee in the report. FDA intends to provide its
first progress report on the review of the science in approximately 90 days from the
TPSAC report due date. Any actions taken by the FDA that led to restrictions on the sale
or distribution of tobacco products or the establishment of a tobacco product standard
requires rule making that includes public notice and comment.

TOBACCO

Commissioner Hamburg, when Congress passed the Family Smoking Prevention
and Tobacco Control Act in 2009, it required FDA to issue a report on the impact of the
use of menthol in cigarettes. It was the Congressional intent in requesting this study that
FDA look at whether menthol deserved special regulation or not, based on whether
menthol made cigarettes any more dangerous than other cigarettes. Congress intended
for the FDA Advisory Committee evaluate whether menthol cigarettes were any more
harmful than other cigarettes based on epidemiological and toxicological evidence -- in
other words, based on hard science.

Congress also specifically directed the FDA's Scientific Advisory Committee to
consider how any actions specific to menthol would impact the "creation of a significant
demand for contraband" products that do not meet the health requirements of the new
law. 1know you are expecting a report later this month from the Advisory Committee
and probably can't comment in detail. But I just wanted to express my strong view that
FDA needs to follow the law when evaluating the upcoming menthol report.

Mr. Bishop: I would be pleased to hear any reaction you may have at this early
stage.
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Response: FDA’s Tobacco Products Scientific Advisory Committee has held
eleven meetings, as well as two additional meetings of the Menthol Report
Subcommittee, to review the evidence regarding the impact of the use of menthol in
cigarettes and develop its report. In these meetings, TPSAC has received data from a
variety of sources, including peer review literature, industry presentations, legacy
database document reviews, secondary data analyses from existing data sources,
marketing data reviews, industry document submissions, the development of a model on
the effect of menthol on initiation and cessation, and public comments at the open public
hearings held at each meeting.

The Federal Food, Drug, and Cosmetic Act, also referred to as the FD&C Act, as
amended by the Tobacco Control Act, requires that, in its review of the public health
impact of the use of menthol in cigarettes, TPSAC address the considerations listed in
specified provisions of the FD&C Act that relate to the risks and benefits to the
population as a whole, the increased or decreased likelihood that existing users of tobacco
products will stop, the increased or decreased likelihood that those who do not use
tobacco products will start, technical achievability of compliance with a proposed
standard, and the countervailing effects of a proposed standard on the health of tobacco
users or users, such as the creation of a significant demand for contraband.

The menthol report consists of eight chapters that address menthol in a
comprehensive manner.

There is no required timeline for FDA consideration of the menthol report and its
recommendations, the FDA’s review of other relevant scientific evidence concerning
menthol cigarettes, or an FDA determination about what actions, if any, are warranted.
Any actions taken by the FDA that lead to restrictions on the sale or distribution of
tobacco products or the establishment of a tobacco product standard requires rule making
that includes public notice and comment. As with all of FDA’s tobacco regulation
activities, FDA will comply with the Tobacco Control Act.
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QUESTIONS SUBMITTED BY REPRESENTATIVE KAPTUR
FY12 BUDGET REQUEST

For FY 2012, FDA proposes an increase of $326.0 million for the Transforming
Food Safety and Nutrition Initiative. This increase includes $225.8 million in budget
authority and $100.2 million for user fees, including the four new user fees enacted in the
FDA Food Safety Modernization Act.

Madam Commissioner, in your testimony you highlight an important
development at FDA regarding nutrition labeling of restaurant menus. You identify that
the medical costs of obesity at $147 billion present a difficult challenge for all
Americans.

Ms. Kaptur:  Please update the committee on the timeline for implementing this
new $8.8 million initiative?

Response: FDA expects to be well on its way to full implementation of the $8.8
million program by the end of December 2012. During the next 21 months, FDA will be
conducting a host of activities to inform and educate consumers, industry, and other
stakeholders about the implementation of the new nutrition labeling initiative to help
consumers make more informed dietary decisions. More specifically, FDA expects to
issue two proposed regulations that outline requirements for calorie and other nutrition
labeling in chain restaurants and similar retail food establishments and for certain
vending machines. Following publication of the proposed rules, FDA will focus on the
regulatory review activities necessary to finalize the menu and vending machine nutrition
labeling regulations.

Once FDA issues the final rules, FDA activities will focus on initiating education
and outreach activities for consumers, industry, and other stakeholders to inform and
educate them about the new requirements and how nutrition information can be used to
make better dietary choices. During this time, we also plan to work with state and local
agencies to develop compliance strategies, FDA expects to contract with state agencies,
or subdivisions of state, county, or city governments, with regulatory authority to inspect
restaurants and similar retail food establishment chains covered by the menu labeling
regulation. FDA intends to stagger the award of contracts, and commission, credential
and train state and local officials so that work can begin by the end of December 2012.

Ms. Kaptur: Madam Commissioner, in your testimony you propose funding
levels where you reduce FDA staffing by 46 FTE’s. For an agency where most of your
budgeting costs are borne by salaries and expenses, what will the impact be for this cut?

Response: FDA’s goal is to implement FTE reductions associated with the FY
2012 Contract and Administrative Savings without adverse consequences for FDA public
health activities. The reduction of 46 FTEs will come from the FDA field operations
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within the Office of Regulatory Affairs across all FDA program areas. The Office of
Regulatory Affairs will achieve these savings by reducing administrative support staff
and by identifying and eliminating redundancies.

Ms. Kaptur: For the past number of years, this committee has provided
unprecedented investments to FDA and I want to ensure that cutting FTE’s is targeted
and not a haphazard plan to meet an artificial top line target. In an effort to reach the
administration targets for your agency and still implement the important programs under
your authority, could there be unintended consequences for this proposed cut?

Response: FDA is proposing $29.7 million in contract and administrative savings
designed to achieve reductions and cut costs across all FDA program areas. In addition to
reducing some administration staff though field administrative staff efficiencies, FDA
plans to achieve Agency-wide savings in acquisition of support services, including
information technology, workforce planning, financial services, consolidated purchasing
agreements, and by reviewing research support mechanisms. FDA plans to achieve
contract and administrative savings by increasing competition, using FDA-wide contracts
to combine resources and reduce cost, replacing traditional classroom training with online
training, achieving savings in information technology procurement, and reducing
administration support FTE. FDA does not anticipate unintended consequences from
FDA’s proposed cost-reduction efforts.

Ms. Kaptur:  While some have claimed that implementing the Food Safety
Legislation is not worth the cost, the numbers clearly show that food safety legislation is
critical and must be fully implemented. Sure, the CDC recently lowered its estimates of
the annual number of cases of foodborne illness from 76 million to 48 million and that
shows the success of this committees work in ensuring that FDA has the resources to
create consistency in the market. Even with just 48 million cases of food bomne illnesses,
the cost per case of $1,851 per case of foodborne illness is still dramatic. With simple
math, these 48 million annual cases times $1,851 per case, the result is $88.8 billion
annually nation-wide. $88.8 billion! Think about the impact of that to our economy.

How many jobs would that amount of money result in if that much money wasn’t
sucked out of our economy?

Response: Although FDA does not have a jobs estimate associated with
foodborne illness, I agree that 48 million cases of foodborne illness are too many. FDA
intends to reduce foodborne iliness numbers through the new tools we have been given in
the Food Safety Modernization Act. FDA is committed to a risk-based decision-making
system for resource allocation that focuses resources where we can be most impactful for
public health, reducing foodborne illness with preventive standards and assurance of
compliance with those standards.
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H.R. 1 BUDGET CUTS

The H.R. 1 budget cut of $400M to FDA programs for FY 2011 will have
profound consequences, because a cut to FDA’s budget is a cut to America’s health. A
$400M budget authority reduction is a cut to FDA of 16 percent, compared to the FY
2011 budget request.

Ms. Kaptur: If enacted would this legislation result in furloughs?

Response: H.R. 1 proposes cuts that would sharply undermine core FDA public
health protection programs and activities, including protecting America's food supply and
securing the supply chain for critical medical products. A cut of this magnitude could
lead to furloughs and other actions required to achieve the $400 million reduction so
close to the end of the fiscal year.

Ms. Kaptur: Should a scare like heparin occur again during the period of HR 1,
how would FDA’s response be compromised?

Response: Under H.R. 1, there would be a reduction of $400 million compared to
the FY 2011 President’s Budget request for FDA. A reduction of that magnitude would
result in far fewer safety personnel and resources to address a potential crisis similar to
heparin.

CDER’s drug safety program would be reduced by approximately 129 FTEs if a
$400 million cut is enacted in H.R. 1. Cuts in personnel for the drug safety program could
limit CDER’s ability to conduct accurate and timely post market surveillance as well as
inspections of manufacturing facilities. This reduction to drug safety could also delay
CDER’s progress in constructing an active surveillance system to monitor adverse events
and improve safe use of medical products, which may prevent crises similar to heparin.

Ms. Kaptur: Would FDA be forced to close down offices overseas or suspend
inspections?

Response: The House-passed version of H.R. 1 would impose a reduction of
$400 million on FDA. The overseas inspectional impact under H.R. 1 is approximately
130 fewer foreign food and medical product inspections. Reduction of this magnitude
will also result in the closure of one operating overseas post and the cancelation of plans
to establish offices in major trading partners such as Brazil and Canada. This budget
reduction would further restrict FDA’s ability to engage in existing cooperative
agreements and to initiate new agreements with various multi-lateral organizations such
as the World Health Organization, and with federal government agencies with
complementary missions such as the U.S. Agency for International Development. These
cooperative agreements are the best mechanism for FDA to leverage the work
accomplished by other federal agencies and other foreign governments to support and
achieve the FDA mission.
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Ms. Kaptur: Would FDA be forced to cancel contracts or cease certain activities
under the proposed level?

Response: Under H.R. 1, there would be a reduction of $400 million to FDA’s
budget. A reduction of this magnitude may result in cancelling or reducing contracts or
ceasing certain activities where operationally feasible and legally permissible. Each
measure would be evaluated consistent with FDA’s public health priorities.

Ms. Kaptur: Would FDA be required to suspend analysis of certain drugs or
devices under the proposed cuts?

Response: Under the proposed H.R.1 budget level passed by the House of
Representatives, FDA would not suspend the review of premarket device applications.
However, under the proposed H.R.1 budget level the Device Program cannot
maintain its cutrent premarket review time performance. Based on the funding level in
H.R. 1, Medical device innovations will take longer to reach the market, thereby delaying
benefits to patients that suffer debilitating or life-threatening illnesses.

Under H.R. 1 as passed by the House of Representatives, approvals of new drug
products would be delayed as the review time would increase under the H.R. 1 funding
levels. FDA would be limited in implementing data standards and using advanced
scientific computing techniques to efficiently complete drug reviews. FDA also cannot
add staff to conduct generics reviews, which will cause the number of pending generic
applications to continue to increase. The result would be greater delays in patient access
to safe, affordable treatments.

Ms. Kaptur: According to a letter recently sent to my office by a coalition of
groups including the American Public Health Association, Center for Foodborne Illness
Research & Prevention, Center for Science in the Public Interest Consumer Federation of
America, Consumers Union Food & Water Watch, Government Accountability Project,
National Consumers League, Safe Tables Our Priority, Trust for America’s Health,
United Food and Commercial Workers International Union, U.S. Public Interest Research
Group “Cuts to FDA and FSIS [in fy 2011] could have a significant impact on a large
and critical sector of our economy: food contributes nearly $1.2 trillion to our economy,
or 8% of the U.S. gross domestic product.” Please respond to this claim.

Response: [ agree that cuts to FDA could have an impact on the food sector of
our economy. In the past, outbreaks of foodbore illness have had serious consequences
for the affected segment of the industry. The recalls of peanuts and peanut products as a
result of illnesses linked to the Peanut Corporation of America in 2009 are estimated to
have cost the peanat industry $1 billion. In many cases, it takes time for sales to rebound
to pre-outbreak levels, if they do. Cuts to FDA below the FY 2011 budget level could
have a negative impact on the food sector by impacting FDA’s ability to prevent
foodborne iliness.
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HEPARIN

Ms. Kaptur: As we have discussed at length in previous hearings, our response to
the Heparin scare is critical. For the record, please estimate the cost to the American
taxpayer of the heparin investigation?

Response: FDA does not have a comprehensive estimate of cost to the American
taxpayer associated with the heparin investigation because some of these costs were
incurred by entities other than FDA. However, FDA staff expended substantial time and
resources managing this crisis.

Once FDA was notified of allergic-type reactions associated with heparin
manufactured by Baxter, FDA immediately began its investigation. FDA developed
analytical methods to respond to this problem, and FDA collected and testing of heparin
samples. FDA work continued with an investigation into the supply chain for heparin to
identify the unknown contaminant. FDA staff worked around-the-clock to investigate
and find the problem, monitor the recall, keep the public informed about the status of the
safety of the heparin supply, work with international partners to define the scope and
nature of the problem and ensure that an adequate supply of heparin was available to
patients who needed it.

FDA'’s Office of Regulatory Affairs estimates that the cost to the American
taxpayer for their efforts at approximately $2,750,000, supported by 14 FTE.

Ms. Kaptur: According to an October 2010 GAO report FDA conducted 37
domestic and 1 foreign investigation related to the heparin scares from January — June
2008. What is the cost estimate for these investigations to the American tax payer?

Response: FDA expended considerable resources to investigate and manage the
entire heparin matter, both in the active days of the scare, and still today. To date, we
have not estimated the total cost to the taxpayer for this effort.

For reference, FDA’s Office of Regulatory Affairs, also known as ORA, estimates
that the cost of ORA’s work in terms of dollars and staff resources is approximately
$2,750,000 and 14 FTE. This represents the field estimate for ORA heparin-related
investigations $400,000 and 2 FTE, inspections $2.1 million and 11 FTE, and criminal
investigations $250,000 and 1 FTE. Please note that this estimate only represents ORA’s
expenses during the specific time frame noted in your question.

Ms. Kaptur: With only one investigation conducted abroad, how can FDA truly
determine the nature of the heparin scare?

Response: Since the time of the heparin crisis, FDA has conducted many
inspections of heparin manufacturing facilities abroad, including approximately eighteen
inspections of heparin manufacturing facilities in China.
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FDA also engaged in other significant activities to address this concern. In the
midst of the heparin crisis, FDA analyzed the active pharmaceutical ingredient of heparin
from the manufacturer — Baxter — and found it to contain something not seen before in
typical analytical results. Our scientists then worked to identify the contaminant and
found it to be oversulfated chondroitin sulfate, also known as OSCS. Once OCCS was
identified, FDA and scientists outside the agency conducted further studies using animal
models. These studies showed that the animals exhibited similar reactions as the adverse
events reported that FDA received. This study was published in the New England
Journal of Medicine. For the details of this study, see “Contaminated Heparin Associated
with Adverse Clinical Events and Activation of the Contact System,” N. Engl. J. Med.
358; 23, June 5, 2008, found at http://www.nejm.org/doi/pdf/10.1056/NEJMoa0803200.

Following our initial actions to determine the root cause of the heparin
contamination, FDA has taken proactive steps to secure the heparin supply. Because
FDA cannot predict the intentional adulteration of heparin or other drug products, special
methods and subject matter experts are necessary to detect serious problems in the supply
of the material used in the manufacture of heparin. Such methods are intended to identify
any wrongdoing and breaches in manufacturing quality systems and controls. FDA also
has tested samples of incoming crude heparin to detect contamination and sought
information from its regulatory partners in other countries. All information gathered
through this inspectional regimen supports the conclusion that OSCS contamination that
manufacturers of crude heparin introduced into the heparin supply chain in China caused
the heparin scare.

Ms. Kaptur: For both the domestic and international investigation of the heparin
scare, what is the estimate of cost to the American taxpayer for the heparin investigation
in terms of dollars and staff resources?

Response: FDA does not have a comprehensive estimate of cost to the American
taxpayer associated with the heparin investigation because some of these costs were
incurred by entities other than FDA. However, FDA staff expended substantial time and
resources managing this crisis. FDA’s Office of Regulatory Affairs estimates its costs at
approximately $2,750,000, supported by 14 FTE.

The heparin investigation had a broad impact because both during and after the
crisis, the increased oversight of heparin firms resulted in more domestic and foreign
heparin related inspections, investigations, and monitoring efforts as compared to this
same level of heparin related activity prior to the crisis. The goal of these increased
efforts was to ensure the safety and efficacy of heparin and to re-establish confidence
among American taxpayers in the safety of the heparin supply.

Ms. Kaptur: In the same 2010 GAO report on the Heparin scare, FDA identified
that only one other country, Germany, reported significant impacts among its population
related to Heparin. What are the estimates in terms of lives lost for the Heparin scare?
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Response: CDER’s Office of Surveillance and Epidemiology, also known as
OSE, completed a review of adverse event reports from the FDA Adverse Event
Reporting System in June 2009. OSE’s analysis considered as much data as possible on
the adverse event reports with use of heparin. However, we are not able to definitively
attribute deaths to heparin administration due to confounding factors or lack of detail in
the reports submitted to FDA. We continue to monitor for adverse events that are
reported with the use of heparin. FDA does not have details of the reports from Germany
that you refer to, and therefore we cannot confirm the number of lives lost in Germany.

Ms. Kaptur: While FDA has indicated that beyond the figure of 19 people killed
and potentially hundreds impacted by tainted heparin, it is impossible to provide further
details about how many people have been killed by this drug. What steps would FDA
need to take to create a system in which this type of data could be collected or to better
analyze the true impacts of this drug tainting scandal?

Response: There is no way of accurately assessing the number of fatalities, if
any, that were directly caused by contaminated heparin because the reports received were
spontaneous reports with underreporting, and the reports submitted to FDA do not have
sufficient detail to confirm a cause of death. The Adverse Event Reporting System, also
known as AERS, is a useful surveillance system for detecting rare, acute serious events.
FDA is taking steps to improve our surveillance system by encouraging the public and
health care practitioners to increase reporting and increase the quality of the reports of
adverse drug events by including critical clinical details and product information. FDA is
also implementing enhanced analytic techniques such as data mining to improve our
analysis of adverse event reports. Additionally, FDA has formed partnerships with sister
federal agencies to collaboratively launch investigations of drug safety issues and share
information. These are prospective measures, but the information submitted to FDA does
not have sufficient detail to confirm a cause of death.

Ms. Kaptur: In the 2010 GAO report, FDA action to accelerate production of
heparin by APP to fill gaps from recalled Baxter heparin enabled this company to fill
potential gaps in the domestic heparin market. Where was the replacement APP plant
located?

Response: There was not one replacement plant for APP, also know as APP
Pharmaceuticals. APP augmented its production in its existing facilities. At the time
Baxter recalled its heparin, APP had facilities in Illinois and New York. Since that time,
APP also began making finished heparin products at a plant in Puerto Rico.

Ms. Kaptur: What steps did FDA take to ensure that the supply chain for this new
product was free of alternatives?

Response: We would like to respond to this question by addressing how FDA
could ensure that the supply chain for APP’s product was free of contaminants. In the
early days of the heparin crisis, APP ramped up production to fill the Baxter void. It then
took some number of weeks to identify the contaminant. Once FDA determined that the
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contaminant was OSCS, that it was introduced to the finished product through its crude,
active pharmaceutical ingredient, also know as AP, and that all contaminated API was
sourced from China, FDA developed a comprehensive plan designed to ensure the quality
of heparin drug products in the United States, including but not limited to the API, or
finished dosage form drugs. FDA conducted an import sampling assignment that
required that all heparin products, including APIs and finished products, entering the
United States to be tested according to the test methods published by FDA on its
website. FDA also requested that U.S. manufacturers analyze all APIs on hand according
to these test methods and retrospectively analyze the API of any finished product
distributed in the United States.

Additionally, FDA worked with United States Pharmacopeia USP to update the
Heparin Monograph to include the new testing requirements.

By taking these steps, FDA took effective action in order to help safeguard
against contaminated heparin entering into the United States, whether to APP or any
other manufacturer.

Ms. Kaptur: For the record, please elaborate on the differences in the supply
chain for this new production line of heparin to augment limited domestic supplies from
the Baxter product that was recalled.

Response: Once FDA determined that the contaminant was OSCS, that it was
introduced to the finished product through its API, and that all contaminated API was
sourced from China, FDA developed a comprehensive plan designed to ensure the quality
of heparin drug products in the United States, including but not limited to crude, active
pharmaceutical ingredient, and finished dosage form drugs. FDA implemented an import
sampling assignment that required that all heparin products, including APIs and finished
products, entering the United States to be tested according to the test methods published
by FDA in its website. FDA also requested that U.S. manufacturers analyze all APIson
hand according to these test methods and retrospectively analyze the API of any finished
product distributed in the United States.

Ms. Kaptur: For the record, please outline for the committee the structure of the
CDER’s Heparin task force.

Response: CDER’s heparin task force was led by the Office of Counter-
Terrotism and Emergency Coordination, also known as OCTEC. Members included staff
from the Office of Compliance, the Office of New Drugs including the Drug Shortage
Program, the Office of Oncology Drug Products and Division of Medical Imaging and
Hematology Products which reviewed new drug applications for heparin and is now
known as the Division of Hematology Products, the Office of Pharmaceutical Sciences
including the Office of Generic Drugs, the Office of New Drug Quality Assessment, the
Office of Biotechnology Products, and the Division of Pharmaceutical Analysis, and the
Office of Surveillance and Epidemiology.
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Ms. Kaptur: While the October 2010 GAO report clearly states that during the
lessons learned excercie conducted by FDA after the heparin crisis had abated show
dedication of the FDA staff and success in removing dangerous materials from the
market, the same report also identifies that “the lack of details in the ERP and the absence
of the coordination at the agency level for the duration of the crisis may have led to some
process delays and difficulty in internal and external communication”. For the record,
please respond to this claim and outline the steps that FDA has take to correct this flaw.

Response: The FDA Emergency Operations Plan or FDA EOP which was issued
in August 2010 provides descriptions of the roles, responsibilities and procedures of the
agency as a whole for responding to emergencies as well as those of FDA Offices and
Centers. Following the requirements of the National Incident Management System, the
FDA EOP provides organizational structures which are based on the Incident Command
System or ICS to facilitate the coordination and management of responses to significant
incidents. These structures include roles for agency senior level decision makers,
incident managers and coordinators and emergency response staff. FDA will continue
sponsoring ICS training for its senior officials and emergency responders, conducting
training for agency staff on the use of the FDA EOP, conducting internal exercises to
ensure the plan is an effective tool in guiding the agency's response to emergencies and
updating it to reflect changes in national emergency preparedness and response
requirements and agency procedures.

FDA maintained agency-level coordination for the duration of the Heparin crisis.
The Office of Crisis Management, or OCM, performed the agency-level
coordination lead role during the early part of the incident, followed by CDER as the
response called for an increased focus on scientific efforts to identify the contaminant.
OCM maintained situational awareness throughout the incident through its work with
CDER's Heparin Task Force.

Ms. Kaptur: In responding to the Heparin crisis, FDA coordinated with outside
experts to assist in rapid response to this crisis, yet, as the October 2016 GAO report
identifies, “FDA officials were aware of the scientist’s ties to heparin manufacturers but
did not take adequate steps to consider whether these relationships exposed the agency to
risks. For the record, please outline what steps FDA has taken to respond to these
potential shortcomings and respond to this claims.

Response: By late January of 2008, a sharp increase in the reports of severe
allergic reactions — including reports of fatalities — associated with the blood thinner
heparin signaled a public health emergency that required FDA to quickly identify and
assemble the scientific expertise of those who could help identify the source of this crisis.
While the manufacturer, Baxter Healthcare Corporation, initiated a recall of various lots
of the heparin, conventional tests available at that time failed to characterize and identify
the contaminant. To protect patients and address the safety of the supply this medically
necessary drag, the FDA quickly assembled a team of experts likely to be able to quickly
identify and develop new testing methods to screen for the novel contaminant.
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For FDA to carry out its mission to protect the public health, agency leaders had
to act quickly in assembling the team of experts who could help FDA find the solution to
a growing public health emergency. In obtaining the input of the outside experts, which
was of critical importance, FDA acted with appropriate care. FDA was aware of their ties
to industry, but was also confident that by engaging them in robust, detailed, and
transparent discussions about the data and science, FDA's scientists could independently
assess their input and maintain control over the investigation.

While FDA believes that it was appropriate, necessary, and within FDA’s
authority to obtain the services of the scientists, FDA has learned from the heparin crisis
to improve its processes for responding to emergencies. For example, FDA has
implemented a policy to address risks in using outside experts who provide services
without charge in emergencies, a policy that is responsive to GAQO’s single
recommendation in its October 2010 report on FDA’s response to the heparin crisis. The
policy provides that in an emergency, FDA will consider and obtain, as appropriate,
external scientific experts as the agency respond to, and resolves, the crisis. FDA will
obtain these resources expeditiously, while giving due consideration to risks that may be
presented in collaborative arrangements with external entities, including conflicts of
interest. Responsible FDA staff will consult internally with the appropriate FDA offices
as the agency addresses such risks and will document its decisions about such issues.
FDA also intends to disclose information about its use of external experts and any
relevant conflicts of interest. The policy can be found on FDA’s website, and is available
at:
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/StaffManual Guides/U
CM236513.pdf.

Ms. Kaptur: Again, quoting from the 2010 GAO report, “FDA was unable to link
any of the adverse events to contaminated heparin because it was unable to establish a
causal relationship due to data limitations and confounding factors involving the
individual patients. For the record, please elaborate on this claim and explain to the
committee why these factors confounded a causal link.

Response: The quality of information available was variable, with many case
reports lacking basic or critical clinical details or clear information about the heparin
manufacturer lot numbers and their contamination status. Reports invoiving individual
patients were confounded because many patients receiving heparin may experience
adverse events related to their medical conditions, related to concurrent medications, or
related to concurrent procedures. Reports often did not contain enough detail to
determine whether the adverse event was drug related or not. If heparin, for example, is
given as part of a coronary artery bypass graft, also known as a CABG procedure, or a
kidney dialysis procedure, the procedure itself may have risks or adverse events.
Therefore, patients may experience adverse events after heparin administration during the
CABG or dialysis, but not necessarily because of the heparin. Factors that contribute to
definitively determining causality in the setting of an individual case report are the extent
of detail known on the medical background and events of the case, information about the
product lot numbers and contamination status, and factors such as whether the drug was
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given more than once followed by a similar adverse event. Therefore, we were unable to
assess the adverse events as having a definitive or certain causal relationship with
contaminated heparin. All of those events included in our case scries were evaluated for
this possibility.

Ms. Kaptur: Again from the October 2010 GAO report, HHS claimed that
legislative action could be taken to help mitigate the cost for these types of scares and to
further secure the nation’s drug supply chain. Please elaborate on the details of these
legislative proposals and describe, at least in the heparin case, how these legislative fixes
could ensure that the wrongdoers are exposed.

Response: Additional authorities such as those included in bills under
consideration by Congress provide FDA with new tools to secure our nation’s drug
supply chain. In particular, the bills provide for the following new authorities.

Drug supply quality and safety, to require foreign and domestic drug
manufacturers to implement quality systems and adopt plans to identify and mitigate
hazards.

Documentation of compliance for imports, to require the submission of
information for a drug that is offered for import to the U.S. sufficient to establish that the
drug complies with all US requirements related to identity, safety and purity.

Traceability, to require a “track and trace” and unique identification system for
products throughout the supply chain to ensure transparency and accountability of
product from manufacturing and through distribution.

Subpoena authority, to grant FDA authority to issue subpoenas to compel
production of documents and witnesses related to possible violations.

Prohibition against delaying, limiting or refusing inspection, to grant FDA explicit
authority to refuse admission of drugs to the U.S. if inspection is delayed, limited or
refused.

Criminal and civil penalties, to modernize penalties for criminal violations of the
Federal Food, Drug, and Cosmetic Act to include higher maximum prison sentences, and
to grant authority to impose civil money penalties for violations relating to drugs and
improper import entry filings.

Administrative detention and destruction, to grant FDA the authority to
administratively detain violative drug products, an authority the agency already has for
food and devices, and to allow for the destruction of drugs offered for import that are
valued at $2,000 or less or that pose a reasonable probability of causing a significant
adverse health effect.
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Extraterritorial jurisdiction, to provide FDA with explicit legal authority to pursue
prosecutions for conduct that occurs outside of the U.S.
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Mr. KINGSTON. The committee will come to order. We certainly
appreciate you being here, and wanted to welcome not just the in-
spector general, Phyllis Fong, but the deputy inspectors, Bob Young
and Karen Ellis, and Suzanne Murinn.

Okay. We appreciate your being here today and appreciate your
testimony, because I think it is one of the most interesting hear-
ings that we ever have on the hill, and particularly in this com-
mittee. It is always well received. We have found that the op tempo
right now on Capitol Hill is pretty fast, and everybody has not just
one hearing at a time, but often three.

With that, let me yield to Mr. Farr, if you have any opening
statement.

Mr. FARR. I am interested in hearing the testimony, and then I
have a couple questions. Thank you, Mr. Chairman.

Mr. KINGSTON. So the floor is yours.

Ms. FonG. Okay. Well, good morning, Mr. Chairman, and rank-
ing member Farr. Thank you for the opportunity to come up today
and talk about our work at USDA. And I want to start out by ac-
knowledging the appreciation that we in the OIG have for your in-
terest in our work and your longstanding support for us, and we
want to congratulate you on your new role in the leadership of this
committee, and we look forward to working with you as we move
forward in the next few years. So let me go ahead and introduce
some of my colleagues today.

Mr. KINGSTON. I was hoping you would, because I sure dropped
the ball on it.

. ll\/Is. FoNG. Yes. We had some last minute changes, so let me
elp.

Sitting here at my far right is Jack Lebo, who is the Deputy As-
sistant IG for Management. Next to me is Karen Ellis, who is the
Assistant IG for Investigations. On my left here is Gil Harden, who
is the Assistant IG for Audit. And at the end of the table is Bob
Young, who is the Special Assistant for Recovery Act, and the rea-
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son they’re all here today is because they’re going to answer all the
tough questions. So just feel free to direct them to them.

Well, you have my full written statement, so I just want to offer
a few brief comments on three areas of Department activity where
we have really been focusing our attention, and those three areas
are, as you can imagine, oversight of the Recovery Act money; sec-
ondly, strengthening food safety; and, third, looking at improper
payments within the Department, which is an issue of great inter-
zst to all of us. So let me start out with our work on the Recovery

ct.

As you know, the Department received $28 billion across a broad
range of program areas, and with your support we received $22
million to provide oversight. So we are looking at virtually every
“Recovery Act” program to ascertain whether the recovery moneys
have been spent efficiently and in accordance with the law. Cur-
rently, we are looking at program delivery. We are looking at
whether the people who got the money should have gotten it, and
we are looking at whether the funds went for the correct purpose.

Next year we are going to be looking at performance results to
see how the performance measures were met. So this year I just
want to highlight a few audits that were significant. We issued an
audit on single family housing guaranteed loans, where we found
that 28 out of our sample of 100 loans were made to ineligible bor-
rowers.

We also issued a report on the single family housing direct loan
program where we found that the agency did not ensure that cal-
culations of borrower eligibility were current when they closed the
loans. And then we did some work in the SNAP program where we
found that the agency did not review state fraud detection units,
which are a critical part of the management of that program.

Let me just turn to food safety next, which remains a top priority
for us. We focus in this area on making sure that USDA programs
safeguard the food supply. We have issued two audits. Let me talk
about two audits. We have issued one on beef trim and E. coli
where we found that the agency could do a better job of taking
samples of E. coli in ground beef to ensure that the product is free
of contamination.

We have also started work in the multi-state egg recall area. We
are looking to see how effective USDA’s system is for detecting sal-
monella; and, as you can imagine, this work is going to take us a
little bit of time. We are in the middle of it, but we were very trou-
bled to learn that of the 288,000 eggs that were recalled last fall,
over 270,000 of them had the official USDA grade mark on them.
And we are trying to understand how that could have happened
and how the coordination between AMS, FDA, and others worked
in that situation, so we are right in the middle of that work.

In the area of improper payments we are spending a lot of time,
because we believe it is important that USDA programs deliver the
correct benefits in the right amounts to the right people; and so,
we have done a number of audits in this area over the past year.
We looked at USDA’s suspension and debarment program, and we
found that that program is not working as well as it should. The
Department could better protect its programs by debarring individ-
uals and entities that have been convicted of committing crimes
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against the government, and we found that the Department actu-
ally rarely suspends program violators in that sense.

We also are in the middle of looking at the BCAP program, the
Biomass Crop Assistance Program. Some of our initial assessments
in this area are that the program suffered from hasty implementa-
tion, and so the management controls in that program are not as
good as they should be; and, as a result, it appears that USDA may
have inappropriately made matching payments to some land-
owners, so we are in the middle of looking at that as well.

In the SNAP program, which is of course one of the Department’s
largest programs, we devote a lot of effort to looking at fraud com-
mitted by retailers. We have done a lot of investigations in the past
year on benefits trafficking, which are situations where a recipient
exchanges his or her SNAP benefits for less than face value with
a retailer, and then the retailer redeems and claims full reimburse-
ment from FNS. And we found that the amount of money involved
in that kind of fraud can be very significant. It can be in the mil-
lions of dollars.

For example, we had a case in Florida where two retailers were
involved in about $6 Million in trafficking. They were successfully
prosecuted as a result of our investigation. We are also doing audit
work on improper payments in FNS. As you know, the SNAP and
the school lunch programs are high risk programs, and so we are
looking at how the Department is addressing, how it plans to ad-
dress these rates of improper payments, how it plans to bring down
those rates, and we anticipate issuing some audit reports this year
with some recommendations on that.

And so in conclusion, we look forward to answering your ques-
tions; but, before I end, I want to respectfully request your support
for the President’s request for us for Fiscal Year 2012. I under-
stand that we are in a very difficult budget situation, and I under-
stand that government-wide, we are all trying to deal with this
issue of the deficit.

We do believe that our work provides value, and so we ask that
you consider the request for our office as favorably as you can. So
we look forward to answering your questions, and thank you.

[The statement of Ms. Fong follows:]
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Good moming, Chairman Kingston, Ranking Member Farr, and Members of the Subcommittee.
Thank you for the opportunity to testify about the Office of Inspector General’s (OIG) Fiscal Year
(FY) 2012 Budget Request, and to provide information about our recent audit and investigative work.
My testimony today will summarize a number of the most important oversight projects and

investigations we performed in FYs 2010 and 2011 to date.

In FY 2010, our audit and investigative work obtained potential monetary results totaling nearly

$184 million.! This includes 65 audit reports we issued to strengthen Department of Agriculture
(USDA) programs and operations, which produced over $35 million in potential results when program
officials agreed with our recommendations. In FY 2010, OIG investigations led to 459 convictions

with potential results totaling almost $149 million.

1 will begin my testimony with an overview of our work to assess and improve the Department’s
programs and operations undér the American Recovery and Reinvestment Act of 2009 (Recovery Act).
Next, I will cover our most significant recent audit and investigative activities under our major strategic

goals. Then I will conclude with a summary of the President’s FY 2012 Budget Request for OIG.
OIG Oversight of USDA s Recovery Act Work

As part of the Recovery Act, USDA received $28 billion in additional funding for areas including rural
development, farm loans, and nutrition assistance.” With the support of this Subcommittee, the
Recovery Act also provided OIG with $22.5 million over 5 years to oversee programs funded by the
Act and administered by USDA.

In response, OIG initiated a number of short- and long-term actions to provide timely and effective
oversight of the Department’s expenditure of Recovery Act funds. As of February 25, 2011, we have
issued 27 audit and 11 investigative Recovery Act reports. Since providing timely information is a
priority, we are also issuing short-turnaround reports, known as Fast Reports, so USDA program
managers can take corrective action as soon as we identify problems. As of February 25, 2011, we
have also issued 48 Fast Reports, which we will incorporate into formal audit reports once we complete

our work,

! Audit monetary impacts derive from funds put to better use and questioned pported costs as established by Congress in the Inspector
General Act of 1978, Investigation monetary impacts come from recoveries, court-ordered fincs, restituti iministrative penalties, etc.

2 This $28 billion includes funds paid directly to recipicnts for such things as nutrition assistance and funds used to finance loan-making. For
cxample, the Recovery Act authorized $133 million to finance over §10 biltion in single-family housing i loans.
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Our audit division is approaching its review of Recovery Act-funded programs in three phases. In the
first phase, which we have nearly completed, we reviewed USDA agencies’ documented internal
control procedures relating to Recovery Act programs. In the second phase, which is in process, we are
evaluating program delivery, reviewing participant eligibility, and ensuring that Recovery Act funds are
being used for their intended purposes. To accomplish this, we are using statistical sampling where
possible and when cost effective. In the third phase, which will start in FY 2012, we will evaluate

program performance measures and the reporting of accomplishments and results.

Our investigation division is working to ensure the integrity of Recovery Act programs by taking up
potential cases of fraud, pursuing prosecution where warranted, and investigating whistleblower
allegations. As of February 25, 2011, OIG investigations staff have received 27 referrals relating to

USDA Recovery Act contract awards and 49 hotline complaints.
Examples of our findings to date involving Recovery Act-funded programs include:
Eligibility Determinations for Single Family Housing (SFH) Guaranteed Loans

The Recovery Act included $133 million to finance over $10 billion in SFH loan guarantees in rural
areas. Our statistical sample of 100 loans identified 28 loans where lenders had not fully complied with
Federal regulations or Recovery Act directives in determining borrower eligibility.” We found
borrowers who were ineligible for a variety of reasons such as having annual incomes that exceeded
program limits or being able fo secure credit without a Government loan guarantee. By guaranieeing
loans for ineligible borrowers, other eligible borrowers may not have received guarantees that could
have better achieved the goals of the Recovery Act. Based on the interim results of our statistical
analysis, we estimate that 27,206 loans were ineligible for the program (over 33 percent of the

portfolio}—with a projected total value of $4 billion.*
Controls Over Rural Development 's Single-Family Housing Direct Loan Program

We also assessed the oversight and control Rural Development maintained over almost $1.6 billion in
Recovery Act-funded loans to very low-income borrowers through its single-family housing direct loan

program.” We found that the Rural Housing Service (RHS), which administers the program, did not

* 04703-0002-Ch(1), Rural Development Guaranteed Single-Family Housing Loans Made by Lenders 1o Ineligible Borrowers, Dec. 2010.

* We chose a sample size of 100 because we expected a moderate error rate and wanted the ability to report findings with a +/-10 percent
precision (confidence interval) at a 95 percent confidence level.

* The Rural Development Recovery Act work summarized here and in the next paragraph can be found in: 04703-2-KC, Single-Family Housing
Direct Loans Recovery Act Controls — Phase [1, Sep. 2010

2
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ensure that calculations of borrower eligibility were current before closing loans. This increased the
risk of making loans to ineligible borrowers if their circumstances changed. RHS reviewers also did
not document the scope and timing of their second-party reviews. This reduced the effectiveness of the
quality control process. We recommended that RHS ensure that supporting documents are updated

before closing loans and that the scope and timing of reviews are specified.

We also found that comprehensive State office reviews of loan-making and loan-servicing were not
being analyzed by RHS to identify nationwide trends in control weaknesses, or to track the
effectiveness of corrective actions. We recommended that the reviews be aggregated into national,
multi-year analyses, and that RHS train State staff to use the results to administer the program.

RHS has initiated corrective actions in response to our audit. Currently, we are conducting a related
audit to determine if Rural Development’s staff is complying with internal control procedures desi gned

to ensure that Recovery Act eligibility guidelines, such as income limitations, are being met.
States’ Supplemental Nutrition Assistance Program (SNAP) Fraud Detection

USDA’s Food and Nutrition Service (FNS) administers SNAP through State agencies, which are
primarily responsible for monitoring recipients’ compliance with SNAP requirements along with
investigating cases of alleged intentional program violation.® We evaluated FNS’ State-level controls
to mitigate SNAP fraud, an area related to FNS’ increased Recovery Act funding,” We determined that
FNS performed reviews to evaluate how States manage SNAP, but the agency’s reviews did not target
State fraud detection units. Although FNS indicated that such reviews were unnecessary because State
annual activity reports were adequate to oversee State fraud detection, we determined that these reports
contained unreliable and unverified data. We also found that while FNS and State agency officials
relied on hotline complaim.é and outside referrals to identify SNAP fraud, they did not make use of
reports from electronic benefit processors that track participant and retailer activity to show potential
fraud and misuse. FNS generally agreed with our findings and recommendations for those States we
reviewed, but disagreed that they applied nationally. However, the agency did agree to review the

electronic benefit reports and to encourage States to use them to identify SNAP fraud.

© SNAP is still known as the “food stamp program” to many in the public, although it was officially renamed in 2008.

7 The SNAP Recovery Act work summarized here can be found in: 27703-2-Hy(1), State Fraud Detection Efforts for the Supplemental Nutrition
Assistance Program, Jol. 2010; and 27703-2-Hy(2), State Fraud Detection Efforts for the Suppl ! Nutrition Assi. Program — Use of
EBT Management Reports, Sep. 2010,

3
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Goal 1: Strengthen USDA s Safety and Security Measures for Public Health

One of OIG’s most important goals is strengthening USDA’s ability to protect public health and
provide wholesome food for consumers. To achieve this objective, our audit and investigative work in

FYs 2010 and 2011 to date has focused on helping to improve the programs that safeguard our food.

For example, we recently completed an audit that assessed how the Food Safety Inspection Service
(FSIS) samples beef trim for E. coli, which can contaminate products such as ground beef® Currently,
FSIS® inspectors take 60 samples from large lots of beef trim to test. We found, however, that this
procedure does not yield a statistical precision that is reasonable for food safety. Although 60 samples
may be adequate to detect widespread contamination, more are needed when E. coli is less prevalent.
FSIS’ current sampling methodology results in detection of E. cofi less than half the time when it is
present in 1 percent of a beef trim lot. Accordingly, we recommended that the agency place its testing
process on sounder statistical ground by redesigning its sampling methodology to account for varying
levels of contamination. FSIS generally agreed with our findings and recommendations. In related
audit work, we have initiated a review of the agency’s E. coli testing protocols to ensure that beef trim
is effectively collected and analyzed. Together, our beef trim sampling and testing audits should help
bolster public confidence that FSIS® tests are accurately identifying £. coli and ultimately preventing

contaminated meat from being distributed and consumed.

In the wake of the multi-State egg recall in 2010, we have also initiated an audit to assess USDA’s
system for detecting Salmonella in eggs. Our objectives are to evaluate USDA’s controls over in-shell
eggs to detect Salmonelia and other contaminants, and to evaluate the effectiveness of USDA’s

coordination with FDA to ensure that eggs are wholesome.

Since knowing where food comes from and what it contains is critical to ensuring its safety, our
investigations have addressed cases where companies resorted to a variety of schemes to mislead the
public and the Government about the origin of marketed food. For example, we determined that one
California company falsely claimed its products—chili peppers—were grown in the United States in
order to obtain Federal clean health certificates from USDA. In fact, the peppers were imported from

India and China, which should have made them subject to more stringent USDA inspections to ensure

¥ The particular strain of E. coli—i.¢., Escherichiu coli-—that FSIS tests for is O157:H7, which causes about 70,000 illnesses a year, with
52 fatalities in 2009, (24601-9-KC, Food Safety and Inspection Service N60 Testing Protocol for E. Coli, Phase I, Feb. 2011
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they did not carry foreign pests or diseases that could harm native species. In July 2010, a court fined

the company $50,000 and ordered 3 years’ probation for making false statements.

USDA also conducts research into genetically engineered animals and insects for a wide variety of
purposes, such as increased productivity. From 2002 to 2009, USDA funded 63 research projects and
grants, totaling over $22 million, which involved genetically engineered animals and insects. Our
ongoing audit in this area is assessing whether USDA’s regulatory framework provides the Department
sufficient authority to control the research under its purview. We are also evaluating USDA’s controls

for preventing the inadvertent release of genetically engineered animals and insects.
Goal 2: Strengthening Program Integrity and Improving Benefit Delivery

OIG’s work in this area is intended to save taxpayers’ money by ensuring that USDA programs deliver
the correct benefits in the right amounts to eligible participants. Our efforts in achieving this objective
range from advocating that USDA take vigorous enforcement action against those who abuse its
programs to evaluating how effectively agencies are reducing improper payments. OQur investigations

also pursue cases against those who defraud the Department’s programs.

For example, in our audit of USDA’s suspension and debarment program, we determined that the
Department should better protect its programs by debarring those individuals and entities that abuse
them.” Although the Department has authority to exclude those who commit crimes against its
programs from doing business with the Government, we found that convicted program violators were
rarely suspended or debarred. Between FYs 2004 and 2007, only 38 of 1,073 individuals convicted of
crimes against USDA programs were debarred—less than 4 percent. In principle, USDA officials

agree that suspension and debarment should be considered for convicted program abusers.

In practice, however, USDA had not implemented suspension and debarment in programs comprising
$98 billion of the Department’s $124 billion budget in FY 2007. USDA has historically excluded most
of its programs from suspension and debarment requirements. Agencies maintain that these exclusions
are in the public’s best interest and are consistent with statutes and other guidelines balancing access to
basic assistance, such as food, and enforcement against violators.'® However, agencies have not
provided statutory language or program rationales that, in our analysis, justify all of their exclusions.

We concluded that the public’s interest is best served by ensuring the integrity of funds and programs,

* 50601-14-AT, Effectiveness and Enforcement of Suspension and Debarment Regulations in the U.S. Dep aof Agriculture, Aug, 2010,
 Title 7 CFR 3017.
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and by deterring program abuse. Further, since debarred individuals or entities are prohibited from
participating in Federal programs outside USDA, vigorous and appropriate use of suspension and
debarment provides for program integrity Governmentwide. Accerdingly, we continue to work with
USDA and its agencies to reach agreement on the corrective actions needed to employ suspension and

debarment more effectively.

Our ongoing assessment of a recently implemented program, the Biomass Crop Assistance Program
(BCAP), concluded that it suffered from hasty implementation that did not include management
controls adequate to prevent abuses particular to the program."’ The 2008 Farm Bill authorized BCAP,
administered by the Farm Service Agency (FSA), to support renewable crops that could be used to
produce energy. Despite spending over $243 million to implement the handling aspects of the
program, such as collecting and transporting biomass, FSA did not institute a suitable system to provide

oversight and ensure program integrity.

We found wide-ranging problems with BCAP, including inequitable treatment of program participants
and improper payments. These issues occurred fargely because FSA, in an effort to implement the
program quickly, did not develop tools specific to the program’s needs, such as specialized guidance.
Instead, FSA attempted to use guidance and oversight mechanisms designed for other programs, which
left BCAP vulnerable. For example, we found three cases where biomass suppliers and conversion
facilities circumvented poorly written agreements to obtain payments to which they were not entitled.
FSA has taken corrective action in response to our recommendations to develop program-specific

guidance and to specify prohibited practices in its BCAP agreements.

OIG is also working to help USDA respond efficiently to future disasters by reviewing the adequacy of
RMA’s management conirols over indemnity payments made to citrus growers in the wake of
Hurricane Wilma. We have focused our work on how insurance providers processed the growers’
claims and calculated the indemnity payments. Our work with the agency should offer an opportunity
to strengthen how private insurance providers work with USDA in ensuring accurate indemnity

payments.

' 03601-28-KC(1), Recommendations for Improving Basic CHST Program Administration, Biomass Crop Assistance Program Controls over
Collection, Harvest, Storage, and Transportation Matching Payments Program, Dec. 2010; and 03601-28-KC(2), Recommendations for
Preventing or Detecting Schemes or Devices, Biomass Crop Assistance Program Controls over Collection, Harvest, Storage, and Transportation
Matching Payments Program, Feb. 2011,

6



335

1 would also like to highlight for the Subcommittee several noteworthy OIG investigations involving

USDA benefit programs that achieved significant sentencing and restitution orders in FY 2010.

For example, OIG’s investigations into fraudulent activities involving RMA and FSA are some of our
most complex investigations because they often involve large monetary amounts and voluminous
documentation. In FY 2010, for FSA and RMA combined, we opened 76 cases and issued

49 investigative reports, which led to 35 convictions and over $45 million in monetary results.

In a particularly complex FSA case, we determined that a woman who owned a grain trucking and
marketing company in Missouri defrauded over 180 farmers out of at least $27 million. Between
2002 and 2009, she marketed and sold grain for farmers above market prices. As a result, she
quickly became one of the largest grain dealers in her State. However, we uncovered evidence to
prove that she was operating what is known as a “Ponzi Scheme”—essentially, she was using the
money from later sales to cover her previous above market prices. Eventually, she ran out of money
and left her later customers unpaid. Due to our investigation, she pled guilty to fraud and
transporting stolen property across State lines among other crimes. In February 2010, she was
sentenced to serve 108 months in Federal prison followed by 36 months’ supervised release, and

ordered to pay $27.4 million in restitution.

Unfortunately, there are also individuals who seek to defraud USDA programs designed to provide
basic nutrition assistance to those most in need, such as the Women, Infants, and Children program
(WIC) and the Child and Adult Care Food Program (CACFP), which are both administered by FNS. In
FY 2010, we opened 26 investigations in these areas and issued 9 investigative reports. This work led

to 28 convictions and almost $3 million in monetary results.

Since these programs work by reimbursing individuals or entities who provide benefits, one common
abuse involves submitting inflated claims. For example, one investigation disclosed that an Okiahoma
CACFP day care sponsor systematically claimed reimbursement for more meals than were served.

The court ordered $1.6 million in restitution and sentenced the sponsor to 41 months’ incarceration.

OIG investigations of criminal activity into another food program, FNS” SNAP, resulted in

212 convictions and nearly $36 million in monetary results in FY 2010.

SNAP is USDA’s largest program, both in terms of the dollars spent and the number of participants.

In FY 2010, recipients redeemed close to $65 billion in benefits. The latest available data show that in
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October 2010 more than 43 million people received almost $5.8 billion in SNAP benefits. SNAP is
also an important part of the food safety net for Americans, especially during times of economic
hardship. During the recent recession, SNAP participation increased by about 20,000 persons daily—

the program helped feed one in eight Americans and one in four children.

Given the considerable participation and funds involved, OIG devoted about 40 percent of its
investigative resources in FY 2010 to SNAP-related criminal investigations—this is our largest
allocation of investigative resources. Our main focus is on fraud committed by retailers, primarily
because FNS directly reimburses retailers while States are responsible for ensuring that recipients are
eligible. With few exceptions, our investigations yield tangible and direct benefits to the Government,

including criminal prosecution, significant fines and penalties, restitution, and asset forfeiture.

The most prevalent crime against SNAP is benefits trafficking, which involves a recipient exchanging
benefits for less than face value with someone who then claims reimbursement for the full amount.
The money involved in this type of SNAP fraud can be significant. For example, our analysis of two
Florida stores” SNAP transactions identified approximately $6.2 miltion in trafficking by their owners
and other co-conspirators. Between March and May 2010, four defendants pled guilty to wire fraud
and SNAP fraud, and were sentenced to prison terms ranging from 8 to 48 months along with

restitution orders ranging from about $350,000 to $2.2 million.

In providing SNAP oversight, OIG audit staff also conducts reviews desi gned to improve FNS’ overall
management controls for this program and others. Currently, we are auditing FNS’ compliance with
reporting requirements related to reducing improper payments for SNAP and the Nationa! School
Lunch Program (NSLP). Accbrding to the Department, improper payments for these programs in FY
2009 cost taxpayers nearly $2.2 billion for SNAP and $1.5 billion for NSLP."? Qur objective is to
assess NSLP’s and SNAP’s level of risk for improper payments, determine the extent of oversi ght
needed, and provide recommendations, as warranted, to improve how FNS identifies and reports

improper payments, and the agency’s plan to reduce them,

Y USDA’s FY 2016 Performance and A ccountability Report.
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Goal 3: OIG Work in Support of Management Improvement Initiatives

OIG continuously monitors risks to USDA programs in order to help the Department address

programmatic concerns, and to improve overall Department management. As part of this effort,

OIG investigates potential criminal activity and allegations of employee misconduct. In FY 2010,

our investigations included the following cases involving USDA employees and entities working with

the Department.

Our investigations uncovered a scheme by a Nebraska FSA employee to embezzle funds.
The employee entered false repayment rates and backdated repayment dates when servicing
FSA loans made to her and her husband. In total, she defrauded the agency of more than
$44,000, which she agreed to repay as part of a plea agreement. In June 2010, she was

sentenced to 8 months of house arrest and 36 months of probation; FSA no longer employs her.

Working with other Federal investigators, OIG determined that a Massaéhusetts corporation
collected millions of dollars from the Government for services it never provided.

The corporation offered training on computer software and other information technology.
Using a pre-paid voucher system, agencies paid up front for training that the company never
delivered. We found that several USDA agencies were victimized by this scheme.

In April 2010, the corporation agreed in settlement to return a total of $4.5 million.

In response to requests, including those from a former Secretary of Agriculture and a

U.S. Senator, OIG reviewed allegations against the United Soybean Board and the

U.S. Soybean Export Council. In July 2010, we concluded that there was insufficient evidence
to support the allegations, but recommended that the soybean board increase its oversight of the

export council.

Along with our other work, OIG is required to annually audit USDA and some of its agencies’ financial

statements as well as USDA’s information technology system security.

Pursuant to the Chief Financial Officers Act of 1990 and guidance from the Office of
Management and Budget, Federal OIGs are responsible for annual audits of Departmental and
agency financial statements in order to provide reasonable assurance that the financial

statements are free of material misstatements. USDA’s FY 2009 and 2010 consolidated



338

financial statements received an unqualified opinion,' as did the FY 2009 and 2010 financial
statements for five of six other USDA entities that are required to undergo a financial statement
audit." The sixth lacked sufficient support for transactions and account balances, and so

. . s . i . .y . 15
received a disclaimer on its financial statements because an audit opinion could not be given,

*  Asrequired by the Federal Information Security Management Act, OIG examined the security
of USDA’s information technology in FY 2010.'® We found that improvements have been
made but weaknesses remain. For example, the Department has not established a program to
secure remote access to USDA information systems, or to oversee systems operated on
USDA’s behalf by contractors and other entities. In order to mitigate continuing material
weaknesses, we recommended that the Department rethink its policy of attempting to achieve
numerous goals at the same time in short timeframes. Instead, USDA and its agencies should

accomplish one or two critical objectives before moving on to the next set of priorities.

The Secretary of Agriculture also requested that we examine the Department’s civil rights process.
Accordingly, we recently initiated an audit of USDA’s progress in addressing civil rights complaints
related to alleged discrimination in its programs. Specifically, we will assess USDA's decisionmaking
process for settling with complainants who allege discrimination. We will also followup on our prior

recommendations to improve USDA’s civil rights process.
Goal 4: Improving USDA s Stewardship of Natural Resources

USDA provides leadership to help America’s private landowners and managers conserve soil, water,
and other natural resources. Our goal in auditing these activities is to increase the efficiency and

effectiveness of USDA stewardship over natural resources.

For example, we are auditing Natural Resources Conservation Service (NRCS) controls over the
Farm and Ranch Lands Protection Program in Michigan. This program helps keep land in agricultural
use by sharing easement purchase costs with cooperating entities, such as nonprofit organizations, to

acquire easements that prohibit developing the land for other purposes. Since NRCS can fund up to

2 50401-70-FM, Department of Agricuiture s Consolidated Financial Si for Fiscal Years 2010 and 2009, Nov. 2010,
' We issued the following financial audits in N ber 2010: 85401-18-FM, Rural Development’s Financial Statements for Fiscal
Years 2010 and 2009, 06401-25-FM, (' dity Credit Corp ion’s Financial Si for Fiscal Years 2010 and 2009; 08401-11-FM,

Forest Service’s Financial Statemenss for Fiscal Years 2010 and 2009; 27401-35-Hy, Food and Nurrition Service's Financial Statements. for
Fiscal Years 2010 and 2009, and 05401-19-FM, Federal Crop Insurance Corporation/Risk Management Agency s Financial Statements for
Fiscal Years 2010 and 2009 (RMA operatcs and manages the Corporation, so they are included as a single emity for financial statement audits),
' 10401 -4-FM, Natural Resonrces Conservation Service 's Financial Statements for Fiscal Year 2010, Nov. 2010,

1% 50501-02-1T, U.S. Department of Agriculture, Office of the Chief Information Officer. Fiscal Year 2010 Federal Information Security
Management Act, Nov. 2010,
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half the cost, properly appraising the land beforehand is critical to ensuring that the agency pays its fair
share. Accordingly, our audit is focusing on NRCS’ oversight of easement appraisals in addition to
reviewing the agency’s controls to ensure that participants are eligible for the program and that the land

is properly monitored.
OIG’s FY 2012 Budget Request

We appreciate this Subcommittee’s continuing interest in using the results of OIG audits and
investigations to identify needed improvements in USDA programs. We also share your goal of
preventing improper payments of any kind and saving taxpayer dollars by improving USDA program
effectiveness and efficiency. So that we may continue to provide this type of work to the
Subcommittee and to USDA decisionmakers, we are asking today for your support of our

FY 2012 Budget Request.

Over the last S years (with total appropriations of approximately $413 million), OIG audits made
1,441 recommendations for needed program improvements, and $946 million in recommendations to
question costs or to put funds to better use. OIG investigations resulted in 2,610 successful

convictions, and $489 million in court-ordered fines, penalties, and restitutions.

The President’s $90.7 million budget request for OIG is conservatively set to support our current level

of effort, with three relatively low dollar but high impact enhancements to our capabilities.

»  $800,000 to support the costs involved in conducting audits that can statistically project the full
dollar value of improper payments in programs under review. OIG’s recent Recovery Act audit
of Rural Development’s SFH Guaranteed Loan Program—with a projected $4 billion in loans
made to potentially ineligible borrowers—is a prime example of the benefit of statistical
analysis. Because of the additional Recovery Act oversight funding, OIG was able to pay the
additional staff hours and fieldwork required to use statistical sampling while evaluating this
program. The requested funds will enable OIG to perform similar statistical audit work to
identify the extent of improper payments in other USDA programs, such as SNAP, crop
insurance indemnities, Rural Development loans, and payments resulting from the
Department’s agreement to settle the Pigford discrimination lawsuit, which together total about

$82 billion in annual expenditures.



340

e $613,000 to provide oversight of USDA’s multi-billion dollar international programs. Due to
limited resources, OIG has not been able to perform significant oversight of USDA
international programs for several years. We are seeking $613,000 to cover the increased staff
hours and travel costs necessary to audit and investigate these programs, which continue to
grow in funding and strategic importance. The programs we are considering for review include
the Department’s Food for Peace Program ($2.2 billion in FY 2010) and its Export Credit
Guarantee Program ($3.1 billion in FY 2010). OIG is also required to provide oversight of
approximately $100 million that the U.S. Agency for International Development has transferred
to USDA over the past few years in support of reconstructing and strengthening agricultural

and rural infrastructures in foreign countries,

s $162,000 to support investigator training requirements, including Federal law enforcement
training for new hires (OIG has experienced significant tumover due to investigators who have
retired), training for peer counselors for OIG’s new Critical Incident Stress Management

Program, and continuing legal training for special agents.

The President’s Budget Request for OIG also includes $455,000 for the Council of the Inspectors
General on Integrity and Efficiency (CIGIE), a council of Federal IGs established by the Inspector
General Reform Act of 2008. CIGIE’s mandated missions are to address integrity, economy, and
effectiveness issues that transcend individual Government agencies, and to increase the professionalism
and effectiveness of the IG workforce. The President’s Request proposes to fund CIGIE by adding
$455,000 to the budget requests of the 15 largest OIGs (including USDA OIG), which will then
transfer the funds to the council. As CIGIE’s first elected chair, I ask for the Subcommittee’s positive
consideration of this portion of our request. CIGIE has already proven particularly useful in providing
cost-effective professional training for OIG staff Governmentwide; enhancing cross-agency
effectiveness through identifying best practices; and improving program integrity, efficiency, and cost-

effectiveness throughout the Federal Government.

We would be happy to provide the Subcommittee with any additional information the Members and

staff find useful in considering our FY 2012 budget request.

This concludes my testimony. Thank you again for inviting me to testify before the Subcommittee.

We would be pleased to address any questions you may have.
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Mr. KINGSTON. Well, thank you very much, and in response to
your last request, often those numbers are actually set by another
committee, and so we don’t have as much control on it as we want
to ourselves. But we certainly plan to work with you, and we do
recognize the importance of your good work.

One of the questions that I wanted to ask you about in terms of
the error rate and improper payments, though, you have not men-
tioned farm payments, and I think that we should look very care-
fully at SNAP error rates and at farm payment error rates. And
one of the reports that I have read, and it may have been last
year’s testimony, but it was one of your reports, it was just incred-
ible to me the number of people who had broken the law fraudu-
lently, and yet still were involved in the program.

And your number of 3981 that says FNS did not debar 3,981
SNAP retailers, I am just amazed. Why? Why is that so hard? Why
is that even a thought process that if you break the law, you know,
maybe we are not going to take you to jail? Maybe we are not the
ones to prosecute you, but we are the ones who say you are not
going to participate in the program anymore, and so that’s it.

SUSPENSION AND DEBARMENT

Ms. FoNG. Well, I think we agree with you that the suspension
and debarment process needs a lot of work within USDA, and we
feel very strongly that if a person has been convicted of a crime,
especially involving a federal program, it makes perfect sense to
debar them from participating in USDA programs as well as all
government programs, and we are working with the Department to
implement that.

I know that on our investigation side, whenever we have convic-
tions and indictments, we provide a monthly report to the agencies
within USDA and we make it known to them that here it is. Here
is the list. Some agencies are more responsive than others; and, I
think one of the issues that we are dealing with right now is work-
ing with the Department on its regulations, on suspension and de-
barment, to make sure that the exclusions that they have for cer-
tain program areas really make sense.

We do not have a basis for evaluating whether their exclusions
make sense, but we do question them. So we are working on that.

Mr. KINGSTON. Who is responsive, and who is not?

Ms. FoNG. I believe RMA has been responsive.

Mr. HARDEN. RMA is actually one of the agencies that is most
responsive and uses suspension and debarment quite actively. FNS’
explanation to us, which we are still working with them on, is that
they put the retailers on it.

Mr. KINGSTON. RMA is who?

Mr. HARDEN. The Risk Management Agency.

Mr. KINGSTON. Yeah. I was thinking Risk Management.

Ms. FoNG. Crop insurance?

Mr. KINGSTON. No, Risk Management is involved in SNAP.

Mr. HARDEN. No. You asked where in the department.

Mr. KINGSTON. Oh, okay. All right. Yeah. Okay. So you are talk-
ing farm.

Mr. HARDEN. It is outside of FNS.



342

Mr. KINGSTON. Yeah. I got it. We were blending farm payments.
Okay. Who is not responsive?

Mr. HARDEN. One of the examples that you gave with FNS is
they put their retailers on a list that takes them out of the pro-
gram, but they don’t share them with the actual list that debars
them from all government programs. And that’s where we are
working at the department now on each one of the recommenda-
tions to work with the agencies as to their justification for exclud-
ing programs for suspension and debarment.

Mr. KINGSTON. Why is that so hard, though? Because here we
are working with it and I understand your role is working with
them; but, it still seems to me that under the management of
USDA it shouldn’t be that much of a mystery. Either you are doing
this or you are not doing it, so I am asking your opinion of it. I
am not holding you responsible.

Mr. HARDEN. I am kind of in the same boat you are. We don’t
understand why it is so hard. But when we start talking to the dif-
ferent agencies and counsel’s office, and trying to see and provide
us with evidence as to why something should be excluded, they
have yet to provide that information, so we still have those rec-
ommendations open.

Mr. KINGSTON. Well, you know, it is interesting. In this town,
both parties always talk about waste, fraud and abuse as a way to
cut spending, and we are all in agreement with that. You are the
folks who always have these unbelievable stories of waste, fraud
and abuse, and yet in my years on this committee in Democrat and
Republican Administrations, it always seems to be that we are
working to get this under control.

I think right now we need to go ahead and get this under control,
and any advice you can give us on, okay, here is how to do it, be-
cause these folks aren’t going to do it on their own. You’ve got to
go ahead and put a hammer on them and make sure it is done. So
my time is up, but I want to continue that discussion.

Mr. Farr.

Mr. FARR. Well, thank you, Mr. Chairman. I will just follow up.
I mean is the authority there for all the agencies to do it? Is the
training, because it is sort of a legal role. You can appeal these, I
imagine, so is it a lack of training among personnel? I mean what
is it it takes to crack down? And it is universal in the department.

I mean you didn’t go into any of the farm payment programs,
and you know, we just hear abuses of that all the time, usually,
reading about it in the press; but, you audit those payments as
well? And nothing in your report here about it.

Ms. FONG. Let me address suspension-debarment at a more phil-
osophical level.

Mr. FARr. Okay. Yeah.

Ms. FonG. This is an issue that it is very difficult, and we see
it among many departments and agencies in the executive branch,
because frequently IGs come in and say, “you need to really pay
attention to this, you need to act against the bad actors.” What you
will hear from the program side is “Well, we understand that, we
see where they made a mistake, but we depend on these entities
to deliver the programs.” And so if we were to debar them or sus-
pend them, there would not be an adequate delivery.
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Mr. FARR. But a lot of those you are talking about programs that
go to private sectaries, and aren’t they bidding on those programs
competitively? Isn’t there some competition out there who could
pick up that bid if they were disbarred? And aren’t you in charge
of the counsel of all the AGs to be looking at this?

Ms. FoNG. Exactly. Exactly. And the reason I am bringing this
up is because a number of us as IGs have testified on this issue
in the last year. There’ve been hearings in some of the other com-
mittees on the hill. We are all dealing with these issues. And so
what we are trying to do as a group of IGs is to make sure that
our internal processes work, that we are identifying parties that
are appropriate for suspension or debarment, that we are providing
notifications and lists of those parties to the departments, and that
we are issuing reports that point out where the department really
needs to do further work.

Mr. FARR. Is the procedure for this different with each depart-
ment?

Ms. FoNG. Well, each department has its own regulations.

Mr. FARr. Okay.

Ms. FoNG. And I think USDA’s are unusual.

Mr. FARR. Do they have enough authority? I mean there is noth-
ing missing in congressional enactment that you need. It is just
trying to get a standardized process, somewhat standardized proc-
ess here, if they each have their own regulations; but, it seems to
me that this sort of—all the reporting of contract frauds I mean—
you know. Bill Gates is next door and I will bet there is a lot of
discussion going on right now about defense contractors.

But, you know what? Your testimony is essentially the same as
the testimony was made 20 years ago to this committee, and what
is changing in this field? And I think the chairman is right about
suspension and debarring of people.

Mr. KINGSTON. Will the gentleman yield?

Mr. FARR. Sure.

Mr. KINGSTON. And I am going to emphasize that there is a high
degree of frustration here, because I think Mr. Farr is absolutely
right. Ten years ago, different administration, different people at
the table, different people on this panel but same testimony, and
I think we really would love to see, you know, the end of all this,
whatever.

Our constituents are crying for it, and I feel very strongly that
whether it’s “Red” state or “Blue” state politics, it should still be
the same measurement. We have got to crack down on this. So we
have a lot of unanimity, I guess, on that.

Mr. FARR. Do you need more authority?

Ms. FONG. I don’t believe it is an issue of authority. And to add
a little more nuance to this, we are engaged with the Department,
the CFO’s office, the chief financial officer’s office is engaged with
all of the agencies to move them forward on this and we are in con-
sultation with them on their regulations.

We believe that progress is being made, although it is slow, and
so we are continuing to engage with them. We are not going to let
this issue drop, because it’s a government-wide issue and we need
to prioritize.
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Mr. FARR. Do you prioritize? I mean there are some issues here
about SNAP, and I am glad you are going after, sort of, the ven-
dors, rather than just the individual, who may be poor and illit-
erate and may be misqualified; or, essentially, children who are in
the wrong line in school, I mean, you are looking at the bigger cost
issues.

I have some follow-up questions, but my time is running out. But
I really get a sense of, I mean, what I think is what we are sur-
prised to see; that there is nothing in here about the farm pay-
ments that are being made, and that whole list of categories that
I think we yesterday pointed out that there were—what—32 dif-
ferent programs of dealing with where individuals could qualify for
federal assistance.

Ms. FoNG. Well, our testimony was developed, focused on sort of
the highlights of what we have done in the last year. That’s not
to say that we are not looking at the farm programs. We have a
lot of ongoing work in that area; and, in terms of improper pay-
ments, we have, as you know, responsibilities under the new im-
proper payments law in the executive order to look at the Depart-
ment’s efforts across the board to make sure that each agency is
identifying in where their improper payments lie and that they
have good plans to remediate their improper payments. And so we
are in the middle of doing all of that, and FSA, you know, is among
our list of entities to look at.

We also have work going on in BCAP, which I think you might
have noticed we highlighted in our testimony. We are very con-
cerned about how that’s all developing.

Gil, would you like to add?

Mr. HARDEN. Another area that we will be looking at improper
payments for farm programs is the SURE program, which is a new
program.

Mr. KINGSTON. Did you say SURE or sugar?

Mr. HARDEN. SURE, supplemental revenue. I am trying to re-
member what the acronym stands for.

Mr. KINGSTON. Well, is it a disaster program?

Mr. Latham.

Mr. LATHAM. Thank you, Mr. Chairman.

I guess somewhat to follow up on the topic here in your semi-
annual report, the second half of 2010, your investigation disclosed
two brothers who were able to defraud SNAP of about $800,000
over three years by exchanging SNAP benefits for cash. And a
similar problem was found in the WIC program. What we have
been told for years, that this wasn’t going to be happening, to the
extent that apparently it is, what is happening? Is there something
new going on, or what?

Ms. EvLis. Is this on?

Mr. LATHAM. There is no button there or switch.

Ms. ELLIS. Okay. Good. It makes it easy for me. What we have
found, I mean I think the idea being that going to the electronic
benefit transfer would eliminate or reduce fraud. I think what we
have found out in our work is that it has made it easier for us to
build our investigations, because everything is done electronically,
and there is a record now.
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We get to a point now when we do our investigations where we
can literally sit in our office, and on a computer watch transactions
occurring. So it may have had a deterrent effect, maybe, at first.
But what we have found is that for us the crime has just become
more sophisticated, more technologically advanced, making it much
easier for us to build our cases more so on paper; whereas, before,
our EBT cases, or at the time our food stamp cases, were more field
work intensive. So it has just raised the level of technology.

Mr. LATHAM. So it is easier for you to track, but we still have
very innovative people out there trying to do.

Ms. ELLIS. Yes, and they do try to find different ways to cir-
cumvent the system.

Mr. LATHAM. In your opinion, are there things that we could do
legislatively or whatever to help you or to really crack down fur-
ther?

Ms. EvLIs. I think for our purposes the tools are there for us
with regard to legislation and laws. I think it is a matter of work-
ing closely with the agency and the agency working with the states,
and where my audit counterpart can help out with finding where
there are weaknesses or loopholes and make suggestions to the
agency.

I do have to say though that in my years of working at USDA
and working with FNS, they are always very open to our side of
the house to investigations. When we find problems, they will work
with us to try to remedy them.

FRAUD IN RECOVERY ACT PROGRAMS

Mr. LATHAM. In the same report, rural development and the “Re-
covery Act” had $1.56 billion in loans that were meant for buyers
of very low incomes for the single family housing direct loan pro-
gram, if you look over here, where the answer is over here. Okay.
And, apparently, there were some people getting loans that their
incomes were not being verified or too high to qualify, or some-
thing, what is the reason for that or what needs to be done?

Mr. YOUNG. Well, in that particular case, the rural development
or rural housing service wasn’t getting the documentation they
needed to review. They hadn’t set up a second party review, so
loans were being approved, but they didn’t have that second party
review to ensure that they had all the information ensuring that
the people getting those loans were eligible for the loans. Their con-
trol process broke down and allowed some ineligible loans to be
made.

Mr. LATHAM. Were there guidelines in place to verify?

Mr. YOUNG. Yes. There were guidelines. I think the reason some
of this happened, you had a lot of money that needed to get out
very quickly. And some of the people were somewhat overwhelmed
because of the number of loans they were making. And, as a result,
some of the controls fell by the wayside, such as second party re-
view.

Mr. LATHAM. Who was rushing?

Mr. YOUNG. There seemed to be within the agency staff, a feeling
that since this money was made available, they wanted to get that
funding out or those loans out as quickly as possible to address the
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recession, to address the farmers that needed help in the housing
area.

Mr. LATHAM. Okay. So I mean was there a dictate from above,
or something, that said no matter what, don’t follow the rules. Get
the money on a shovel and move it out the door?

Mr. YOUNG. No. I am fairly sure there was no one saying don’t
follow the rules. But I think just the sheer volume of the work they
had to do, when you have so many people and so much work to do,
sometimes some of those controls fall by the wayside because of the
sheer volume of program participants.

Mr. LATHAM. Okay. My time is expired. Thank you.

Mr. KINGSTON. Ms. DeLauro.

Ms. DELAURO. There are a couple on your side over here before
I was, so let them.

Mr. KINGSTON. Mr. Nunnelee.

Mr. NUNNELEE. No questions.

Mr. KINGSTON. Mr. Grace.

Mr. GRACE. I am listening in awe.

Mr. KINGSTON. Ms. DeLauro.

Ms. DELAURO. Thank you, Mr. Chairman. Just a couple of ran-
dom observations.

SNAP PROGRAM ERROR RATE

First of all, I don’t know, and if we could get this information,
how the SNAP error rate of approximately 4.4 ranks in comparison
to other government programs, and that is such as direct payment
to farmers, oil subsidies, or mineral subsidies. I also understand
there were serious mistakes that were greater than anything that
we are talking about here, and the guaranteed housing program,
that in fact were the errors. And the people who were responsible
were bankers, and that is in your testimony.

So it would be interesting to note that 27,000 loans were ineli-
gible for the program—33 percent of the portfolio with a projected
total value of about $4 billion. So I think it would be useful to lay
out, because there is always an abiding interest in what happens
in the SNAP program. It is always interesting to me that that is
the place where we direct our attention. But we have got some
other serious offenders here, and quite frankly the error rate, I be-
lieve, since 2004 has gone from around 10 percent down to about
now 4 percent.

We have had a tremendous rise in the number of people partici-
pating in SNAP, and as I congratulated Secretary Vilsack, yester-
day, I think that managing that increase with an error rate that
is a low one by some standards, but I think for the benefit of the
committee, it might be useful to look at this information so that we
can have an accurate picture and not just kind of cherry pick, ei-
ther from the side of a farm payment issue, or from the side of the
SNAP issue. So let me ask you to provide me with that informa-
tion, if you can.

Ms. FonG. Okay.

Ms. DELAURO. And SNAP is USDA’s largest program in dollars
spent, number of participants, so we are looking at what is osten-
sibly a low error rate. That doesn’t say we shouldn’t correct what
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we need to, but we ought to be equitable in our correcting and em-
phasize where the most egregious offenders might be.

And I don’t know if you know something about what the percent-
age of error rate with regard to the guaranteed loan program, with
the mineral subsidies. I don’t know if you have that off the top of
your head, now.

Ms. FONG. We can provide a chart, too, that the Department
compiled in its Fiscal Year 2010 PAR

Ms. DELAURO. That would be great.

Ms. FONG [continuing]. Which lists the improper payment rates
for all of the agencies within USDA.

[The information follows:]
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(Discussion of SNAP error rates, a list of improper payment estimates (error

rates)

for other USDA agencies.)

The table below, as cited on page 227 of USDA’s Performance and
Accountability Report for Fiscal Year 2010, provides the summary level
information for all high risk programs cutlining improper payment rates for
the last two years and future reduction targets. When a number cannot be
provided, an explanation is provided in the notes below. The table includes
amounts from program sampling results. USDA programs report results the year
following sampling activity. For example, results reported during FY 2010
represent measures of FY 2009 outlays and program activity.

improper Payment Sampling Results {§ in millions)

Results Reported

Results Reported

in FY 2009 in FY 2010

Program Qutlays IP% IPrS Outlays IP% IPS
Marketing Assistance 4,935 2.56% 85 4,151 0.81% 35
Leoan Program, FSA/CCC
[Note #3]
Supplemental Nutrition 34,611 5.01% 1,733 50,360 4.36% 2,195
Assistance Program, FNS
[Note #61
National School Lunch 9,436 16.44% 1,551 8,925 16.28% 1,453
Program, FNS [Note #1] 9,436 9.56% 902 8,925 9.40% 839
Total Program 9,436 6.88% €49 8,925 6.88% 614
Certification Error
Counting/Claiming Error
School Breakfast 2,273 24.62% 560 2,534 24.87% 630
Program, FNS [Note #1] 2,273 8.83% 201 2,534 9.08% 230
Total Program 2,273 15.79% 359 2,534 15.79% 400
Certification Error
Counting/Claiming Error
Women, Infants and 4,483 N/A N/A 6,480 N/A N/a
Children, FNS [Note #2] 4,483 N/A N/A 6,480 N/A N/A
Total Program 4,483 1.27% 57 6,480 1.17% 78
Certification Error
Component
Vendor Error Component
Child and Adult Care 2,214 N/A N/A 2,461 N/A N/A
Food Program, FNS [Note 713 2.07% 15 211 0.99% 9
#21 713 N/A N/A 911 N/A N/A
Total Program
FDC Homes - Tiering
Decisions
FDC Homes - Meal Claims
Milk Income Loss 2 N/a N/A 602 0.66% 5
Contract Program, FSA
[Note #5] ([Note #3]
Loan Deficiency & N/A N/A 114 0.44% 0.5
Payments, FSA [Note #5
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Results Reported Results Reported
in FY 2009 in FY 2010
Program Qutlays IP% iP$ Qutlays IP% IP$

[Note #3}
Direct and Counter- 4,948 0.42% 20 5,821 0.96% 56
Cyclical Payments, FSA
[Note #3]
Conservation Reserve 1,876 0.72% 11 1,814 1. 20% 24
Program, FSA [Note #3]
Miscellaneous Disaster 2,245 0.90% ig 108 4.60% 5
Programs, FSA [Note #3]
Noninsured Assistance 67 14.20% 8 59 11.65% 7
Program, FSA [Note #3]
Wildland Fire 1,016 0.00% 0.0 710 0.00% 0.0
Suppression Management,
FS
Rental Assistance 887 2.06% 18 979 1.39% 14
Program, RD
Federal Crop Insurance 3,545 5.79% 208 8,680 6.05% 525
Corporation Program
Fund, RMA [Note #4]
Farm Security and Rural 1,320 0.03% 0.0 1,505 0.41% 6
Investment Act
programs, NRCS
USDA Total 72,363 5.92% 4,283 83,853 5.37% 5,039

Note #1: Information has not been adjusted for interaction between the
different sources of certification error and counting/claiming error.
Improper payment rates (School Year 2008/09) times SBP outlays (FY 2009).
Note #2: WIC and CACFP tests components of their total program. WIC currently
tests and reports on the vendor error component of the payment process. The
WIC certification error component information should be available in 2011.
CACFP currently tests and reports on the FDCH tiering decision component of
the payment process. FNS continues to evaluate the measurement processes for
the CACFP meal claim component. It has not set a date for measurement and
reporting.

Note #3: The FY 2010 estimated improper payment dollar amounts for MAL, DCP,
CRP, MDP, and NAP may reflect variances from the relationship between the
improper payment percentage and the outlays amount. These variances result
from the complex, multi-stage statistical sampling methodology developed by
the contract statistician in calculating the independent projections of the
dollars/percentages in error. The variances are a complex ratio egtimate
weighted with respect to the payments within their applicable county
stratification. They reflect the variability within the payment data and
occur with a 90-percent confidence level. The MAL, DCP, CRP, MDP, NAP, MILC,
and LDP universe of payments for the FY 2010 was September 2008 through
August 2009, The measurement period was adjusted to meet the report
timeframe.

Note #4: RMA uses a three year running average to calculate the improper
payment error rate. This is the fifth year RMA has used this process to
measure the improper payment error rate.

Note #5: FSA did not measure MILC and LDP for the FY 2009 IPIA review and
reporting cycle since sampling was not cost effective due to the very low
cutlay amounts ($2 million for MILC and $6 million for LDP) . FSA nmeasured
MILC and LDP for the FY 2010 IPIA review cycle.
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Note #6: The SNAP FY 2010 improper payments error rate and estimated amount
of improper payments for payments made in FY 2009 reflect the ARRA
requirement to exclude small errors of $50 and less. Future performance may
be affected by the expiration of this provision. USDA and OMB continue to
evaluate SNAP improper payment targets. The targets may be adjusted in
consideration of increased need resulting in further growth in the program,
which has been unprecedented in the last year, State budget constraints, and
other related factors.
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Ms. DELAURO. One of the things I wanted to follow-up, some-
thing that Mr. Farr said. Well, we are going to get another round,
I am sure. What would you need? In other words, you make rec-
ommendations to the agencies, and this is every inspector general.
And it is nice to see you all again, anyway. Thank you very much
for being here.

You make the recommendations and then you rely on the agen-
cies to carry out the recommendations. Correct?

Ms. FoONG. Correct.

Ms. DELAURO. Is that right? Now I am also taken with, so then
with your portfolio of the various audits, investigations, and what
you have to do, and agency recommendations, and following up
year in and year out, you need to have staff that deals with all of
that for you to have accurate information and data to know what
they have done and what they haven’t done. Correct?

So I have got a two-part piece here. One is what else could we
do for you that would allow you to have a greater opportunity for
follow-up with the agencies to see where they are going and to be
able to monitor that more closely. And then I would like to ask you
is given that the OIG’s office is cut by $8.7 million under the budg-
et that was passed last week, it is a reduction of about 10 percent.

The USDA OIG’s budget was cut more than any other IG office
in other departments again, as I understand it. Treasury, Interior,
a cut of one percent. The less, Defense IG, received an increase of
17 percent, because ACR would be enacted. So late in the fiscal
year what would be the impact of the cut to your office? Would you
have to furlough employees? If so, how many?

How would this impact the work of the OIG? Would audits, in-
vestigations have to be delayed or suspended? Would the office
miss statutory deadlines for audits? How would your office have to
reassess its priorities? Would your office have to shift away from
investigating improper payments in order to focus on public health
and safety priorities?

My time is up. I'll repeat them in a second go-round so that you
can answer this for us, both from the point of view of what you
need to continue to follow-up on these investigations and audits,
and what would the majority’s cuts to the OIG budget at USDA
mean in terms of your workload and your personnel?

You can answer it in the next round. Mr. Chairman. Thank you.
Thank you for your indulgence.

FRAUD IN FEDERAL PROGRAMS

Mr. KINGSTON. Thank you.

Ms. Fong, what I don’t understand is it appears that the fraud
is common. Would you say that that’s true or false?

Ms. FoNG. Fraud is common in any particular program?

Mr. KINGSTON. In all of them. I mean from the housing to farm
programs to SNAP. Those are the three we have talked about. It
seems to be common.

Ms. FonNG. I think what I would say is that in general, if you
have a federal program that has a lot of dollars and, in particular,
in situations where dollars are going out quickly and people see an
opportunity, it is human nature that there will be some element of
the population who will look for a way to take advantage of a fed-
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eral program. And so, I think, if you look government-wide, vir-
tually every program will have some level of fraud. Now, that’s not
to say that while that’s not surprising, that’s why we are here.

Mr. KINGSTON. But would you say the government is easier to
steal from than other places?

Ms. FoNG. Well, I don’t know if it is easier to steal from the gov-
ernment or other places.

Mr. KINGSTON. That is why I voted against a bailout. [Laughter.]

Ms. FoNG. But I will say that I think the government has in
place a structure to try and deal with those situations, and that
structure is comprised of program managers on the very first level
of defense who need to pay attention to make sure that their pro-
grams are run effectively and have the minimum potential for
fraud. And then the next level of defense is the IG system, which,
you know, is here to help the program managers get a third party
objective look and advise on how they can tighten up. And, if in
fact people get through and commit fraud, we are here to go after
them so that there is a deterrent effect against future fraud.

LOAN GUARANTEE PROGRAMS

Mr. KINGSTON. Well, let’s talk about the $4 billion in the loan
programs, the loan guarantee programs. It said that a lot of people
got loans that weren’t eligible. Did any employees of the USDA lose
their job because of that incompetency? Ms. Fong.

Ms. FoNG. I would suggest—my sense is that the answer is no,
but you might want to ask the undersecretary for RD that ques-
tion.

Mr. KINGSTON. Okay. You know that is an interesting response,
because last year I had a similar question to you, and you had said,
“No. You need to ask them, because we only make the rec-
ommendations.” Maybe there needs to be something that bridges
your action with their action a little bit stronger, because it ap-
pears that if your recommendations are merely academic, and then
from then on out somebody is not going to do anything about it,
then we are going to continue to have these repetitive hearings.

I had a friend of mine, many, many years ago, right out of col-
lege, real smart guy, was the treasurer of his church. I mean he
was like 23 years old, just out of college, a really bright kid, and
figured it out that the preacher was stealing money out of the col-
lection plate. And he went to the adults on the vestry and he told
them. This was a preacher. Everybody loved the guy. He was great.
How could he be stealing? It can’t be possible.

So what they ended up doing is they planted $20 bills in the con-
gregation and wrote down the serial numbers, and they did this
several times. And the last person to get the collection plate was
the preacher and those $20 were gone. So they went to the church,
and the church said—their reaction, and this is my 23-year-old,
idealistic friend who believes in everything good and great and the
church says to him—the upper church says, “Well, don’t do any-
thing rash. You have to be careful about these things.” This is a
preacher stealing! And the message to the 23-year-old was, you
know, you don’t always have to play by the rules. They’re optional.

And I wonder if we haven’t sent that signal in the USDA that,
you know, some fraud is going to happen, and maybe we are not
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going to be that tough about it. I mean $4 billion in the loan guar-
antees and nobody gets

Ms. FONG. Let me just clarify, a little bit. In that audit we found
that it appeared that a number of borrowers who should not have
gotten housing loans got them. Now, as it was pointed out, it was
a guaranteed program, so the banks are the ones who bear the
brunt of it.

Mr. KINGSTON. Did they get eliminated from the program, from
eligibility?

Ms. FONG. I don’t believe RD has taken action on that, and here
we get into the whole issue of how the program agencies want to
deliver their programs.

Mr. KINGSTON. But, the banks, just like the grocery stores,
should be responsible for their own employees and they should not
be eligible anymore. And if we are sending a signal, that is the op-
tion.

Ms. FonG. Well, I do not believe our office is sending that signal.
We have gone up against the program.

Mr. KINGSTON. Does it drive you crazy?

Ms. FONG. Yes. We have continuing debates about this audit. We
have briefed the Secretary and the Deputy Secretary, and they are
committed to taking action.

Mr. KINGSTON. Well, my time has expired, but I think what
would be really good is you guys turning up the volume to us and
saying, “Okay, you people in Congress need to know we are giving
the same testimony over and over again. And you are the bridge,
and it is not getting through to the people who should be taking
role and kicking tail. And it’s not happening. We can’t do it, but
you all can.” And I don’t think we are hearing that from you, be-
cause what I'd like to get, we will have another round, is some rec-
ommendations where do we go from here.

[The information follows:]

(Recommendations for what needs to be done to strengthen “the bridge” between
OIG recommendations and implementation.)

Agency leadership and staff have been very positive in responding to OIG’s rec-
ommendations. OIG works closely with agency officials and staff to timely reach
agreement (i.e., achieve management decision) and, in coordination with the Office
of the Chief Financial Officer (OCFO), implement agreed to actions. However, issues
do arise in reaching agreement and final action on some recommendations. When
that happens, we follow established procedures to elevate our concerns.

In USDA’s Departmental Regulation on Audit Followup and Management Deci-
sion, DR 1720-1, Appendix A (which is currently being updated), there are specific
steps in place that agencies are to follow in reaching agreement on OIG rec-
ommendations. Included are elevation milestones if agreement is not reached within
a 6-month timeframe. The timetable and actions described below do not preclude
elevation to the next level at any time. The timeline follows.

e Within 60 days of the audit release date, the agency must propose a prelimi-
nary management decision to OIG for each recommendation in the audit report for
which there was no management decision made at the time of report issuance.

e If an agreement with the preliminary management decision has not been
reached within 90 days, both OIG and the agency will alert their respective senior
officials of the differences and potential problems in reaching agreement.

o If agreement has not been reached within 120 days, OIG will prepare an Audit
Decision Paper summarizing disagreement with the preliminary management deci-
sion, and will discuss the Audit Decision Paper with the management officials.

e If agreement with the agency head has not been reached within 135 days, the

Audit Decision Paper will be elevated by OIG to the applicable Under or Assistant
Secretary.
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o If, after 150 days, an agreement has not been reached, the Audit Decision Paper
will be elevated by OIG to the Department’s Audit Follow-up Official, the Deputy
Secretary, who will render a management decision.

If an agreement still has not been reached within 6 months (180 days) after
issuance of the final report, the audit is reported in OIG’s Semiannual Report to
Congress.

In April 2010, the Secretary established an initiative to close out late OIG rec-
ommendations. The agencies have taken the Secretary’s initiative very seriously. All
agencies are working diligently with the Office of the Chief Financial Officer, who
has been instrumental in this initiative, to reach final action in order to get old rec-
ommendations off the books. Agency staff have also been responding more timely
to new recommendations reported by OIG.

Mr. Farr.
IG AUTHORITIES

Mr. FARR. To follow up on that, you don’t take the legal action,
you just point out the error or the misconduct, and then it’s up to
the agency’s lawyer to prosecute? Or what is it, AG?

Ms. FONG. Or take whatever action. In this case, I don’t believe
we found fraud in any of those situations. It was not fraud. It was
more oversight or not following the regulations, so it’s not crimi-
nally prosecutable. And so, then the question is what is the agency
going to do about it. Is it going to comply with its regulations or
is it going to change its regulations?

I think that is a policy issue that they are struggling with right
now. Let me just address, philosophically, the whole structure of
what IGs do, and I think all of you are bringing this issue on the
table out of a sense of frustration; and, certainly, we have that
sense as well. As IGs under the law we report to you and we report
to the Secretary, and we issue our reports directly to you and we
testify before you.

We bring to you issues that we think are significant, and I am
very pleased that at these hearings you are so interested in what
we are hearing and you want to see further action—I think you are
going about it the exact right way—that you are having these over-
sight hearings, that you are talking to the Department officials, the
policymakers, and you are putting it on the table with them: What
are you all going to do about this; because that is exactly the right
role for you and for us.

Mr. FARR. But that goes to my question of the authorities. 1
mean you have authority to blow the whistle, but you don’t have
the authority to stop the game.

Ms. FONG. Precisely. The Inspector General Act very clearly says
we cannot run a program. We do not make decisions on funding.
We cannot fire employees unless they are within our own office.
And it’s there for a reason.

Mr. FARR. But you pointed out in your testimony what you are
going to do with your additional money is you are going to increase
the instruction on suspension and debarring. Is that the right
word? To give the agency staffs the knowing how to do that prop-
erly, right, is that what it takes?

Ms. FONG. We can. Part of our role is to inform, to educate, to
persuade, and convince. A part of our role is to provide information
so that the agencies can act on that information.
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Mr. FARR. But your responsibility then is to train people on how
to use the authorities they have to take some legal action to stop
the game, so to speak.

Ms. FoNG. I would hesitate to use the word “responsibility,” but
I will say a role that we can play is to educate and train.

Mr. FARR. Well, I mean I think everybody on this committee is
frustrated. And I am sure every committee and subcommittee of
appropriations is frustrated in hearing this testimony, because
yeah, we do like to hear the whistleblowers, but we are frustrated
that once you hear it that the agencies aren’t playing the role
they’re supposed to play to effectively remedy the situation.

STATE ENFORCEMENT OF SNAP

I mean throughout your testimony, that’s what I kept under-
standing, and some of your audit responsibilities are, because some
of the cops in this are not federal cops. We deal with states. What
are the states that have the worst reputation of not being able to
do enforcement?

Ms. FONG. You are talking about the nutrition programs?

Mr. FARR. SNAP is the biggest program in the whole USDA.

Ms. FoNG. We may have to provide that information to you, be-
cause we don’t know that.

Mr. FARR. I think you said you had that.

Ms. Fong. Well, we have the improper payment rates. We can
provide you a chart on improper payment rates within programs.

Mr. HARDEN. That’s not the state.

Ms. FoNG. Right. Right.

Mr. FARR. Pardon me?

Mr. HARDEN. The listing of programs that have improper pay-
ment rates is not the same as the states that are the bad actors.
That would be two different lists.

Mr. FARR. What is the one—we have some information about
Texas and Indiana.

Ms. DELAURO. That is erroneous. The highest error rates, as I
understand it, is Texas and Indiana.

Ms. FONG. That may be. They are on the watch list, yes.

Mr. FARR. So that is for error rates, but what we are talking
about is weak enforcement. Right?

Ms. FoNG. Well, they may be related. The fact that there are
high error rates may, if a state has a very high error rate, then
the agency needs to be focused on that and to employ whatever
tools they have to penalize, as it may.

Mr. FARR. So walk us through the process. You have a SNAP
program. It is the biggest program USDA has, the most money
going out. You work for the states, because we don’t administer it.
It is state administered.

Mr. HARDEN. Right.

Mr. FARR. So what we do is monitor. So if you find an error rate,
t}}?en what? Who slaps the hands of the state and how do you do
it?

Mr. HARDEN. Well, where it starts, initially, is the Food Nutri-
tion Service provides the oversight through their regional offices to
the states, and states have high error rates. They have ways, for
like the SNAP program, of administering sanctions to the different
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states to encourage them to lower their error rates. And then they
also have

Mr. FARR. Encourage them to lower their error rate.

Mr. HARDEN [continuing]. Bonuses.

Mr. FARR. They just defrauded the Federal Government a lot of
money and you are going to get encouraged. “Don’t do this any-
more.” Is that all that happens?

Mr. HARDEN. I am not going to be able to speak all of FNS’s proc-
ess, but they are the first line of oversight in terms of——

Mr. FARR. But you are overseeing them.

Mr. HARDEN. And we would go in and look at how they are run-
ning the program and are they following up and carrying out the
roles and responsibilities that they have. And if we find that they
aren’t, then we would be making recommendations as to how to
strengthen those weaknesses.

Mr. FARR. My time has expired. Thank you.

Mr. KINGSTON. I think we’re seeing a theme here.

Mr. Latham.

Mr. LATHAM. Thank you, Mr. Chairman.

In your testimony, there was a case in Massachusetts, a corpora-
tion that collected millions of dollars in government money for serv-
ices they never provided. Apparently it was an IT training, or
something like that. And it’s just amazing to me that this is a pre-
paid voucher system, where they got the money ahead of time but
never provided the service.

How widespread is this system? Is there no control over this? Or
how did this happen?

Ms. ELLIS. This is to kind of explain, when you buy a computer,
sometimes you prepay on your personal computer training. And
sometimes we take advantage of it, and we actually go to the store
where you bought the computer, and we get that training, and
sometimes we don’t.

And in this case, it was very similar. It was a large company that
gave IT-type training, that the government had contracts with. And
certain training aspects were not followed through.

The people did not go to the training. But still the company
charged.

In answer to your question, we did work this case jointly with
several other federal agencies. And within USDA, there were a
number—I'm looking at my list, I'm going to say maybe about ten
different USDA agencies, that also had contracts with this com-
pany.

So it was pretty widespread.

Mr. LATHAM. Ten different USDA?

Ms. ELL1s. USDA agencies that had contracts with this company
for this training purpose. In addition to other federal agencies.

Mr. LATHAM. With similar results with all of them?

Ms. ELLIS. Yes. What had happened was our agency worked with
other federal law enforcement agencies as a team, and we inves-
tigated this company and the various contracts.

So we were able to pull all of our information together.

GSA was one of them, Department of Commerce, and DOJ
worked jointly with us.
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Mr. LATHAM. Can you give me a list of the other agencies that
were involved with this also?

Ms. ELLIS. Yes.

Mr. LATHAM. Please, if you would.

Ms. ELLIS. I'll supply that for the record.

[The information follows:]

(Listing of other agencies involved in investigation of the contractors and the pre-
paid voucher false billings.)

Working with other Federal investigators, OIG determined that a corporation
doing business in Massachusetts collected millions of dollars from the Government
for services it never provided. The corporation offered training on computer software
and other information technology. Using a pre-paid voucher system, agencies paid
up front for training that the company never delivered. We found that several
USDA agencies were victimized by this scheme. In April 2010, the corporation
agreed in a civil settlement to return a total of $4.5 million to the Government.

This was a joint investigation by USDA-OIG, General Services Administration
(GSA)-OIG, the Department of Commerce-OIG, and the Department of Justice. The
investigation involved USDA agencies affected by the corporation’s scheme, includ-
ing: Agricultural Marketing Service, Natural Resources Conservation Service, Ani-
mal and Plant Health Inspection Service, Food and Nutrition Service, and Economic
Research Service.

OIG was recently notified that GSA’s Office of Acquisition Policy, Washington,
D.C., determined it was not necessary to exclude the corporation or the president
of the corporation from Federal contracting. The corporation is still providing serv-
ices to GSA.

Mr. LATHAM. And you’ve made recommendations, I assume, to
the Department as far as how to correct or keep the integrity of
this—I have real concerns about a voucher program where, it’s
after the fact, the money’s out the door.

Ms. ELLIS. Yeah. We work closely with the Department. What we
did is we issued our reportive investigation, which then showed the
results through DOJ of the sanctions that were taken in the sen-
tencing.

We then send it to the Department, to ask them to take some
sort of admin action. This one that I am not sure that theyre in
the process of debarring; because there are so many other agencies
involved, especially GSA, who probably has the main contract.

My guess is

Mr. LATHAM. Why would they have to wait for other agencies,
other departments?

Ms. ErLis. Well, we would work with them to make sure they are
debarred. There is like a list that this company would go onto.

And that’s why—I personally don’t know right now who is actu-
ally taking the action, whether it’s us or——

Mr. LATHAM. No. But I mean, you said that you were waiting for
other agencies to act. If you knew the facts in this, why wouldn’t
you go ahead and respond?

Ms. ELLIS. Oh, because we can’t enforce the actual suspension
and debarment. We would have to wait for the USDA to take that
action. And we would follow up with them. And my assumption is
that they

Mr. LATHAM. Are they acting?

Ms. ELLIS. I don’t know the answer to that, offhand.

Mr. LATHAM. Okay.

In Puerto Rico in the Nutrition Assistance Program, apparently
they’re allowed to cash in 25 percent. And this is U.S. taxpayer dol-
lars going down to support the program.
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But you are able with your nutrition program to get 25 percent
of your benefit in cash. So potentially there’s about 250-some mil-
lion dollars that could be used for other purposes, rather than nu-
trition.

Is there any way of knowing where the money’s going? And now
they’re talking about being able to use it in restaurants and fast
food places, and—anybody?

Ms. FoNG. We did some work on that, the Puerto Rico program,
a number of years ago. But I don’t recall the results. And I hesitate
to speculate.

But my guess is that Puerto Rico’s delivery system is unique. I
think it’s the only jurisdiction that allows a cash takeout.

Mr. LATHAM. Right.

Ms. FONG. And I'm not sure if that’s a federal

Mr. LATHAM. I just hope this isn’t a pilot program for the rest
of the system. I mean.

Ms. FONG. It doesn’t appear to be.

Mr. LATHAM. Okay.

Ms. FonG. I don’t know if that’s because of local law or a federal
law. I just don’t know that.

Mr. LATHAM. I think they have their own program that we pay
for, yeah.

Ms. FoNG. Yes.

Mr. LATHAM. Right. Thank you.

Mr. KINGSTON. Ms. DeLauro.

Ms. DELAURO. If I can, because I want to get in a question even-
tually about N60 testing, that you were engaged in. But let me just
go back quickly to what I was asking about and answering the
questions that I laid out.

BUDGET CUTS

I think it’s clear that everyone wants to provide you with what
you need in order to deal in terms of the followup. And it would
be useful if we can have conversations about that, that would allow
you to do your job better, given the nature of the law with regard
to IGs.

But given the nature of the cut that is intended, particular to the
OIG at USDA—and which is not the case for other IGs, the impact
on your office.

And as I said, if you could tell me now. If you can’t, I would like
to know this. But I want an answer to this. Would you have to fur-
lough people?

Ms. FoNa. Okay.

Ms. DELAURO. Yes? Or——

Ms. FONG. Short answer, yes.

Ms. DELAURO. Okay. How many? Do you know that now?

Ms. FoNG. We would be looking at our whole staff.

Ms. DELAURO. Whole staff?

Ms. FoONG. Our whole staff for a period of time.

Ms. DELAURO. Your entire staff for a period of time, given the
cut that was passed last week in the House of Representatives.
How long would you have to furlough for?

Ms. FONG. Our preliminary numbers would show, I think we’re
looking at about six weeks.
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Ms. DELAURO. Okay.

Ms. FONG. And I should say that, you know, we would do it on
a rolling basis.

Ms. DELAURO. Fine. I understand. I'm just trying to get a sense
of what we’re dealing with here.

Obviously now maybe the next two questions are moot. How
would it impact your work? Every audit, every investigation would,
even if you rotated, it would have to scale back?

Ms. FoNG. Yes. There would be a tremendous impact. As you
know, because of the nature of our work, we don’t have a lot of
money in our budget. It’s all pretty much tied up in staff salary
and benefits.

Ms. DELAURO. Mm-hmm.

Ms. FONG. And so any significant reduction would impact our
staffing levels, which means that our priorities would have to
greatly change. We would only be able to address the very highest
priority work.

Ms. DELAURO. Okay. And I really want this in writing. I want
to hear from you about what this means. If we can’t quantify this,
then we’re just dealing in speculation as to what this means.

And I think it’s important for the members of this committee,
and I think it’s important for the rest of the members of the House
to understand what the nature of this cut, as a ten percent cut to
the OIG, and particularly in your case what that means.

And all of our discussion about improper payments, all the au-
thorities, all that we would care about is really, it’s gone. It’s gone.
We would not be able to follow up on any improper payment.

Thank you. Let me move to N60 testing.

Ms. FoNG. I'll provide that, for the record.

Ms. DELAURO. Please, I would like that, for the record.

N60 TESTING PROTOCOL

I want to say a “Thank you” to you for completing that audit on
the N60 testing protocol. Which is, for my colleagues, FSIS’ sam-
ples beef trim for E. coli, taking 60 samples from large lots of beef
trim to test.

This was an audit that I requested in November. The OIG find-
ing that this procedure does “not yield a statistical precision that
is reasonable for food safety” is astounding to me.

It confirms the concerns that have been expressed in that the
sampling system is flawed. By recommending that FSIS redesign
its sampling methodology to account for varying levels of contami-
nation, it makes you wonder if it undercuts everything that they
are working on now, since it seems like they have to start over.

Questions: Is there an estimate of how much the E. coli 0157 H7
levels in the FSIS regulatory sampling program have been under-
stated by using the N60 sampling technique?

What would be a better sample to capture a more accurate pic-
ture of the levels of E. coli, 0157 H7, in a bin of trim?

FSIS adopted an industry-sampling technique, when it started to
use N60. Industry has made claims that the levels of E. coli have
been declining in beef. What would you advise the industry, based
on your audit findings, for the FSIS sampling program?
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Was OIG able to provide more specific recommendations to FSIS,
beyond placing its testing process on sounder statistical ground, by
redesigning its sampling technology?

Given that FSIS generally agreed with the recommendation, do
you have a sense of how much time this process would take?

Mr. HARDEN. In response to the first questions, in terms of the
prevalence rate?

Ms. DELAURO. Yes.

Mr. HARDEN. I mean, that’s part of the whole problem. They do
not know what the prevalence rate is, and they had not completed
the underlying study to know how prevalent E. coli is in beef. So
that’s where they have to go back and really finish that study that
was started, or start over with that.

And then they would have to decide for themselves what type of
confidence level they would be willing to take, so that that would
then drive the types of samples or the size of the samples they
would need to take.

We did talk to them about that; it would be very resource-inten-
sive, and we offered some alternatives that they could consider as
they’re going forward, such as maybe dedicating a specialized team
to go in to do the sampling that is needed; and also to make them-
selves aware of what the industry is doing in terms of testing; be-
cause a lot of big beef plants and companies do their own testing.

Ms. DELAURO. Mm-hmm.

Mr. HARDEN. And we’ve encouraged FSIS through several

Ms. DELAURO. My time has expired.

Mr. KINGSTON. Thank you.

Ms. DELAURO. And the Chairman has been generous. So we’ll
come back on it, so I can get the answers to the other questions.

Mr. KINGSTON. We will.

Ms. Lummis.

Ms. LuMmmMmis. Mr. Chairman, the committee can enjoy a rare re-
prieve from the sound of my voice today. Thank you. [Laughter.]

Mr. KINGSTON. You can always submit questions for the record.

Mr. Bishop.

Mr. BisHOP. Thank you very much.

I was just looking at an analysis of the effects of the CR that was
passed last week on your office, the potential effects. And I heard
the discussion with Ms. DeLauro just now.

CIVIL RIGHTS CASES

But last year, we also added some additional requirements for
the Inspector General in connection with the Pigford case. And of
course, there were several provisions that were put in there: Ap-
proval of neutrals, additional documentation, attorney certification,
transparency of claims determinations, and distribution of funds
and reports.

And I don’t think there is a member of this subcommittee, or
even in the Congress, who has any interest in seeing the Federal
Government make one single payment to anybody who doesn’t have
a legitimate and proven claim under the settlement.

But I do have a couple of questions for you:

There has been a significant amount of attention to the fraud
issue. And I'd like for you, if you could, to briefly share with the
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subcommittee your office’s experiences or your activities with re-
spect to any fraud that was associated with the Pigford I claims.

Then I'd like to know whether or not your office has been a part
of any ongoing discussions with the USDA or the Department of
Justice with respect to executing the legislation, particularly the
fraud provisions, and what were those discussions;

Whether or not it’s your office’s intention to focus potentially on
Pigford, or we focus on fraud in the other classes of cases that were
included in that legislation, and the bill requires that your office
conduct a performance report audit of the claims processing. And
I’d like for you to tell me how that is going to be accomplished.

And what methodology you're going to use in determining the
processing in evaluating the validity of the allegations of fraud or
frau;lulent claims. How do you anticipate getting at that informa-
tion?

And overall, if you developed a plan of action to pursue exam-
ining fraud?

And the final question: Do you have adequate staff and resources
ico car‘l;y out the responsibilities that were put on you by that legis-
ation?

Ms. FoNG. Okay. Let me offer a few comments about how we're
going to approach the Pigford situation, and I'll invite Gil and
Karen to chime in.

With respect to Pigford I claims and fraud, I believe our policy
on that was to refer all potential fraud claims to the Department
of Justice. And that mechanism has worked well. So we have not
been involved in that.

Now with respect

Mr. BisHOP. Did you make any referrals?

Ms. FONG. Yes, we did.

Ms. ELLIS. Yes, we received a number of hotline referrals
throughout the years. And we just packaged them up and sent
them over to the FBI.

Mr. BisHoP. Do you know how many of those were found to be
meritorious, or valid?

Ms. ELLIS. We have that information, but I don’t have that off-
hand. I could provide that for the record.

Mr. BisHOP. Thank you. Would you?

Ms. ELLIS. Yes.

[The information follows:]

(Provide information on the investigative results of the referrals you made to the
FBI in Pigford 1.)

Since January 2000, OIG has referred a total of 2,083 complaints to the Federal
Bureau of Investigation (FBI) involving allegations of fraud related to the class ac-
tion suit filed against USDA known as Pigford I. The complaints were received via
telephone, mail, fax, and e-mail. While we do not generally receive updates from the

FBI, we have learned that of the 2,083 complaints referred, 3 individuals have been
convicted and sentenced to date.

Mr. BisHOP. Thank you.

Ms. FoNG. With respect to Pigford II, as you point out, the claims
Resolution Act of 2010 included a requirement that our office do a
performance audit of all claims before the claims are paid out, in
an effort to prevent improper payments.

And we have been working very closely with the Department and
with Justice to get the timing on all of that correct, because we
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can’t actually start auditing until the settlement agreement has
been approved by the judge. And I think that’s still pending.

But assuming that all happens at some point, and we get the ac-
cess to information issues all ironed out, we will be keeping a close
eye on how those claims are processed.

And we are developing our audit plan to do a statistical and per-
formance audit, which will be quite resource-intensive. And we be-
lieve this will hit our office some time by the end of this fiscal year
into next fiscal year. So we will be quite busy in Fiscal Year 2012
doing this work.

In terms of the other classes who have claims against the De-
partment——

Mr. BisHOP. That was the Native Americans and——

Ms. FONG. And the women?

Mr. BisHOP. The women.

Ms. FoNG. Exactly.

Ms. ELLis. The Hispanic farmers.

Ms. FoNG. And the Hispanic farmers, yes. I think Secretary
Vilsack announced recently that the Department has entered into
an agreement with those classes. As part of that agreement, there
is a provision, I believe, that says that the Secretary can make a
request to our office to do a similar kind of audit, similar to the
one that we are going to do for Pigford II, involving performance
auditing, statistical sampling, to ensure that claims that are paid
out are appropriate.

And we anticipate that we could very well get that request. And
if so, we would give that request very serious consideration. And
that would involve quite a bit of our audit resources as well.

Mr. BisHOP. Do you have the resources?

Ms. FoNG. Well, you know, we haven’t really answered that
question for ourselves. We are committed to carrying out the re-
quirements of the law. And we will do the audit. And what that
will mean is that we will have to prioritize everything else.

Mr. KINGSTON. The gentleman’s time has expired.

SNAP ERROR RATES

Ms. Fong, I want to make sure the committee has this for the
record, in terms of error rates on the SNAP program, Texas and
Indiana are high. Maryland is actually in the second slot. That
would be for 2009. We don’t know what it is for 2010.

Now 2008 you had up there Connecticut had a very high rate.

Ms. FoNG. Five percent.

Mr. KINGSTON. 8.16 for 2008. However, it improved remarkably.
And also I want to say there were all kinds of other ones. I see a
lot of fluctuation in these.

Yeah, Iowa had a high one. Georgia’s okay, though. I'm proud to
say.

But the one I was real interested about, though, was Delaware
had a very high rate in ’07 of nine percent, and now it’s 0.7.

Do you have any idea how they improved that much? I'll share
this with—did you get involved in that?

Ms. FoNG. We have not done any audit work in Delaware on
their improper payment rates. But——
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Mr. KINGSTON. Well, they certainly would win the most im-
proved.

Ms. FoNG. You know, I think you have a good point there.
Maybe——

Mr. KINGSTON. And maybe we should get some Delaware folks to
Texas. I don’t know——

[Laughter.]

Mr. KINGSTON. We might put them on the road.

IMPLEMENTATION OF OIG RECOMMENDATIONS

Mr. Young, I want to ask you some questions, because I'm just
picking on you. You're a reemployed annuitant? Right?

Mr. YOUNG. That’s correct.

Mr. KINGSTON. And so you're probably the freest person in this
room. You can say whatever you want to say. And you've seen a
lot of things.

So whether it is guaranteed loans, whether it is fee cap, whether
it’s foreign payments, whether it’s in SNAP, you’ve got to have
thoughts on what needs to be done, from a recommendation stand-
point. And they might be different in each program, we understand
that.

Mr. YOUNG. As far as—I guess it’s sort of a mixed bag amongst
the agencies.

We make a lot of recommendations in the audits we do. I think
some agencies are very receptive and move forth to try to address
what we've asked them to do, and do a pretty good job.

I think there are others—and there’s a whole variety of rea-
sons—it could be anything from staffing to they don’t necessarily,
they’ve said they agree, but they don’t truly agree—in other words,
“I’'m going to tell the IG that yes, well go forth and do it,” but
they’re not really committed to doing that, for a variety of reasons.

It could be staffing, it could be they simply don’t agree with the
concepts that we’ve come up with.

But it’s a very difficult thing, as far as getting action completed
and getting it completed timely.

As T said, some agencies are great, they move very quickly. Oth-
ers drag there feet. And then that’s where we work with the De-
partment and try to push them, work with the Secretary, work the
office of the chief financial officer, in trying to push those agencies
to implement what we’ve recommended and to do it within a timely
fashion.

Mr. KINGSTON. Well, now Mr. Farr brought up, in terms of these
programs, it’s more the institution that is at fault. And it might
just be incompetency. Maybe it’s laziness. Maybe theyre not doing
their due diligence on applications.

But that’s where we’re concerned, because I'm assuming that’s
where the big money is.

You know, if a farmer participates, who isn’t ineligible, shame on
him. And he should be penalized for it. But there’s also the other,
you know, if there’s a government employee who wasn’t doing the
paperwork right, and they’re repeat offenders, we would be con-
cerned about that.
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If there’s a grocery store chain, who has the employees, who are
bilking the SNAP system, then it should be the chain that’s out of
it.

There should be a very high standard for that.

And what I would like—as my time is almost over—is if you
could submit to us, for the record, what would be your rec-
ommendations? Not broad at recommendations, but very specific
recommendations, perhaps per agency, or whatever.

Because we really, I think the tolerance level is very low at the
moment. And there’s a great opportunity for all of us to do some-
thing for the American taxpayers, and say, “Look, we just are not
going to put up with this anymore.”

ear in, year out, it’s either fraud, or it’s incompetence. But mon-
ey’s going out the door that should not be going out the door. And
that money could be spent elsewhere.

And my time is up. And Mr. Farr?

Mr. FARR. Thank you, Mr. Chairman.

APHIS

Let’s go to one of the agencies.

First of all, I want to thank you very much for doing the audit
on APHIS, on the dog dealers. I've been interested in trying to
eliminate these puppy mills, and I'm interested in APHIS doing a
much better job.

And you pointed out that the APHIS had major deficiency in
their enforcement of the Animal Welfare Act. Why is that?

Mr. HARDEN. It was basically the agency’s approach or a lack of
an effective approach for the inspectors’ carrying out the program.
They tended to want to try and educate the problem dealers into
getting better, as opposed to issuing fines and penalties.
hMr. FARRr. Well, that’s laudable. But I mean, we all try to do
that.

But that’s not the way other agencies work. I mean, there’s al-
ways some education in there. But some of these breeders are just
awful. I mean, if they’re going to try to make awful people get bet-
ter, it’s still awful.

Mr. HARDEN. Which is the point that we were trying to make
with the audit report. And you know, in response to the rec-
ommendation, they agreed to take stronger enforcement actions. It
will take us going back to see how well they do it, to know if they
really changed how

Mr. FARR. Well, you pointed out they didn’t even accept all of
your recommendations.

Mr. HARDEN. They have, at this point.

Mr. FARR. They have?

Mr. HARDEN. They have.

Mr. FARR. Including the ones that would confiscate animals that
are dying, or seriously suffering?

Mr. HARDEN. We have gotten agreement on those recommenda-
tions. I can’t tell you exactly what they've done.

Mr. FARR. And to count each animal as a separate violation in
a case involving animal deaths and unlicensed wholesalers? Those
were two that in the report that I got that they hadn’t reached
agreement on.
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Mr. HARDEN. We didn’t reach them at the time of report
issuance. But we continued to work with the agencies after we
issue it, if there is not agreement, to get that agreement. And I
know that we have reached that agreement now.

Where they are in terms of implementing the corrective action,
is what I don’t have in front of me.

Mr. FARR. 'm curious. When you go out and do these audits, do
you actually visit sites? Or do you just look over their paperwork?

Mr. HARDEN. No, we actually visited a number of sites, which is
the pictures that were in that report, which were quite difficult,
were from our people going on site, and what they saw.

Mr. FARR. This is something that I think goes to the Chair’s
question also, about implement. You do your work and you make
these recommendations. And then some of them take them seri-
ously, and others don’t.

You know, an animal welfare committee I think is pretty inter-
ested in making sure that the laws that we’ve enacted get enforced.

How can we make it better? Is it to take an audit? Does it take
Congress asking to do an audit to get people’s attention?

I mean, we can’t do that with everything——

Ms. FoNG. I understand.

Mr. FARR. Where’s your oversight rule?

Ms. FoNG. You know, I will say that in the enforcement in the
Animal Welfare arena, we have done a number of audits over a
number of years. And we’ve found major problems three or four
years ago, which is why we went back in and did this audit.

We wanted to make sure that APHIS actually corrected the prob-
lems we saw the last time, with respect to enforcing penalties and
other issues.

And you know, the sad story is that with this audit, it’s clear
that there were still problems. They have said that they are going
to take very specific actions in terms of developing training and
hiring specialists, and developing new information systems.

We will probably need to go and look at this again. Maybe in a
year or two, once we give APHIS a chance to actually take a look
at this.

And I will remark that we understand that you have introduced
legislation to address some of the loopholes that exist in the cur-
rent AWA that deal with internet dealers. And we think that that’s
actually a very useful piece of legislation to address an issue that
we did find.

Mr. FARR. Could I get a letter of endorsement from you? That
would be terrific.

Ms. FONG. You have my public statement. [Laughter.]

Mr. FARR. Well, I appreciate that.

I mean, I think it would help this committee a lot if we would
know, you know. Also I think what you've also, Mr. Chairman,
raises, there is some as we go through the rest of the agency and
through their departments, some questions that we ought to be
drilling down on in the subsequent hearings.

Ms. FonNG. Okay.

Mr. FARR. The last one—oh, I'm running out of time. I wanted
to go the California Organic investigation

Mr. KINGSTON. Can I ask unanimous consent that—go ahead.
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Mr. FARR. It will be my last question, Mr. Chairman.
ORGANICS

If you could respond to the California Organic investigation
of-

Ms. FONG. The fertilizer?

Mr. FARR. It was to deal with fertilizer dealer that was certified
as organic, and then switched ingredients and didn’t tell anybody.
And so you ended up using improper protocols.

Or I mean, they did.

And you cracked down on the California—I mean, what happens
is these people get certified by independent certifiers. And has this
gotten cleaned up? Is it California’s, CDF—what is it, Department
of Food and? And Agriculture.

Ms. ErLis. Yeah.

I could tell you, that was our first investigation. We do have a
few more involving that. But in working with California, they are
very proactive in getting out front on top of this issue.

And so I can’t speak so much for state level as to what they are
doing there with regard to legislation. But I do know that they are
trying to make sure that they keep this from happening in the fu-
ture.

Mr. FARR. And your role was what?

Ms. ELLis. We conducted the criminal investigation into this
matter, and ended up getting an indictment of the individual,
which I believe was sealed up until very recently, because he had
left the country, and several months ago actually came back into
the country. And we were able to catch him and serve him with
the indictment.

So it’s still in the judicial process. We have not finished the in-
vestigation.

Mr. FARR. Thank you.

Ms. FoNG. I would just like to mention that we do have a num-
ber of other audits planned in the organic program. We've got a
couple ongoing, involving the dairy industry, and the list, the proc-
ess for making the list

Mr. HARDEN. The substances that go on and off the National List
of Prohibited Substances, we’ll be looking at that later this year.

And we also have work in the crop insurance area, because they
have a pilot program, or a new program, for organic operators in
insurance.

Mr. FARR. I appreciate those audits. And it’s a program where
they’re labeled as very highly respected in the community, in the
consumer community. And I think that we have to make sure
that—there’s a lot of people trying to take advantage of it, because
they get a better price. And so they’ll try to sneak stuff in and label
it organic. And it does injustice to every legitimate grower out
there, who’s struggling to make sure that they can get their prod-
uct to market and be legitimate.

So do those audits. Thank you.

Ms. FoNG. Okay.

Mr. KINGSTON. Ms. DeLauro.

Ms. DELAURO. Thank you, Mr. Chairman.
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FOOD SAFETY

Mr. Harden, let me come back to you.

I think we were talking about what would be a better sample,
for a more accurate picture on this. What would you advise indus-
try on the audit findings here, because industry has made claims
that where E. coli 0157 H7 is declining?

And the specific recommendations to FSIS beyond, if you’ve made
any beyond putting this on a sounder technical ground? And have
they agreed? And if they have agreed, what’s the timing this proc-
ess is going to take, given that do not know what the level of con-
tamination might be?

Mr. HARDEN. I'd have to get back to you on the specific time
frame.

Ms. DELAURO. Okay.

Mr. HARDEN. But in terms of FSIS working with the industry
and a better way to know the number, we’ve recommended to them
to have the inspectors that are in the plant to look at the results
and know how well a plant is checking for itself;

And if the test the plants are running to test for E. coli meet
FSIS’ standards, to maybe use those results as well in building how
they know how prevalent E. coli is.

Also, we've talked to them about, and recommended, that they
look in evaluating their plants and knowing which ones are at
greater risk for having E. coli contamination, so they know that
they’re putting their resources at testing those plants may be more
frequently than the ones that have a better system.

Ms. DELAURO. Mm-hmm. I just would make a quick comment on
that. I think once again, we may be relying on an industry to share
their data with inspectors, who are also talking about the potential
for furloughing inspectors. That was done last week, as well, in the
budget resolution.

And your last point was? I'm sorry, because I had—the industry?

Mr. HARDEN. Oh, having FSIS evaluate the——

Ms. DELAURO. Risk-based——

Mr. HARDEN. Risk-based——

Ms. DELAURO. Risk-based. I must tell you, if they don’t know
what the level is on terms of estimates, it makes it very, very dif-
ficult. Except if you have repeat offenders.

But it makes it very difficult if you don’t have a way in which
you’re determining what the level of contamination is. Then it’s to
base your inspection on risk, because you don’t know what the risk
is.

So we’ve got more to talk about in this area, and how we do get
to safe and uncontaminated beef.

Ms. FoONG. I believe we have an audit going on, a second-phase
to the FSIS audit of the N60 testing.

Ms. DELAURO. Okay.

Ms. FONG. And we’re going to be going out into the field this
spring to look at plants and how they actually do the testing.

And I think we’ll have some more specific——

Ms. DELAURO. Beautiful

Ms. FONG. Observations——

Ms. DELAURO. Thank you——
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Ms. FoNG. And we’ll be happy to work with you.

Ms. DELAURO. Yes, this is an area of very high interest to me,
as you know. And I thank you for the study. I really appreciate it.

Ms. FoNG. Right.

Ms. DELAURO. Let me ask again—I know you addressed Sal-
monella in eggs, and that you’re auditing AMS in terms of what
happened with the Wright County egg outbreak? Is that right?
You're auditing AMS?

Mr. HARDEN. Actually, we're looking at multiple agencies in the
Department, AMS being one of them.

Ms. DELAURO. Okay.

Mr. HARDEN. The audit of eggs was generated out of one of the
recalls, one of the big recalls. But we’re looking at APHIS’ role,
FSIS’ role, and AMS’ role.

Ms. DELAURO. Okay.

Mr. HARDEN. The issue that we’ve recently brought to the table,
that we talked about in the testimony, is one where AMS needed
better coordination with other agencies. But we’re working on that
particular issue right now, but it will be broader——

Ms. DELAURO. Mm-hmm. Well, but as you know, inspection of in-
shell eggs is the responsibility of FDA. This is why we need a sin-
gle food safety agency, in order to be able to deal with it. Other-
wise, we've got varying people looking at what is involved in food
safety.

Just a word about the audit, how extensive is it? What are you
doing?

And then my final question would be: Are you going to examine
the memorandum of understanding between FDA and AMS that
sets out each agency’s responsibility, that make the recommenda-
tions for improving the coordination between the two agencies on
in-shell egg safety?

Tell me about the scope of the

Mr. HARDEN. The answer to that is yes. The basic objective of
this particular audit is to look at USDA’s control over shell eggs,
to detect and report the presence of Salmonella and other contami-
nants, and also to look at how they coordinate with FDA on this.

Ms. DELAURO. Mm-hmm. And in each instance—in other words,
we are going to get some idea of the level of overlap, or duplication,
or lack of either, given that we have multiple agencies that are try-
ing to deal with one function here, and what falls between the
cracks?

Quite frankly, what falls between the cracks is the public health
of the people of this country.

So thank you very much. Thank you, Mr. Chairman.

Mr. KINGSTON. Thank you.

Mr. Bishop.

Mr. BisHOP. Thank you very much, Mr. Chairman.

PEANUT PRICE REPORTING

Madame IG, in March of 2009, I think you completed an audit
of in-shell peanut prices that are paid to farmers and reported to
the National Agricultural Statistics Service, which data the FSA
uses to calculate program payments.
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Your office indicated that you believe that the price data supplied
by the peanut buyers is unreliable, and that FSA should seek au-
thority for mandatory price reporting for all in-shell peanuts.

And I look forward to the Department resolving this issue; but
it would seem that any proposal to provide new FSA statutory au-
thority on price reporting should be done in the context of the 2012
Farm Bill, as opposed to a stand-alone issue.

And of course, we expect that there will be substantial changes
and modifications in the programs, which should really be a part
of that discussion, whenever it happens.

But I did have some other questions I wanted to ask you: Is
there any further activity on the part of the OIG’s office on manda-
tory peanut pricing reporting? Or is it now just in the hands of the
Secretary and FSA?

And well, the ’02 Farm Bill and the 08 Farm Bill both encour-
aged USDA to use the world market price in determining peanut
prices.

And T find it curious—and I don’t know whether it came to your
attention or you found it curious also—that the Department never
followed through in exploring a world price option.

Many people in the industry, both producers and sellers, believe
that a mandatory pricing requirement is really just an effort on the
Department’s part to lower the price of peanuts.

Last year, I asked you if you had any evidence that indicated
that the information that the peanut shellers and others were pro-
viding to NESS was fraudulent. And you indicated that no, you an-
swered no to that, that there wasn’t any evidence of fraud.

Is the Department, from your determination and your audit, real-
ly certain that a mandatory pricing reporting requirement would
elicit factual information, as opposed to just creating the possibility
of options payments to large farmers, which are not included in the
data? And do you think that the mandatory price reporting would
ultimately result in the creation of a real futures market for pea-
nuts, which would have the potential of destabilizing the prices for
peanuts?

And the final part of that is whether or not you have information
of any other industries or any other commodities, where that re-
porting is required?

Ms. FoNG. That’s a long question (laughing).

Let me just offer a few comments. You're right, we did do that
audit a few years ago on the pricing for shelled peanuts.

And at that time, we felt very strongly—and we still do feel very
strongly—that because of the way that reporting is structured, it’s
voluntary, there’s no way to really verify that the prices that are
reported are accurate; that it’s not a good basis for the Department
to set its prices.

And so we made our recommendation.

I think you’re right that the Farm Bill is the right vehicle in
which to address that issue from a policy basis. I don’t believe that
we have done any follow-up work since our audit was issued.

And I think you also indicated that there may be an issue with
respect to other commodities, whether other commodities have a
mandatory requirement for reporting. And as far as I know, others
do not.
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This is an issue actually that we took on for the first time with
peanuts. And we understand that there may be implications for
other commodities.

And my sense is that if we were to look at it, that we would, in
the interest of having hard, good, verifiable data, upon which to
make a decision, that our philosophy would be “Why wouldn’t the
Department want good, certifiable data?” from a philosophical
standpoint.

Now I understand there may be some economic issues and some
other policy issues that we have not addressed.

Mr. BISHOP. So you basically have not gone any further than the
report that was issued in 2009? And I guess you're waiting for us
to deal with it, for Congress to deal with in the Farm Bill.

Ms. FoNG. That’s correct. We believe it’s basically a policy issue
at this point.

Mr. BisHOP. Okay. Thank you very much.

Mr. KINGSTON. Thank you, Mr. Bishop. And if there aren’t any
other questions, then I'm going to move to adjournment.

And let me just say this, Ms. Fong. You have a lot of interests
on this committee. We've always been very appreciative of your
work. And I think we would like to get these follow-up questions
answered. And there might be a few more that are submitted to
you.

But we truly appreciate everything that you do. And with that,
the committee stands adjourned.
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Chairman Jack Kingston
Questions for the Record
USDA Inspector General Fong on the OIG Fiscal Year 2012 Budget Request
March 2, 2011
OIG Priorities, Concerns and Recommendations

(1) Mr. Kingston: What audits, investigations or issues have been so serious that you have
taken them directly to the Secretary? What was the response?

Response: During the past year, OIG has not had any issues so serious that we had to bring
them to the Secretary’s immediate attention. We do, however, regularly brief the Secretary and
Deputy Secretary on our significant audits and investigations. We have found both of them to be
extremely supportive of the work of OIG.

(2) Mr. Kingston: What should be USDA’s top management priority?

Response: OIG has identified several top management priorities which are reported each year to
the Secretary. This information is also reflected in USDA’s annual Performance and
Accountability Report. (The most current version of these reports may be viewed on USDA’s
Web site at http://www.ocfo.usda.gov/usdarpt/usdarpt.htm (Performance and Accountability
Report, FY 2010) and http://www.usda.gov/oig/webdocs/MgmtChallenges2010.pdf (USDA
Management Challenges, dated August 2010).) OIG’s August 2010 report identified the 10 top
management challenges facing USDA. Of those listed, OIG considers the following to be the
most significant:

¢ Improving interagency communication, coordination, and program integration

¢ Implementing strong, integrated, internal control systems in a secure information
technology environment

s Identifying and eliminating material weaknesses in Civil Rights control structure and
environment

e Improving controls for food safety inspection systems

(3) Mr. Kingston: What USDA programs, functions or agencies are of most concern to you?
Why?

Response: As an agency whose mission is to identify and eliminate fraud, waste, and
mismanagement, any USDA program with identified vulnerabilities is of significant concern to
OIG. Asreferenced in past semiannual reports to Congress and annual reports of management
challenges facing USDA, OIG’s primary concerns are food safety and security, information
security, identified vulnerabilities, and improper payments in agency programs. Improper
payments in agency programs is being added as a top USDA management challenge for fiscal
year 2011.

(4) Mr. Kingston: Please provide your top recommendations for each USDA agency.

pg. 1
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Response: We are providing for the record a list of top audits with open and unimplemented
recommendations. This information was developed by OIG and OCFO and compiled at the
request of the Secretary. The list was updated by OIG and is current as of March 31, 2011,

USDA - OIG
“Top List”
Audits Containing Open and Unimplemented Recommendations
(as of March 31, 2011)

Non-
Monetary
Audit Release Finding Estimated
Agency Number Title Date (See Note) | Cost Savings
Open Recommendations (pending achicvement of management decision) L
Multi 50501-02-IT | FY 2010 Federal Information 11/15/10 | Yes N/A
{0C10) Security Management Act
Report

We found that improvements have been made in the Department’s IT security; however, we continue to
note weaknesses in several critical areas, Therefore, we continue to recommend that the Department
define and accomplish one or two critical objectives prior to proceeding on to the next set of priorities.
OCIO has provided sufficient information to achieve management decision on 16 of the 19 audit
recommendations contained in this report.

NRCS 10601-4-KC | Conservation Security Program | 06/25/09 | Yes $4,895,958
QC and
FPTBU

The Natural Resources Conservation Service (NRCS) under the Conservation Security Program provided
financial assistance to landowners/producers to support ongoing good conservation stewardship on their
agricultural lands. We found that NRCS approved participants who were ineligible or made errors in
determining eligible practices and/or payments. NRCS agreed with the monetary exceptions, but is still
in the process of properly establishing the questioned costs against the participants.

RMA 05601-15-Te | Crop Loss and Quality 09/30/08 | Yes $15,951,016
Adjustments for Aflatoxin QC
Infected Corn

The Risk Management Agency (RMA) provides crop insurance to producers who may have suffered
economic losses due to aflatoxin infecting their corn harvests. In adjusting the loss claims, we found that
the approved insurance providers (AIP) accepted extremely low estimated values for the infected corn.
We found that producers received far more than the values reported on their loss claims. Therefore, we
recommended that RMA recover the improper payments totaling approximately $15.9 million from the
AlPs. RMA agreed with the finding and recommendation. The questioned costs affected 2,000 loss
claims,

RMA 05099-28-At | Hurricane Relief Efforts in $217,256,417

Florida QC

03/04/09 !

RMA provides crop insurance to producers who may have suffered economic losses due to hurricanes or
other natural disasters. In adjusting the loss claims from the State of Florida nursery producers resulting
from the 2005 hurricanes, we found pervasive errors in an AIP’s underwriting, claims adjusting, and
reporting processes. These errors resulted in large overpayments to the AIP’s insured policyholders. At
all phases of the insurance process, the AIP did not fulfill its contractual obligations to which it had
agreed under the Standard Reinsurance Agreement (SRA), a cooperative financial assistance agreement,
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Non-
Monetary
Audit Release Finding Estimated
Agency Number Title Date (See Note) | Cost Savings

between the AIP and RMA. Therefore, we recommended that RMA recover from the AIP the
Government’s share of the indemnities paid, the premium subsidies paid by the Government, and
administrative and operating expenses reimbursed by RMA, totaling approximately $217 million. RMA
responded that the Office of the General Counsel opined that denial of reinsurance can apply only to
specific eligible crop insurance contracts for which violations have been confirmed by RMA. However,
RMA agreed to conduct its own followup and investigation of the AIP’s compliance with the SRA and
take the appropriate warranted actions against the AIP. We are still waiting for the results from RMA’s
review.

- Unimplemented Recommendations (pending completion of final action). o
FS 08601-54-SF | Forest Service Firefighting 03/31/16 | Yes $15,700,000
Succession Plans FPTBU

We identified 4 findings and 20 recommendations. Two findings related to a national workforce plan to
address future firefighter shortages and training for firefighting future needs. The other two findings
concerned FS’ ability to meet firefighting challenges due to lack of personnel participating in firefighting
careers and unnecessary education requirements. Final corrective actions for recommendations 1 and 2
have been completed. FS has indicated to us that meetings have been scheduled to discuss estimated
completion dates for corrective actions for recommendations 3-20,

FSIS 24601-1-Ch | Laboratory Testing of Meat and i 06/21/00 | Yes { N/A
Poultry Products |

FSIS laboratory activities include analyses of official product samples obtained from meat and poultry
establishments under a variety of testing programs. Although FSIS regulations require that bacon
products be tested for the presence of nitrosamines, the agency did not have a list of establishments that
produced those products and did not even know the number of such establishments under FSIS
inspection. FSIS intends to publish a rule to convert nitrosamine requirements provided by

9 CFR 318.7(b) to performance standards under the establishments” HACCP procedures. As of March
31, 2011, the Federal Register document is in clearance.

Mutti 50601-12-Ch | USDA’s Controls Over the 03/31/08 | Yes N/A
(APHIS) Importation and Movement of
Live Animal

Under the authority of the Animal Health Protection Act, USDA’s Animal and Plant Health Inspection
Service (APHIS) regulates the importation of live animals. We found animals bound for quarantine were
not always properly handled and quarantine facilities had animal accountability deficiencies. APHIS
agreed with the recommendations, but is still in the process of implementing the recommended
management corrective actions.

NRCS 10601-1-At | Rehabilitation of Flood Centrel | 07/15/09 | Yes $15,208,001
Dams FPTBU

Congress authorized this program for the rehabilitation of aging dams and appropriated funding to NRCS
to address “the threats to public safety posted by the aging system of flood control structures™ and,
thereby, ensure the safety of the public. Because of NRCS’ inadequate strategy to implement the program
and lack of regulatory authority, we found that NRCS expended funds for assessment of less hazardous
dams, for assessment and rehabilitation plans where the dam owners did not implement their plans, and
for the rehabilitation of less hazardous dams, before ensuring that all high hazard dams were completed.
NRCS agreed with the recommendations, but is still in the process of implementing the recommended
management corrective actions.
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Non-
Monetary
Audit Release Finding Estimated
Agency Number Title Date (See Note) | Cost Savings
RBS 34601-15-Te | National Report on Business 09/30/03 | Yes $57,908,862
and Industry Loan Program QC and
FPTBU

Rural Development administers the Business and Industry (B&I) Direct and Guaranteed Loan Programs
to improve business, industry, and employment in rural areas. We examined 38 guaranteed loans totaling
over $125 million and 18 direct loans totaling over $14 million. We identified instances where Rural
Development had guaranteed questionable loans, failed to identify lender negligence in servicing existing
loans, and honored guarantees in situations where lenders had not fulfilled loan obligations. Because of
these conditions, we questioned almost $58 million of the $125 million in guaranteed loan funds included
in our review. The questioned amount is a summary of 11 individual audit reports where we had reported
questionable use of B&I guaranteed loan funds.! The agency is still working to resolve 5 of the 11 report
recommendations that have yet to be implemented. Delays in implementing our recommended corrective
actions have occurred, in part, because on September 21, 2009, Rural Development decided to withdraw
its planned revision and consolidation to its guaranteed loan making regulations, which had included
corrective actions for the Rural Business-Cooperative Service’s (RBS) B&I guaranteed loan program.
RBS is now drafting its own revisions to its B&I guaranteed loan program regulations, which should
include the corrective actions recommend in our report.

1 Monetary recoveries were cited in audit reports 34601-2-SF, 34601-3-At, 34601-4-At, 34601-4-SF, 34601-8-Te, 34601.9.Te, 34601-10-Te, 34601-11-Te, 34099.2-
At, 34099-5-Te, and 34601-7-SF.

RUS 09601-4-Te | Broadband Grant and Loan 09/36/05 | Yes $331,965,484
Programs QC and
FPTBU

During fiscal years 2001 to 2004, the Rural Utilities Service (RUS) administered Federal loans and grants
for extending broadband service to rural America. RUS shifted the programs’ focus away from those
rural communities that would not, without Government assistance, have access to broadband
technologies. This change in the programs’ emphasis occurred for two reasons. First, in its loan program,
RUS had not satisfactorily implemented statutory requirements for serving rural instead of suburban
areas, nor did it have a system that could guarantee that communities without preexisting service receive
priority. Second, RUS’ inconsistent administration of the programs resulted in irregularities in approving
and servicing grants and loans. Of the $895 million in loans and grants funded, we reviewed

$599.1 million (67 percent) and questioned the use of over $340.4 million—almost 57 percent of the
approved funds reviewed. RUS is still working to implement corrective actions for 10 of the report’s

14 recommendations. RUS had delayed corrective actions to our report until the 2008 Farm Bill had been
passed. On March 14, 2011, RUS issued a proposed rule to implement the requirements of the 2008 Farm
Bill which the agency has stated will address OIG’s unresolved audit recommendations.

Legend QC — Questioned costs FPTBU ~ Funds to be put to better use

Note: Audit includes non-monetary findings which may impact the safety and health of the
public if recommendations are not timely implemented.
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USDA Suspension and Debarment Practices

As noted in testimony and the December 2010 Semiannual Report to Congress, USDA
agencies are not suspending and debarring program participants when warranted. OIG reports
that between 2004 and 2007, agencies did not suspend or debar 1,035 program participants even
though they already had been convicted by criminal courts. Further, OIG reports that between
2004 and 2008, the Food and Nutrition Service (FNS) did not suspend or debar the 3,981 SNAP
retailers and wholesalers that violated program regulations. USDA’s agencies indicate that these
exclusions are in the public’s best interest and consistent with statutes balancing program access.

(5) Mr. Kingston: Please provide a list of the agencies that do not suspend or debar violators of
program rules and regulations.

Response: Our review concluded that the following USDA agencies do not suspend or debar
violators of their programs. In many cases, this is because they consider those programs to be
excluded from suspension and debarment requirements. We have requested that the agencies
provide adequate statutory language or acceptable program rationale to support their conclusion
that the suspension and debarment authorities do not apply to their programs. In response to our
recommendations, the agencies are presently consulting with the USDA Office of the General
Counsel (OGC) and Office of the Chief Financial Officer (OCFO) regarding the basis and
support for their program exclusions from application of the suspension and debarment
authorities.

AGENCY EXCLUSIONS/NOTES

Animal Plant and Health All programs are excluded,
Inspection Services (APHIS)

Agricultural Marketing Service | Generally all programs are excluded.*

(AMS)

Agricultural Research Service All programs are excluded.

(ARS) .

Farm Service Agency (FSA) Prior to our audit, all FSA programs, with the exception of

commodity procurements performed by Commodity Credit
Corporation (Kansas City Commodity Office), had been
excluded from suspension and debarment implementation.
FSA’s May 25, 2010, revised regulation, which became
effective September 22, 2010 (Federal Register

75 FR 29183), provided that producers of agricultural
commodities who receive farm ownership and operating
loans will now be subject to the suspension and debarment
authorities. However, FSA plans to continue to exclude most
of its other programs from the suspension and debarment
authorities as it has deemed these other programs
entitlements.
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AGENCY

EXCLUSIONS/NOTES

Food and Nutrition Service
{(FNS)

All programs are excluded, including:

¢ Supplemental Nutrition and Assistance Program
(SNAP) participants and SNAP wholesalers and
retailers

¢ National School Lunch and School Breakfast
Programs (NSLP/SBP)

o Child and Adult Care Food Program (CACFP)

¢ Supplemental Program for Women, Infants, and
Children (WIC)

¢ Commodities Program

We recognize that the SNAP, NSLP, and CACFP programs
are entitlement programs and, as such, the program
participants cannot be suspended or debarred from food
assistance provided by these entitlement programs. Program
participants, may, however, be suspended or debarred from
other Federal programs which are not entitlement programs
for violations of SNAP, NSLP, and CACFP.

Forest Service

All programs are excluded except for those under the Deputy
Chief for the National Forest System (Timber Sales),

Food Safety and Inspection
Service (FSIS)

All programs are excluded.

Grain Inspection Packers and
Stockyards Association (GIPSA)

Generally all programs are excluded.*

Natural Resources and
Conservation Service (NRCS)

All programs are excluded.

National Institute of Food and
Agriculture (NIFA) — formerly
CSREES

All programs are excluded.

*AMS and GIPSA were not part of our detailed audit coverage, however, the agencies informed us that they have
programs excluded from suspension and debarment activities. We requested support for these exclusions and are in

the process of evaluating that information.

(6) Mr. Kingston: What recommendations did OIG make to these agencies?

Response: Our primary recommendation to USDA addressed the Department’s exclusions of
many of its programs from the suspension and debarment requirements. The recommendation
reads: Direct USDA agency administrators to review their program statutes and operations to
identify program transactions that are excludable from suspension and debarment
implementation. For program transactions to be excluded from suspension and debarment,
provide adequate statutory language justifying the exclusions or an acceptable program
rationale supporting their noncovered (exclusion) status.
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(7) Mr. Kingston: Were they implemented?

Response: As of March 31, 2011, our recommendations regarding USDA’s exclusions to the
suspension and debarment requirements have not been implemented. Agencies are reviewing the
applicability of the suspension and debarment authorities to their programs in consultation with
OGC and OCFO.

(8) Mr. Kingston: What is the status of the implementation?

Response: Currently, we are assessing recent USDA responses to our recommendations
containing the “exclusion” of agencies’ programs from suspension and debarment. We are also
working closely with the Department’s OCFO; OCFO oversees non-procurement suspension and
debarment activities where the Department has implemented these exclusions. The Federal
Acquisition Regulation for procurement transactions does not provide for exclusions. We plan to
continue this coordination and to meet with OCFO and the USDA agencies to discuss the
exclusions and any statutory language or program rationale that may be offered by them to
support their exclusions to the suspension and debarment authorities.

(9) Mr. Kingston: If they were not implemented, please describe why they were not
implemented.

Response: USDA stated that OCFO and OGC have fully reviewed, with applicable agencies, all
of USDA’s suspension and debarment non-covered transactions (exclusions) in the latest round
of regulation updates and that all transactions (programs) that remain not covered by suspension
and debarment have been justified. Documentation to support these conclusions has not been
provided to us for review. We are working closely with OCFO and OGC to obtain and assess
each agency’s statutory language or program rationale that is being used to justify the program
exclusions to the suspension and debarment authorities,

Rural Broadband Program

USDA'’s fiscal year 2012 budget request proposes to continue its Rural Development
Broadband Program, mostly using funding from the Recovery Act. The Federal
Communications Commission recently proposed $1 billion for rural broadband. This is in
addition to USDA’s program. OIG has found significant problems with USDA’s program,
including funding for projects in communities close to major metropolitan areas and projects in
areas with existing broadband service.

(10) Mr. Kingston: What is the status of OIG’s investigations and audits on the broadband
program?

Response: OIG will be starting an audit of the Recovery Act broadband funding in late spring
2011. The audit will include a review of the status of recommendations for USDA’s Rural
Utilities Service (RUS) made in our 2005 and 2009 audit reports. We will continue our
coordination with the Government Accountability Office (GAO) and build on the work that
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GAO has completed regarding the RUS Recovery Act broadband funds. We will also continue
our coordination with the Department of Commerce OIG and its oversight of the National
Telecommunications Information Administration.

OIG currently has three open investigations involving the Broadband Program. During FY 2010,
one of the investigations resulted in one (1) conviction and $2,897,442 in monetary results. The
OIG Hotline has recently received complaints alleging improprieties involving ARRA funds set
aside for broadband. Some complainants have alleged that certain ARRA broadband loan and
grant applicants have filed false information on their technical and managerial qualifications, as
well as on the demographics and existing broadband service in areas they are proposing to serve.
We have also received allegations that RUS has not established effective contract and grant
mechanisms to ensure that its broadband awards are used to provide service to unserved or
underserved rural areas without adverse consequences to already-operating broadband service
providers which do not receive Government funds. Based on this trend, we anticipate
conducting additional investigative work in this area in the future.

(11) Mr. Kingston: Has USDA made any improvements in its program?

Response: As of March 31, 2011, RUS has fully implemented 4 of the 15 recommendations that
we made in our 2005 (14 recommendations) and 2009 (1 recommendation) audit reports. The

4 resolved recommendations addressed whether the law restricted RUS’ definition of a “rural
area” (which RUS concluded it did not); the collection of over $1.9 million in grant funds for
unauthorized expenses from a grantee; the deobligation of another $762,000 from the same
grantee; and the alignment of RUS’ Broadband Loan and Grant Divisions to ensure that RUS is
aware of the amount and type (loan or grant) funding that each community has received.

The remaining 11 open recommendations generally deal with RUS” definition of a “rural area”
including its proximity to a metropolitan area; prioritization of broadband applications to serve
the most needy rural communities; assessment of its practice of funding broadband projects that
will compete with existing providers; improvement of the review and approval of broadband
applications; recovery of $30 million for six defaulted pilot (fiscal years 2001 and 2002)
broadband loans; development and implementation of procedures to deobligate, cancel, and
reobligate unused broadband awards; development and implementation of an integrated
information system to track both loan and grant applications and servicing actions; and definition
of a “loan default.”

(12) Mr. Kingston: Can you report that USDA’s program truly is focused on rural areas?

Response: In both our 2005 and 2009 audit reports we did not report any instances of ineligible
broadband loans or grants that were located in non-rural areas, based on the 2002 Farm Bill and
RUS’ regulatory definitions of “rural area.” However, our concerns during these audits have
been that some of the “rural areas” to which RUS has provided broadband services are affluent
communities in close proximity to metropolitan areas that already have one or more broadband
providers. We recognize that both the 2008 Farm Bill and the Recovery Act modified the
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definition of “rural area," although implementing guidance related to the 2008 Farm Bill is still
being finalized.

(13) Mr. Kingston: Does USDA’s program duplicate other federal efforts, like the one just
announced by FCC?

Response: To our knowledge, the Federal Communications Commission (FCC) broadband
program differs from RUS’ program as it is basically a subsidy program that is not involved in
the construction and deployment of broadband facilities and service. We will obtain a better
understanding of FCC’s broadband program and how it is distinguishable from RUS in our
upcoming planned audit work.

SNAP Fraud Detection

OIG has evaluated FNS’s monitoring of the controls states have in place to mitigate fraud
in SNAP. FNS performed reviews to evaluate how states managed SNAP, but that there were
deficiencies in how the agency and states were collecting and analyzing information to detect
fraud.

(14) Mr. Kingston: Please provide additional information about these audits and your
recommendations to combat fraud in SNAP.

Response: We initiated the current audit concerning State Fraud Detection since we had found
in a prior audit report (27099-68-Hy, Electronic Benefits Transfer System (EBT) State of
Colorado, issued June 2008) that State officials were aware of EBT management reports;
however, there was no evidence to suggest that the reports were used to monitor SNAP
redemptions regularly. We have issued two Fast Reports, one of which had issues similar to our
prior report.

Of the two States reviewed (Florida and New Jersey) in our current audit, we found that neither
State used the management reports their EBT processors provided to identify potentially
fraudulent activities for investigation or followup. Although FNS had not specifically required
the States to use these reports, it considers them to be a tool for State fraud detection units in
detecting the misuse of SNAP benefits.

Without a method of proactive enforcement focused on recipients, FNS’ and the States’ ability to
ensure effective program integrity is reduced. Therefore, we recommended that FNS provide
guidance to States in identifying and assessing available EBT management reports to determine
which could be most useful to each State’s fraud detection efforts and require that States
implement procedures for the periodic review and analysis of management reports to detect and
follow up on suspicious and unusual SNAP transactions.

In another Fast Report we found that neither State had developed a fully effective fraud detection

unit. FNS had not conducted periodic reviews of the States’ fraud detection efforts to verify
their effectiveness. According to an FNS national office official, such reviews were not
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considered necessary because information collected by States for FNS’ annual State Activity
Report was sufficient for FNS officials to ensure that States were devoting sufficient resources to
their fraud detection efforts. However, FNS’ assessment of State fraud detection activities could
be limited by the accuracy of the State-reported information.

We recommended that FNS identify and implement a process for periodically assessing the
States’ fraud detection units,

(15) Mr. Kingston: Please provide a table that shows how much of your budget is spent on
monitoring SNAP to reflect fiscal years 2009 (actual), 2010 (actual) and 2011 (estimate).

Response: The following tables reflect the cost of direct Audit and Investigative staff time for
SNAP during fiscal years 2009 and 2010. The estimate for fiscal year 2011 is a projection based
on work being performed on SNAP. For all 3 years, these amounts include OIG oversight
activities pursuant to the American Recovery and Reinvestment Act of 2009,

SNAP AUDITS
Fiscal % of Direct Audit Time Spent | Cost
Year on SNAP Investigations (in millions)
FY 2009 0.13% $0.05
(actual)
FY 2010 5.89% $2.5
(actual)
FY 2011 6.00% $2.6
(estimated)
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SNAP INVESTIGATIONS
Fiscal % of Direct Investigative Time | Cost
Year Spent on SNAP Investigations | (in millions)
FY 2009 26.68 % $10.1
(actual)
FY 2010 36.58% $16.3
(actual)
FY 2011 46.00% $20.7
(estimated)

(16) Mr. Kingston: Please provide a table showing the number of SNAP cases that were issued,
the number referred to the Department of Justice, and the number accepted by the Department of
Justice, for fiscal year 2010,

Response: The information is as follows:

U.S. Department of Agriculture — Office of Inspector General
SNAP Referrals - FY 2010

Cases Referred Accepted

State Issued To DOJ By DOJ
Alabama 2 2 1
Arizona 2 1 0
California 3 1 0
Colorado 1 1 | 0
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New York 14 i1 3
North 1 1 0
Carolina
Ohio 6 0 0
Oklahoma 3 1 0
Oregon 0 0 0
Pennsylvania 10 8 4
Rhode Island 1 1 0
South 0 0 0
Carolina
South Dakota 0 0 0
Tennessee 1 1 0
Texas 2 1 0
Utah 1 1 0
Virginia 2 1 0
Washington 1 1 0
West Virginia 0 0 0
Wisconsin 0 0 0
Wyoming 0 [t} 0
Total 81 56 16

(17) Mr. Kingston: Please provide the committee with a description of your findings and
recommendations in the review of state fraud detection units, FNS’s response and what action
FNS currently is taking to address this issue.

Response: As stated in response to a prior question [#14], we recommended that FNS provide
guidance to States on EBT management reports and determine which could be most useful to
each State’s fraud detection efforts. In response to the findings, FNS stated it will encourage all
States to use EBT management reports to determine which could be useful in detecting and
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following up on suspicious SNAP transactions. In response to our recommendation that FNS
require States to implement procedures for the periodic review and analysis of management
reports to detect and follow up on suspicious and unusual SNAP transactions, FNS stated it will
implement procedures, where appropriate, for the periodic review and analysis of such reports
for this purpose.

We also recommended that FNS identify and implement a process for periodically assessing the
States’ fraud detection units. In its response, FNS stated it will work with the two states we
reviewed, New Jersey and Florida, to address the reporting and documentation inconsistencies
identified in the report. FNS will also work to determine the implications of those apparent
deficiencies for the overall effectiveness of States’ anti-fraud efforts, and share lessons learned
with other States and FNS Regional Offices as appropriate.

We have not yet followed up with FNS to review the corrective actions taken. The results of the
two issued Fast Reports will be included in our final audit report.

Global Trade Challenge

In OIG’s issuance of “Major Management Challenges” in August 2010, the agency stated
that it was reviewing USDA’s global marketing strategy.

(18) Mr. Kingston: What is OIG’s latest assessment of the Department’s strategy and plans to
more effectively respond to changing trends in global markets.

Response: In OIG’s report on “Major Management Challenges™ facing the Department, we
reported that the Department needs to continue to develop a proactive, integrated strategy to help
American producers meet the global trade challenge. In March 2010, the Department announced
its global market strategy; however, it did not appear to include specific steps or mechanisms
related to exporting genetically engineered (GE) crops. We believe that this is critical because of
the increasing reliance of American agriculture on the global market (which was economically
beneficial this past year) and the increasing importance of GE crops to the American agricultural
sector.

In March 2011, we initiated a review evaluating the Department’s efforts to enhance agricultural
trade, specifically the implementation of the Administration’s National Export Initiative and the
Department’s trade action plan and global market strategy. At the conclusion of our review, we
should be able to make recommendations as to any additional steps the Department needs to take
to facilitate or promote agricultural trade exports.

(19) Mr. Kingston: In addition, what actions is USDA taking to ensure greater efficiencies in
the use of Departmental resources via their collaboration among USDA agencies and non-USDA
agencies?

Response: In March 2011, we initiated a review to evaluate the effectiveness of the
Department’s recent efforts to enhance agricultural trade in response to the President’s National
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Export Initiative. Specifically, we will (1) assess the effectiveness of the Department’s
implementation of the agricultural trade strategy, including the global market strategy and FAS’
use of Country Strategy Statements to increase agricultural exports; (2) evaluate FAS’ efforts to
coordinate with other USDA agencies, and the Department’s coordination with other Federal
agencies, in implementing the global market strategy; and (3) follow up on recommendations
made in our previous audit report on international trade issued in March 2007. We specifically
plan to review and evaluate whether the Department has aligned and allocated its resources in
accordance with priorities established in these trade strategic plans. Based on those results, we
should be able to make recommendations as to any additional steps the Department needs to take
to ensure greater efficiencies in the use of resources through its collaboration and coordination
among the USDA agencies and non-USDA agencies.

Woman and Hispanic Farmer Discrimination Complaints

USDA and the Department of Justice (DOJ) recently announced the procedures for
female and Hispanic farmers who say they faced discrimination from USDA to claim a portion
of a $1.3 billion settlement. If they can prove discrimination, they can receive up to $50,000.
The announcement does not cap the amount of money that can be awarded and waives some
application fees.

(20) Mr. Kingston: What role will OIG play in this process?

Response: Our usual role is to evaluate any allegations of fraud by claimants and
mismanagement by the Department and make a determination as to any necessary investigation
or audit work. Additionally, USDA OIG understands that there may be a provision in the
Hispanic/Women Farmers Process Claims Framework that authorizes the Secretary to request
OIG to conduct a performance audit within six months of adjudication of selected claims, and as
appropriate thereafter. Either with or without such a provision, OIG will consider any such
request by the Secretary.

(21) Mr. Kingston: What plans has OIG developed or is in the process of developing regarding
this matter?

Response: We will consider any allegations or requests for review.

(22) Mr. Kingston: What should USDA to ensure legitimate complaints receive just
compensation while fraud will be minimized?

Response: To ensure legitimate complaints receive compensation while fraud is minimized,
USDA needs to implement strong internal control and oversight procedures. USDA then needs

to make sure that its procedures are followed. Further, OIG should be able to make
recommendations to the Department to implement, following any audits in this area.

OIG FY2012 Budget Request
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(23) Mr. Kingston: Please explain the increase in average salaries for ES and GS positions
included in the fiscal year 2012 budget request.

Response: On page 12-11 of our FY2012 Budget Request, OIG shows the average ES salary
increasing by $1,000 between 2010 and 2011 and by $19,000 between 2011 and 2012. The
$19,000 figure was a typographical error. The budget submission was originally prepared before
the President announced his decision to freeze end of year pay adjustments for Federal
employees for two years. Those end of year adjustments are the only pay increases available to
ES employees, unless the ES employee assumes significant new duties, Barring unanticipated
departures by OIG’s highest ranking ES employees, OIG does not foresee giving such pay
increases and, hence, OIG does not anticipate any increase in the average salary of its ES
employees in FY 12 and 13. The incorrect average ES salaries are not used in support of
calculations elsewhere in the budget request.

At the bottom of page 12-11, OIG shows the average salary for GS employees as $90,000 in
2010, $92,000 in 2011, and $97,000 in 2012. Similarly, the average grade and step of an OIG
GS employee is projected to rise from a Grade 11, Step 5 in 2010, to a Grade 1 1, Step 6 in 2011,
and a Grade 11, Step 8 in 2012. The average salary and grade of OIG’s GS employees is
projected to rise over the next two years because the pay freeze applics only to end of year pay
adjustments. This means that all OIG GS employees performing at the fully successful level
remain eligible for step increases based on time in grade. It also means that OIG’s front line
auditors and investigators, whose non-competitive career ladders rise from the GS-5 or GS-7 to
the GS-13, will remain eligible for those promotions. As OIG does not anticipate being able to
hire significant numbers of new entry-level employees to fill behind those employees who will
advance in their career ladders, the net result will be an increase in OIG’s average GS grade.

(24) Mr. Kingston: In USDA’s FY 2012 budget request, the OIG requests an increase of
$613,000 for oversight of USDA international programs program, Please explain OIG’s
concerns with USDA’s international programs. Accordingly, provide more specific detail on
which programs the OIG intends to audit and/or investigate as well as the goals of each
respective audit.

Response: Due to limited resources, OIG has not been able to perform significant oversight of
USDA international programs for several years. OIG is seeking $613,000 to cover the increased
staff hours and travel costs necessary to perform additional audits and investigations of USDA
international programs, which continue to grow in terms of dollars and strategic importance.
Examples of international USDA programs where QIG would provide additional oversight
include the following:

¢ USDA international assistance programs include $2.3 billion for the Food for Peace
Program and $5.3 billion for the Export Credit Guarantee Program. OIG has not done
significant audit work in these areas in several years.

¢ The McGovern-Dole International Food for Education and Child Nutrition Program was
established in the 2002 Farm Bill. Even though USDA has provided almost $600 million
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to this program since FY 2008, OIG has not audited the program because we could not
fund the international field visits necessary to conduct a meaningful audit. Prior OIG
audits of non-government organizations (NGO) involved with distribution of
international food assistance have reported various problems, including NGOs’ non-
compliance with agreements.

e Inthe last few years, the U.S. Agency for International Development (USAID) has
transferred under section 632(a) of the Foreign Assistance Act of 1961 over $100 million
to USDA 1o be spent supporting the reconstruction and strengthening of agricultural and
rural infrastructures in Afghanistan and Pakistan. Under section 632(a), USDA OIG is
required to conduct periodic audits of these funds. Without the requested funds, OIG will
not be able to provide the required oversight of the use of those funds.

e InOIG’s FY 2011 investigations business plan, addressing fraud and misconduct in
USDA’s international programs is a priority. Currently, OIG has several ongoing
investigations related to one of the Export Credit Guarantee Programs. We continue to
monitor incoming complaints and coordinate closely with Foreign Agricultural Service
(PAS) officials to identify alleged criminal violations and misconduct by USDA
employees who are duty stationed internationally. Often, international investigations are
difficult to conduct due to the fact that the subjects, witnesses, and documents are located
overseas, and limited funding restricts our ability to conduct interviews or follow up on
leads developed during the investigation. As a result, we typically decline these
investigations.

s We would anticipate that investigative results could potentially yield substantial
monetary results and recoveries. Additionally, investigative work in USDA’s
international programs would be beneficial in identifying individuals who have attempted
to defraud USDA and prevent them from continuing to conduct business with the
Department as well as other U.S. Government agencies. Pursuing suspension and
disbarment of individuals attempting to defraud the program is a high priority for USDA.

(25) Mr. Kingston: Please explain OIG’s proposal for increased funding to use statistically
valid random samples instead of judgmental samples.

Response: The funds requested would be used to support the additional field work involved in
conducting audits that could, with statistical reliability, project the full dollar value of potential
improper payments. Programs where statistical sampling could yield significant information on
program-wide improper payments include Supplemental Nutrition Assistance, Crop Insurance,
and Rural Development, which total about $80 billion in expenditures each year.

With the funding available under its annual appropriation, OIG has only been able to provide
audit coverage to USDA benefit programs by utilizing audits based on judgmental samples,
rather than the statistically valid random samples necessary to support program-wide loss
projections. Using judgmental samples has meant, for instance, that when performing an audit
of a USDA loan program, OIG would determine which and how many local offices to visit and
loan records to review based primarily on which sites it could visit to cover the greatest number
of loan records at the lowest cost. Once the audit was complete, OIG could assess how the
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program was handled at the sites visited. OIG could not, however, use the information collected
to reliably project the extent of improper payments in the program, nationwide. While the use
of judgmental samples has enabled OIG to stretch its funds to cover audits of a greater number
of USDA programs, it has prevented OIG from reliably projecting the full scope of improper
payment problems that may exist in those programs.

With the funds requested, OIG will be able to perform statistically valid audit work where it is
beneficial in USDA programs rather than always relying on judgmental samples. Using
statistical sampling, OIG would be able to utilize the information it collects during field work to
project its findings onto the selected universe of program transactions, instead of only to the
sampled units as is currently done with a judgmental sample.

(26) Mr. Kingston: Please provide additional information on OIG’s proposed increased to
support investigator training requirements.

Response: During late FY 2009 and FY 2010, OIG investigations staff experienced significant
turnover through retirement and other attrition. Many of the individuals who retired held
leadership or other key positions in OIG, such as qualified instructors for firearms or use of force
training.

To address staffing needs in FY 2010, OIG hired additional criminal investigators. Many of
these individuals were hired at entry level and were required to attend the basic Criminal
Investigator Training Program (CITP) at the Federal Law Enforcement Training Center
(FLETC). The CITP is a required 3-month program that provides basic and fundamental training
in the techniques, concepts, and methodologies of conducting criminal investigations,

Successful completion provides the basis for developing and maintaining a highly skilled and
proficient special agent.

As noted above, OIG lost several of its “in-house™ investigations instructors. It is imperative that
we maintain sufficient instructors who can provide quality training in the safe handling,
proficient application, and justifiable use of firearms to all basic and advanced sworn law
enforcement personnel, as well as demonstrate and apply the proper use of force techniques.

OIG must replace those instructors by identifying individuals to attend the Firearms Instructor
Training Program as well as the Use of Force Instructors Training Program. Both of these
training programs require refresher training every 5 years to ensure the instructors stay current on
contemporary firearms and use of force issues, trends, tactics, and training techniques.

Additionally, all special agents are required to attend Continuing Legal Education every 5 years.
The Continuing Legal Education Training Program is an advanced program designed to provide
refresher training to field agents and officers in legal subject areas covering the 4th, 5th, and 6th
Amendments, use of force, electronic law and evidence, civil liability, and recent statutes and
rules changes.

OIG recently established a Critical Incident Stress Management Program (CISM) to help OIG

employees in times of crises. Training of staff on how best to respond to and deal with a crisis is
required before full implementation of the program can be completed. This program is important
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to ensure the physical health, safety, and mental well being of our investigators, who face
potentially dangerous and stressful situations on a daily basis.

Finally, to ensure that OIG maintains the ability to investigate complex investigations involving
the use of computer and electronic technology, it is imperative that OIG has highly trained and
certified computer forensic examiners and technical specialists who can process and obtain
electronic evidence. OIG’s National Computer Forensic Division provides expert computer
forensic service, from on-site collection and preservation of digital evidence during search
warrants, to analysis and court testimony. Due to the fast-paced changes in technology, a digital
forensic examiner must constantly refresh his/her knowledge and develop new expertise as
changes dictate, i.c. smart phones/iPad devices, advanced persistent threat (APT)/network
intrusion, and legal updates. In addition, Federal and State courts expect examiners to acquire
and maintain certifications pertinent to their profession.

(27) Mr. Kingston: In OIG’s FY 2012 Explanatory Notes, page 12-10, the agency presents an
object class breakdown for fiscal years 2010, 2011 and 2012. If the President proposed no pay
increases for nearly all federal employees, what accounts for the approximately 15 percent
increase in Object Class 11 (salaries).

Response: As noted above, OIG GS schedule employees, who comprise 98.5 percent of OIG’s
staff, remain eligible for both step increases and career ladder promotions. A further reason for
this increase is that in 2009, OIG received an increase to its budget for the first time in three
years. Because OIG had been effectively straight-lined through FYs 2006-2008, OIG had
implemented a hiring freeze and other strict budgetary measures in order to perform its mission
within the appropriated funds. In 2009 and 2010, OIG received some relief from these budget
difficulties and was able to fill key management vacancies as well as hire and develop entry-
level auditors and investigators, These new staff are essential to OIG’s ability to function now
and in the future, as a large portion of OIG’s staff is now or will shortly achieve retirement
eligibility. This new hiring largely took place over the course of 2010, with the OIG not
reaching its full staffing level until late in the year. For FY11, OIG anticipates its staffing level
will remain fairly constant for the full year.

(28) Mr. Kingston: Please explain how Object Class 12 (benefits) decrease as pay increases
and benefit costs increase.

Response: OIG is anticipating that benefits as a percentage of salaries will decrease from
approximately 36 percent in 2010 to 30 percent in 2011, and then rise again to 32 percent in
2012. As CSRS employees become a smaller proportion of OIG’s staff on board, OIG's
benefits costs decrease because a greater portion of CSRS retirement benefits are charged to the
Government than are charged to the Government under the FERS system which replaced CSRS
in the 1980s. Government employees adversely impacted by the economy tend to reduce their
retirement fund contributions (thus also reducing the matching agency contributions for which
they would otherwise qualify under FERS) and/or chose less expensive health care coverage
(which has lower premiums for both the employee and the Government). As the economy
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improves, we anticipate benefits rising against salaries in 2011 as employees begin to reinstate
their full FERS retirement fund contributions, and become more willing to pay the employee
costs associated with more extensive health care plans.

(29) Mr. Kingston: Why are costs for maintenance of facilities decreasing?

Response: The cost for maintenance of facilities decreased for FY 2011 because OIG has no
major renovation requirements scheduled for this fiscal year. O1G’s FY2010 maintenance costs
were unusually high due to major facility renovations and repairs in our Headquarter and
Beltsville offices. Additionally during FY 2010, several OIG field offices moved from lease to
GSA space and/or reduced their square footage, resulting in cost savings to the Government.
The moves also allowed OIG to include all remodeling and facility repairs in the new leased
space agreements. For these reasons, OIG anticipates comparatively lower facility maintenance
costs in FY 2011 and FY 2012.

OIG Audits, Investigations and General Information Requests

(30) Mr. Kingston: Please provide a table showing the financial statement audits OIG contracts
for and those conducted in-house, as well as the cost of each audit for fiscal year 2009 (actual),
2010 (actual) and 2010 (estimate).

Response: For audits contracted to Independent Public Accountants (IPAs), OIG incurs the cost
for monitoring the work of IPAs. The information below represents OIG’s cost for monitoring
the IPAs plus the contract cost paid to the IPAs to perform the audit.

Federal Crop Insurance Corporation Contract $395,450 $394,440 $408,152
Commodity Credit Corporation Contract $1,792,026 | $1,743,048 $1,846,180
Forest Service Contract $4,693,609 | $3,841,684 $3,963,443
Food and Nutrition Service In-House $1,464,347 | $1,000,722 | $1,514,200
Rural Development In-House $1,816,359 | $2,148,758 | $2,288,598
Natural Resources Conservation Contract $2,067,191 | $1,893,442 | $2,361,091
Service

USDA Consolidated In-House $2,155,387 | $1,962,294 | $2,123,891
TOTAL $14,384,369 | $12,984,388 | $14,505,555
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(31) Mr. Kingston: Please provide a table showing the amount of funds expended for public
accountants hired under contract for fiscal years 2009 (actual), 2010 (actual) and 2011
(estimate).

Response: The information follows:

€n 08|
Federal Crop Insurance Corporation Contract $359,648 $370,138 $370,942
Commodity Credit Corporation Contract $1,746,126 { $1,701,148 |  $1,800,830
Forest Service Contract $4.637,611 | $3,803,9741 $3,918,093
Rural Development* In-House $909,762 $864,461 $890,400
Natural Resources Conservation Contract $2,018,537 1 $1,868,302 | $2,315,741
Service
TOTAL $9,671,684 | $8,608,023 $9,296,006

erforma tual Cos timat

Financial Management Contract $99,982 N/A N/A
Modernization Initiative

* Credit Reform section of audit is contracted

Notes: Financial Statements Audit contracts are funded by the audited agency.

(32) Mr. Kingston: Please update the Committee on all of the andit and investigation work OIG
is conducting on the WIC Program, including vendor monitoring.

Response: We are currently conducting our audit of vendor management and participant
eligibility in WIC. The overall objective of this audit is to evaluate implementation of food
delivery regulations intended to improve the integrity of vendor management, and assess the
eligibility of participants. Specifically, we will assess (1) implementation of compliance
investigations; (2) accountability, control, and security of food instruments; and (3)
determinations of participant eligibility.

Investigations relating to the WIC program have shown similar results to that of SNAP in that
some vendors/retailers, recipients, and public employees are engaged in misusing the WIC
program for personal financial gain. For this program area in FY 2010, OIG opened 16 criminal
investigations and obtained 14 indictments, 22 convictions, and $278,364 in monetary results.

(33) Mr. Kingston: What was OIG’s cost of performing audits of Commodity Credit
Corporation (CCC) financial statements in fiscal year 20107 What was the reimbursement from
CCce?
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Response: CCC’s financial statement audit is contracted out. However, OIG monitors the audit
to ensure that it performed by an audit firm that is independent, objective, and possesses the
required qualifications, and that the audit is performed in accordance with generally accepted
auditing standards in the United States. OIG’s cost of performing the monitoring for FY 2010
was $41,900. OIG did not receive reimbursement from CCC for this service. CCC paid the
contract cost of $1,701,148 for FY 2010.

(34) Mr. Kingston: Please provide a list of all USDA financial statements OIG audits along with
the opinions you provided on those financial statements. Include a brief description of each audit
opinion and the reasons these opinions were rendered.

Response: The USDA Consolidated, Rural Development (RD), Commodity Credit Corporation
(CCC), Forest Service (FS), Food and Nutrition Service (FNS), and Risk Management Agency
(RMA)/Federal Crop Insurance Corporation (FCIC) Financial Statement audit reports disclosed
that the financial statements were presented fairly and conformed to generally accepted
accounting principles resulting in unqualified opinions for FY 2010. NRCS’ last three Financial
Statement audits (fiscal years 2008, 2009, and 2010) resulted in a disclaimer of opinion;
however, the errors were determined not to be material to the USDA consolidated financial
statements, taken as a whole.

The NRCS disclaimer of opinion was the result of NRCS management’s inability to provide
sufficient evidential matter in support of transactions and account balances, as presented in the
NRCS consolidated financial statements as of and for the year ended September 30, 2010. In
addition, the independent public accountant identified seven material weaknesses in NRCS'
accounting and controls over undelivered orders; revenue and unfilled customer orders process;
accrued expenses; financial reporting; property, plant, and equipment; purchase and fleet card
transactions; and general and application controls environment.

(35) Mr. Kingston: Please provide a status report on all current and previous findings of material
weakness since 2008. Specifically, please list the finding, OIG’s recommendation and the current
status.

Response: The information follows:

indings an 1l 1o -
FY 2008 Consolidated Financial Statements Audit, Assignment No. 50401-65-FM

Finding 1: Improvements are needed in overall financial management.
Recommendation: Provide additional oversight to ensure that general
ledgers reflect valid obligations and that agencies perform the required
reviews timely and effectively. Yes

Finding 2: Improvements are needed in Information Technology, Security
and Controls.

Recommendation: The Department and its agencies are in the process of
addressing the weaknesses; therefore, no recommendations were made in the N/A
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report.

FY 2009 Consolidated Financial Statements Audit, Assignment No.

50401-67-FM

Finding 1: Improvements are needed in overall financial management,
Recommendation: Provide additional oversight to ensure agencies

(1) properly monitor and review obligation balances, (2) provide valid
certifications based on complete and accurate reviews as required by
Departmental Regulation 2230-001, and (3) understand the importance of
responding to requests for bills or additional information in a timely manner,

Yes

Finding 2: Improvements are needed in Information Technology, Security
and Controls.

Recommendation: (1) Create a plan of action and milestones to correct
deficiencies in both System Security Plans and Contingency and Disaster
Recovery Plans, (2) revise Cyber Security Assessment and Management
and/or system documentation to reflect consistent and accurate information,
and (3) institute policy and procedures to ensure review and signature of all
parties bound by Interconnection Security Agreements.

Yes

FY 2010 C lidated Financial Statements Audit, Assignment No.

50401-706-FM

Finding 1: Improvements are needed in overall financial management.
Recommendation: Provide additional oversight to ensure that agencies are
properly reviewing, researching, and timely implementing action to correct
abnormal balances.

Yes

Finding 2: Improvements are needed in Information Technology, Security
and Controls.

Recommendation: Because of actions planned by the Department and
recommendations made in other audits, no recommendation was made.

N/A

FY 2008 CCC Financial Statements Audit, Assig t No. 06401-23-FM

Finding 1: Improvements needed in Financial System Functionality and
Fund Control.

Recommendation: CCC is addressing the weakness; therefore, no
recommendations were made in the report.

N/A

Finding 2: Improvements needed in management's review procedures over
its cash flow models.

Recommendation: The Office of Budget and Finance (OBF) perform a more
thorough and in-depth review of the models prior to submitting them for
auditor review. In addition, OBF should begin making any necessary
revisions to the model earlier in the fiscal year.

Finding 3: Improvements needed in management's analysis of obligations
and liabilities for the Direct and Countercyclical Payment Programs.
Recommendation: The formalized policies and procedures specific to the
Countercyclical Payment and Direct Payment program specifically describe:
(i) a process to perform a reasonableness analysis on the prior program year
accruals and obligations carried forward to the current period, (ii) actions that

Yes
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should be taken based on this analysis; and (iii) procedures that should be
followed to update the recorded amounts based on information that comes to
management's attention subsequent to fiscal year end that is relevant to
current year recorded amounts.
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ny S 3 endations

FY 2009 CCC Financial Statements Audit, Assignment No. 06401-24-FM

Finding 1:

functionality.
Recommendation: Because of actions planned by the Department and

Improvements are needed in financial management system's

recommendations made in other audits, no recommendation was made. N/A

FY 2010 CCC Financial Statements Audit, Assignment No. 06401-25-FM

Finding 1:

functionality.
Recommendation: Because of actions planned by the Department and

Improvements are needed in financial management system'’s

recommendations made in other audits, no recommendation was made. N/A

FY 2009 Rural Development Financial Statements Audit, Assignment No. 85401-17-FM

Finding 1:

Recommendation: Design and implement controls over the development,

validation,

Improvements needed in controls over cash flow assumptions.

and approval of assumption curves used in the cash flow models. Yes

FY 2008 NRCS Financial Statements Audit, Assignment No. 10401-02-FM

Finding 1:
orders.

Recommendation: Ensure undelivered orders balances are valid at period

end.

Improved accounting and controls needed over undelivered

Yes

Finding 2:
orders.

Recommendation: Ensure unfilled customer orders are complete and valid at

Improved accounting and controls needed for unfilled customer

period end. Yes

Finding 3:

Recommendation: Develop and provide guidance and training regarding

policy and

Improved accounting and controls needed for accrued expenses.

procedures over preparing, reviewing, and recording accruals. Yes

Finding 4:
equipment.

Recommendation: Ensure capital leases are identified and accounted for as

required.

Improved accounting and controls needed for property, plant, and

Finding S:

Recommendation: Ensure employees preparing the financial statements
have the appropriate training and that financial statements are reviewed and
approved by management to ensure compliance with generally accepted

accounting

Improved controls are needed over financial reporting.

principles. Yes

FY 2009 NRCS Financial Stat ts Audit, Assignment No. 10401-03-FM

Finding 1:
orders.

Improved accounting and controls needed over undelivered

Yes

pg. 24




395

indings and Re dations
Recommendation: Continue to train budget and program personnel to
review open obligation balances and monitor compliance.

Finding 2: Improved accounting and controls needed over the revenue and
unfilled customer order process.

Recommendation: Develop and implement policies and procedures for
reimbursable agreements, accounts receivable, and unfilled customer orders.

Yes

Finding 3: Improved accounting and controls needed over accrued expenses.
Recommendation: Provide additional training to field personnel regarding
the policy and procedures for recording accruals.

Yes

Finding 4: Improved controls needed over financial reporting.
Recommendation: Obtain and use the United States Government Standard
General Ledger posting models for conservation easements, travel advances
to others, cumulative results of operations for non-appropriated funds,
recoveries of prior year obligations, and accounts receivable with the public.

Yes

Finding 5: Improved accounting and controls needed for property, plant, and
equipment.

Recommendation: Establish a policy that outlines the proper procedures for
identifying and tracking the appropriate costs related to the development of
new applications through the various stages of the development process.

Yes

FY 2010 NRCS Financial Statements Audit, Assignment No. 10401-03-FM

Finding 1: Improved accounting and controls needed over undelivered
orders.

Recommendation: Review and ensure that the current policies are compliant
with Title 31 U.S. Code and GAO's Redbook, The Principles of Federal
Appropriations Law.

Yes

Finding 2: Improved accounting and controls needed over the revenue and
unfilled customer order process.

Recommendation: Develop a systematic methodology for calculating the
allowance for uncollectible accounts which considers historical data,
estimates losses on an individual and aggregate account basis, and considers
other risk factors that may have an impact on NRCS' ability to collect
amounts due.

Yes

Finding 3: Improved accounting and controls needed over accrued expenses.
Recommendation: Perform quality assurance procedures to determine if
accrued expenses are complete, accurate, and exist at quarter and year end.

Yes

Finding 4: Improved controls needed over financial reporting.
Recommendation: Establish a more robust internal control identification and
evaluation process to identify all significant control deficiencies.

Yes

Finding 5: Improved accounting and controls needed for property, plant, and
equipment,

Recommendation: Reinforce segregation of duties responsibilities for
inventory taking, reminding Accountable Property Officers that the inventory
taker should not also have the authority to purchase property, plant and
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equipment.
Finding 6: Improved general and application access controls needed.
Recommendation: Establish a process to actively review and document its
review of application, active directory, and Virtual Private Network access to
determine whether it is appropriate based on the employee's role. Yes
Finding 7: Improved controls needed over purchase and fleet card
transactions.
Recommendation: NRCS management should immediately review all
cardholders to determine whether they are current NRCS employees and
should have access to a purchase card. Yes
Notes:
*  OIG tracks recommendations to management decision (agreement by agency officials).
OCFO tracks recommendations until final action has been implemented.
¢ Additional recommendations related to NRCS’ financial statements can be provided upon
request.

(36) Mr. Kingston: Please provide a table showing the amount spent for confidential operational
activities for fiscal years 2009 (actual), 2010 (actual) and 2011 (estimate),

Response: The information is as follows:

Fiscal Year Available Spent
2009 $125,000 $ 77,654
2010 $125,000 $ 88,451
2011 $125,000 $125,0007

* Estimated use through the end of the fiscal year based on current investigative
activity.

(37) Mr. Kingston: Please provide a summary of complaints from OIG Hotline for Fiscal Year
2010.
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Response: The information is as follows:

During FY 2010, USDA received 2,936 complaints over the Hotline:

From the public 2870
From USDA employees 207
From duplicate sources -141%

TOTAL 2936

How the Hotline was contacted;

Telephone 1667
Mail 416
Walk-in 1
E-Mail 761
Fax 91
Type of Allegation:
Program participation fraud 1870
Employee misconduct 387
Waste/mismanagement 273
Health/safety 76
Opinion/information 325
Bribery 2
Reprisal 3
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Disposition of the contacts:

USDA agencies for response 991
Food stamp recipient fraud complaints

tracked by FNS 1152
USDA agencies for information 361
OIG-Audit/Investigations 232
Other law enforcement agencies 9
Insufficient information 171
Complainant referred to State agency 20

During FY 2010, 1,310 Hotline complaint files were closed:

Substantiated 101
Unsubstantiated 604
Partially substantiated 92
Referred to other law enforcement

agencies 16
Other (declined) 497

*141 Hotline contacts were duplicate sources and did not require processing as a
separate file.

(38) Mr. Kingston: Please provide a table showing the number of audit reports, investigative
reports, indictments, convictions, and lawsuits filed for fiscal year 2010,
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Response: The information is as follows:

FY 2010 Results in Key Categories—OCTOBER 2009-SEPTEMBER 2010
Audit Reports Issued 65

Investigative Reports Issued 247

Impact of Investigations*

Indictments 356
Convictions 459
Arrests 992
Lawsuits 8

*The period of time to obtain court action on an indictment varies widely; therefore, the 459 convictions
do not necessarily relate to the 356 indictments,

(39) Mr. Kingston: How were the indictments resolved, and what percent led to convictions?
Please report for the latest data available.

Response: We would like to note that indictments may be obtained in one FY, but the trial or
conviction may not occur in that same FY. Therefore, at this time we cannot say how each
indictment obtained in FY 2010 will be resolved. However, based upon an analysis of the cases
closed in FY 2010, 96% of all investigations that resulted in indictment ultimately led to
conviction.

(40) Mr. Kingston: Provide a table showing the allocation of OIG’s resources and the percent
of each that went towards investigations and audits of each USDA agency for fiscal year 2010.

Response: The information is as follows:
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Investigations
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RMA $4,326 29 2,748 3 18 3
FSA 10,045 67 6,240 7 40 7
FAS 514 3 500 1 3 1
FNS 27,369 1791 21,995 24 141 24
AMS 1,649 11 792 1 5 1
APHIS 4,231 28 3,449 4 22 4
GIPSA 38 0 36 0 0 0
FSIS 3,981 27 2,225 3 15 3
ARS 559 5 526 1 4 1
NIFA 64 0 30 0 0 0
RD 1,207 8 0 0 0 0
RBS 1,718 12 108 0 1 0
RHS 6,851 47 2,127 2 14 2
RUS 1,285 9 289 0 2 0
FS 8,755 60 1,953 2 13 2
NRCS 3,050 21 980 1 6 1
00 43 0 43 0 0 0
OCFO 808 6 105 0 2 0
OCIO 454 3 33 0 0 0
OIG 6,396 44 658 1 4 1
(internal)
Multi- 4,808 34 58 0 0 0
Agency
OCRE 76 0 76 0 0 0
SEC 30 0 30 0 0 0
Total* $88,297 593 | $45,031 50 290 49

Please note that the numbers may not add due to rounding.
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FSA 10,045 | 67 3,805 4 27 5
FAS 514 3 14 0 0 0
FNS 27,369 | 179 5,374 6 38 6
AMS 1,649 11 857 1 6 1
APHIS 4,231 28 783 1 5 1
GIPSA 38 0 2 0 0 0
FSIS 3,981 27 1,726 2 12 2
ARS 559 5 32 0 0 0
NIFA 64 0 35 0 0 0
RD 1,207 8 1,207 1 8 1
RBS 1,718 12 1,610 2 11 2
RHS 6,851 47 4,724 S 33 6
RUS 1,285 9 994 1 7 1
FS 8,755 1 60 6,802 8 48 8
NRCS 3,050 | 21 2,071 2 15 3
00 43 0 0 0 0 0
OCFO 808 [ 703 1 6 1
OCIO 494 3 461 1 3 1
OIG 6,396 | 44 5,739 6 40 7
(internal)
Multi~ 4,808 34 4,749 5 33 6
Agency
OCRE 76 0 0 0 0 0
SEC 30 0 0 0 0 0
Total* $88,297 | 593 | 343,266 52 303 51

Please note that the numbers may not add due to rounding.

pg. 31



402

(41) Mr. Kingston: Please provide for the record the amounts transferred to OIG from the
Department of Justice Assets Forfeiture fund for fiscal years 2008 through 2011, Provide an
explanation of the use of these funds by OIG.

Response: The information is as follows:

Amount
Fiscal Year transferred from
DOJ-AFF
2008 $1,155,936
2009 $1,750,055
2010 $1,597,790
2011# $986,636

*Current Authorizations for FY 2011 as of March 31, 2011.

As a participating member of the DOJ Assets Forfeiture Fund, USDA OIG requests monies
under DOJ’s Annual Allocation program. These allocations are usually requested for use in two
categories of the fund, including program operations expenses and investigative expenses.

Program operations expenses include case related expenses, joint law enforcement operations
(conducted with various State and local law enforcement entities), and training. Investigative
expenses include such items as the purchase of evidence and the equipping of conveyances.

For FY 2011 OIG was authorized $1,683,000 from the DOJ Assets Forfeiture Fund however, we
have only expended $986,636 during the first half of fiscal year 2011,

(42) Mr. Kingston: Please provide for the record amounts transferred to OIG from the
Department of Treasury Forfeiture Fund for fiscal years 2008 through 2011, Provide an
explanation of the use of these funds by OIG.
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Response: The information is as follows:

Fiscal Year Amount transferred
from TFF
2008 $210,421
2009 $485,279
2010 $1,400,501"
20117 $0

“The spike in the FY 10 amount is from an isolated event from an aged
investigation, where funds were recovered and transferred to USDA OIG in FY

10.
""Current Authorizations for FY 2011 as of March 31, 2011.
Amounts transferred to USDA-OIG are utilized in accordance with TFF requirements and are

used to support program operations and investigative case related expenses, such as law
enforcement equipment and investigative/law enforcement supplies.

(43) Mr. Kingston: Please provide for the record amounts transferred to OIG through the
granting of a Petition for Remission or Mitigation for fiscal years 2008 through 2011.

Response: The information is as follows:

Amount transferred through the
Fiscal Year Granting of a Petition for Remission
or Mitigation

2008 $874,071
2009 $608,320
2010 $1,546,212
2011 $0
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*Current Authorizations for FY 2011 as of March 31 , 2011,

(44) Mr. Kingston: How many OIG employees are entitled to special pay rates? What is OIG’s
pay scale?

Response: The Office of Inspector General (OIG) does not have any employees on a special
rate pay scale. OIG employees are either on the GS or ES pay scale. However, OIG’s 223
Criminal Investigators (GS 1811) are entitled to Law Enforcement Officer Pay. In addition,
investigators who meet the requirements for Law Enforcement Availability Pay are entitled to an
additional 25%, pursuant to law and OPM regulations.

OIG uses the Federal locality pay scale authorized by OPM for all other employees within the
Federal Government.
(45) Mr. Kingston: Please provide for the record a table showing O1G-owned firearms,

Response: The information is as follows:

OIG Owned Firearms
(Inventory as of March 31, 2011)

Type of Firearms Number
9mm semiautomatic pistols 87
.40 cal. semiautomatic pistols 319
MP-5s 82
M4 carbines 48
.357 cal. revolvers 6
.38 cal. revolvers 23
12-gange shotguns ' 108
Miscellaneous weapons maintained for 70
training purposes

Total 743
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"USDA OIG is currently transitioning to the Glock .40 caliber semiautomatic
pistol. Upon completion of this transition, 295 9mm weapons will be shipped to
Glock, Inc. as a part of the trade-in program which kept overall costs lower. To
date, 208 pistols have been sent to Glock, Inc.

(46) Mr. Kingston: Please provide a description of the work the IG is doing in
regard to federal, state or industry employee whistleblowers.

Response; Whistieblower complaints are received from both Federal employees and the general
public. In instances where criminal activity or severe USDA program abuse is alleged, OIG
performs a preliminary investigation to determine if further criminal investigation or OIG audit
is warranted. If it is determined the complaint should be handled administratively, it is referred
to the USDA agency for investigation. Previous experience has shown most complaints are
more effectively examined through administrative or regulatory investigations. When
complaints are sent to the USDA agency for investigation, OIG monitors the progress and
reviews all responses received from the USDA agency to ensure all allegations were sufficiently
investigated and addressed.

The Recovery Act provides whistleblower protections to non-Federal employees who reasonably
believe they are being retaliated against for reporting misuse of funds received by their non-
Federal employer under the Recovery Act. The Recovery Act requires OIGs to review any such
Recovery Act reprisal complaints and determine whether an investigation will be conducted.
Within 180 days of receiving a complaint, OIGs must investigate the complaints and issue a
report of the findings.

To date, we have received 4 non-Federal employee Recovery Act whistleblower reprisal
complaints and have handled them in accordance with these provisions.

(47) Mr. Kingston: How many open investigations and reviews are related to
whistleblower complaints?

Response: For FY 2010, there were a total of 28 open investigations and § open reviews or
audits in OIG that were initiated as a result of whistleblower complaints reported to our Hotline,
For I'Y 2011, there were a total of 33 investigations and 12 audits or reviews that were initiated
as a result of whistleblower complaints received via the Hotline as of April 21, 2011.

(48) Mr. Kingston: Please update the list of ongoing, completed and planned work on USDA’s
homeland security activities,

Response: The requested information about OIG audits of USDA homeland security activities
follows. This information is current as of March 31, 2011,
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Audit No. “ Audlt Tltle/Descrlptmn

24601-08-At _ FSIS In-Commerce Surveillance Activities

24701-01-Te  FSIS Food Defense Verification Procedures

33601-12-Ch  Effectiveness of the Smuggling, Interdiction, and Trade Compliance Unit,
APHIS

33701-01-At _[Follow up on APHIS Select Agent Program

"Audit No. O Audit Tltle/Descrlptlon Issued
33601-11-Ch | USDA’s Controls Over Animal Import Centers 08/13/10
42099-04-HQ | Assessment of the U.S. Department of Agriculture’s Disaster | 08/30/10
Response Capabilities
50501-02-IT | United States Department of Agriculture, Office of the Chief | 11/15/10
Information Officer, Fiscal Year 2010 Federal Information
Security Management Act
24601-06-At | Food Emergency Response Network 3/22/11

k \SDA s Ability to Respond to Agncultural Emergencxes
IUSDA, Office of the Chief Information Officer, Fiscal Year 2011 Federal Information Security,
Management Act

Several years ago, OIG established an Emergency Response Team (ERT) comprised of
investigators trained to respond to threats against the agriculture infrastructure. Over the last
fiscal year, the ERT worked closely with APHIS and FSIS on matters pertaining to homeland
security. They have participated in numerous working groups and tabletop exercises at the
Federal, state and local levels to ensure interagency cooperation in the event of a homeland
security related crisis. Within the next year, the ERT will continue to serve as a resource for
USDA and will enhance its knowledge and capabilities through additional training and tabletop
exercises.

(49) Mr. Kingston: How does OIG coordinating with the Office of the Chief Information
Officer regarding its lead role in assuring security over IT resources?

Response: The Office of the Chief Information Officer (OCIO) has several ongoing
Department-wide IT security projects. OIG coordinates with OCIO by attending bi-weekly
meetings on the new access control framework the Department is building, and on the data
consolidation project being undertaken by the three farm service-related agencies. In addition,
we participate in the monthly Departmentwide security call where the agency responsible
officials discuss projects, training, and new ideas. OIG’s participation in these activities is for
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purposes of obtaining information and keeping apprised of USDA activities in order for OIG to
carry out its oversight duties.

OIG also coordinates with the agencies during the annual FISMA review. Both the Department
and OIG are required to coordinate the responses back to the Department of Homeland Security
(DHS) and work closely during the entire process. OIG has a close working relationship with
OCIO and OCIO is briefed regularly on ongoing OIG projects.

While the OCIO is the lead for USDA on IT, OIG’s National Computer Forensic Division
(NCFD) provides technical assistance as needed to OCIO. In accordance with OCIO’s
Agricultural Security Operations Center and National Information Technology Center intrusion
response protocols, NCFD will provide forensic expertise in the event of an intrusion by an
outside entity into USDA IT systems.

(50) Mr. Kingston: Please provide for the record a description of the latest OIG work relating to
APHIS.

Response: The requested information about OIG audits relating to Animal and Plant Health
Inspection Service (APHIS) activities follows. This information is current as of March 31, 2011.

" Audit No.

__Audit Title Issued

33002-4-SF Animal Care Program — Inspection of Problematic Dealers 05/14/10

33601-10-Ch Controls Over Licensing of Animal Exhibitors 06/29/10

33601-11-Ch Controls Over Animal Import Centers 08/13/10

33601-2-KC Administration of the Horse Protection Program and 09/30/10
Slaughter Horse Transportation Program

Audit No. T — Audit Title/Description

33601-12-Ch Effectiveness of the Smuggling, Interdiction, and Trade Compliance Unit

33701-1-At Follow up on APHIS’ Implementation of the Select Agent or Toxin
Regulations

50601-1-23 USDA Controls Over Shell Egg Inspections

50601-16-Te Controls Over Genetically Engineered Animal and Insect Research
50099-46-At JUSDA Payments for 2005 Citrus Canker Losses
50099-84-Hy JSDA'’s Response to Colony Collapse Disorder (CCD)

During FY 2010, OIG conducted successful APHIS related investigations that led to 87
indictments, 129 convictions, and over $3.5 million in recoveries and restitution. OIG’s most
significant APHIS investigations involved animal fighting, which became a felony in 2007 and is
often associated with other kinds of crimes such as assaults, gambling, illegal drug possession,
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and illegal gun possession. Other APHIS related work includes protecting America’s animal and
plant resources and safeguarding them from exotic invasive pests by investigating import/export
violations. Lastly, OIG investigates instances of workplace violence and employee misconduct.

(51) Mr. Kingston: Please provide for the record a description of the latest OIG work relating to
FSIS.

Response: The requested information about OIG audits relating to Food Safety and Inspection
Service (FSIS) activities follows, This information is current as of March 31, 2011.

Audit No. Audit Title/Description Issued
24601-9-KC FSIS Sampling Protocol for Testing Beef Trim for E.coli 02/24/11
O15T:H7
24601-6-At Food Emergency Response Network 03/22/11

Audit No.

24601-1-31 FSIS N-60 Testing Protocol on Beef Trim for £.Coli Q157:H7 — Phase II
24601-2-31 Review of Appeals of Humane Handling Non-compliance Records
24701-1-Te FSIS Food Defense Verification Procedures

24601-8-At FSIS In-Commerce Surveillance Activities

24601-11-Hy IAssessment of FSIS Inspection Personnel Shortages in Processing

IEstablishments
50601-1-23 USDA Controls Over Shell Egg Inspections

During FY 2010, OIG successfully conducted FSIS related investigations that led to 6
indictments, 6 convictions, and nearly $1.2 million in monetary recoveries and restitution. These
investigations included instances of smuggled meat product from a foreign country, mislabeled
meat products, product tampering, and employee misconduct.

(52) Mr. Kingston: Please provide for the record a description of the latest OIG work relating
to FSA.

Response: The requested information about OIG audits relating to Farm Service Agency (FSA)
activities follows. This information is current as of March 31, 2011.

Audit No. Issued
50703-1-DA Recovery Act Review of the Effectiveness of 06/23/10
Departmental/Agency Data Quality Review
Processes
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Audit No. Audit Title Issued
03601-18-Ch FSA Farm Loan Security 08/10/10
03702-1-Te Emergency Disaster Assistance for the 2008 Natural | 09/30/10

Disasters Emergency Conservation Program (ECP)
03099-199-KC FSA Average Crop Revenue Election Program, 12/10/10
Sheridan County, Montana ]
03703-2-Te Recovery Act — Direct Farm Operating Loans 01/13/11
(Phase 2)
03703-1-IT Recovery Act Spending for FSA IT Issues 313111
50601-16-KC 2008 Emergency Disaster Assistance Emergency 3/31/11
Conservation Program (ECP)

Audit 0.

Audit Title

03024-1-11

FSA Farm Assistance Program Payments for Fiscal Year 2010

03024-1-22 Review of FSA’s Error Rate Determinations for Payments Made to
Estates and Deceased Individuals

03401-1-11 Review of FSA Accounting for Fiscal Year 2011

03601-1-32 Farm Storage Facility Loan Program

03601-19-Ch Verification of Income Eligibility for Program Payments

03601-28-KC Biomass Crop Assistance Program Collection, Harvest, Storage, and
Transportation Matching Payments Program

03601-50-Te 2008 Farm Bill Changes to Payment Limitation

03601-51-Te Conservation Reserve Program Soil Rental Rates

03703-2-Ch Controls over Aquaculture Grant Recovery Act Funds (Phase 2)

50099-84-Hy USDA's Response to Colony Collapse Disorder (CCD)

50601-15-KC NASS Establishments of Average Yields

During FY 2010, OIG conducted successful FSA related investigations that led to 14
indictments, 34 convictions, and nearly $43 million in monetary recoveries and restitution. OIG
continues to direct a significant percent of our investigative resources to farm program cases.
These cases not only involve direct or indirect subsidy payments but include conversion, loan
fraud, guaranteed loan fraud, disaster payments, Noninsured Crop Disaster Assistance Program,
and payment limitation fraud.
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(53) Mr. Kingston: Please provide for the record a description of the latest OIG work relating
to GIPSA.

Response: We have not issued any audits on the Grain Inspection Packers and Stockyards
Administration (GIPSA) since our last testimony given in March 2010. We currently do not have
any active audits in this area.

In FY 2010, we opened two GIPSA investigations, one of which involves employee misconduct
violations. During FY 2010, our investigative results in GIPSA related investigations included 3
indictments and 1 conviction.

(54) Mr. Kingston: Please provide for the record a description of the latest OIG work relating
to ARS.

Response: The requested information about OIG audits relating to Agricultural Research
Service (ARS) activities follows. This information is current as of March 31, 2011.

Audit No. Audit Title Issued
02703-01-HQ | General Procurement Oversight Audit of Beltsville’s 9/15/10
Agriculture and Research Center Steam Study Task Order
Awarded to Perkins + Will, Inc.

02703-02-HQ | General Procurement Oversight Audit of Architectural and 9/15/10
Engineering Services Contracts Awarded by Agricultural
Research Service to RMF Engineering, Inc

Audit No. Audit Title
02703-01-10 | Procurement Oversight Audit of the Invasive Plant Research Laboratory
Contract, Awarded by Agricultural Research Service, South Atlantic
Area Office, to SheltonDean, Inc.
02703-02-10 | Procurement Oversight Audit of Red River Valley Agricultural
Research Center Contract Awarded to Pro-Mark Services, Inc.
02703-03-HQ | General Procurement Oversight Audit of Beltsville's Agricultural
Research Service National Agricultural Library Bricks Repair Contract
Awarded to Vigil Contracting, Inc.
02703-04-HQ | Procurement Oversight Audit of Southeast Poultry Research Laboratory
— Replacement of Critical Mechanical Systems Serving Buildings 1, 4,
and 34 Contract Awarded to Peachtree Mechanical, Inc.
02703-05-HQ | Procurement Oversight Audit of Architectural-Engineering Services
Contract Awarded to Delta Engineers & Architects, P.C.
02703-06-HQ | Procurement Oversight Audit of Agricultural Research Service’s
Facilities Repairs Contract Awarded to Veteran Construction, LLC.
02703-07-HQ | Procurement Oversight Audit of National Center for Agricultural
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Audit Title
Utilization Research Contract Awarded to Bernard Johnson
Corporation.

02703-08-HQ | Procurement Oversight Audit of National Center for Agricultural
Utilization Research Contract Awarded to Core Construction Services.
02703-09-HQ | Procurement Oversight Audit of Western Regional Research Facility
contract Awarded to Abide International, Inc.

50099-84-Hy | USDA’s Response to Colony Collapse Disorder

Audit No.

During FY 2010, OIG conducted successful ARS related investigations that led to 1 indictment,
2 convictions, and over $4.5 million in monetary recoveries and restitution. The monetary
recoveries and restitution are a result of a contract fraud investigation that resulted in a
significant civil settlement. In FY 2010, we opened four ARS investigations, which included
allegations of employee misconduct violations, contract fraud, and false claims.

(55) Mr. Kingston: Please provide for the record a description of the latest OIG work relating
to NIFA.

Response: National Institute of Food and Agriculture (NIFA) activities are currently being
reviewed as part of a multi-agency OIG audit looking at USDA’s response to Colony Collapse
Disorder (Audit 50099-84-Hy). We have not issued any audits on NIFA activities since our
March 2010 hearing.

In FY 2010, we opened one NIFA investigation that remains ongoing.

(56) Mr. Kingsten: Please provide for the record a description of the latest OIG work relating
to the Biomass Crop Assistance Program.

Response: Currently, we are concluding our audit of the Collection, Harvest, Storage and
Transportation (CHST) portion of the Biomass Crop Assistance Program (BCAP). Our review
identified wide-ranging problems in the program’s operation. We issued two Fast Reports to
quickly alert Farm Service Agency’s (FSA) management to the issues we identified during our
review. These issues included inconsistent application of program provisions across State and
county offices, varying methods for measuring biomass moisture levels, inconsistent use of
program forms, and data errors. Our review also identified potential schemes or devices aimed
at circumventing the intent of CHST program agreement terms and guidelines. These problems
occurred because FSA, in an effort to quickly implement the program to comply with a
Presidential Directive, did not develop a handbook, specialized forms, or a computer support
system that was suited to the specific requirements of the CHST program. FSA also left its field
personnel without adequate guidance and oversight controls to detect, identify, and take action
against potential schemes or devices. The program’s agreement terms also lacked a sufficient
definition of prohibited practices or activities. Due to these problems, FSA implemented a
program that encumbered the efforts of its field-level personne! and resulted in inequitable
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treatment of program participants, improper payments, and reduced scope for oversight and
accountability.

We recommended that the agency develop a program handbook, forms, and a data system;
evaluate the three circumstances we identified to determine if they constitute a scheme or device;
specifically prohibit schemes or devices of this nature; create new terms of agreement and/or
guidance that address schemes or devices comprehensively; and create controls and compliance
review procedures at the county office level to detect and identify potential schemes or devices.
The agency has generally agreed with our recommendations and has begun corrective action. On
October 27, 2010, FSA issued its final rule on this program; the final rule addressed some of the
concerns we have discussed or reported to FSA.

Later this fiscal year we will begin our review of the Project Areas portion of BCAP. Under this
portion of BCAP, FSA is authorized to approve BCAP project areas, which are distinct
geographic regions in which participants can enroll into BCAP contracts and produce (and be
reimbursed for growing) eligible crops. We will evaluate FSA’s management controls over the
establishment of project areas, approval of individual contracts, and propriety of establishment
and annual payments.

Because BCAP is a relatively new program, OIG currently does not have any open investigations
in this area. We will monitor incoming complaints and work closely with FSA officials
concerning any potential criminal violations of the program in anticipation of future work in this
area.

(57) Mr. Kingston: Has the Secretary requested OIG undertake any audits or investigations?

Response: Yes. In response to a request from the Secretary, OIG initiated an audit in February
2011 of the Office of the Assistant Secretary for Civil Right’s oversight of agreements reached in
program complaints. The Secretary has also requested that we determine if Food Service
Management Companies are retaining discounts and rebates received on behalf of purchases
made for school districts. We plan to initiate the requested audit in the summer.

Within the last fiscal year, the Deputy Secretary requested that OIG review a matter involving a

former FS employee for potential ethics violations. Based on the investigation, it was
determined that no criminal activity or ethics violations had occurred.
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Questions for the Record from Rep. Rosa DeLauro
House Agriculture-FDA Appropriations Subcommittee
Hearing on USDA OIG
March 2, 2011

Supplemental Nutrition Assistance Program (SNAP)

(Q) Ms. DeLaure: In evaluating FNS’ State-level controls to mitigate SNAP fraud related to
increased ARRA funding, OIG determined that, while FNS performed reviews to evaluate how
States manage SNAP, the agency did not target State fraud detection units. They argued that
state annual activity reports were adequate to oversee State fraud detection, which OIG
determined to contain unreliable and unverifiable data.

Can you help clarify this, so the States were providing FNS unreliable and unverifiable data, is
that correct?

Response: OIG reviewed two States: New Jersey and Florida. There were instances in New
Jersey where we could not verify or validate the accuracy of the information reported since there
was not always supporting documentation. We found that Florida had incorrectly included non-
SNAP cash benefits in its SNAP budget statement, due to a continued use of outdated guidance.

(Q) Mis. DeLauro: Have you been able to calculate an error rate for SNAP ARRA funds based
on OIG’s findings?

Response: The purpose of the audit did not involve calculating an error rate for SNAP Recovery
Act funds. The objective for this audit was to evaluate FNS’ efforts in monitoring the States’
fraud detection units to ensure their effectiveness. SNAP benefits vary by income and household
and the benefits are redeemed daily by households with varying benefit allotments. Therefore,
instead of reporting Recovery benefits separately, FNS computed a weighted average to
disaggregate the Recovery portion of benefits. The error rate calculated by FNS does not
differentiate between regular and Recovery Act SNAP benefits.

(Q) M. DeLauro: During the hearing with Secretary Vilsack, there was a discussion about
SNAP error rates. Based on department data, error rates for SNAP for the past several years are
as follows:

FY 2007: 5.64 percent
FY 2008: 5.01 percent
FY 2009: 4.35 percent
FY 2010: 4.40 percent (estimate)
FY 2011: 4.40 percent (estimate)
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Just to provide some context on how much the SNAP error rate has improved for the better, in
FY 1998, the error rate for food stamps was over 10 percent.

Clearly FNS is doing something right to have such a low error rate, especially considering the
dramatic increase in participation rates during the most recent recession.

Is there a difference between what FNS has been doing to successfully reduce payment errors
compared to how they are monitoring ARRA funds?

Response: Based on the information provided by FNS, the agency is not doing anything
differently with respect to monitoring Recovery Act funds. SNAP is not a new program and
FNS has not made any changes other than to keep doing what it has been doing for many years.
The Quality Control Process in existence, which samples and reviews the eligibility
determinations and benefit amounts of SNAP recipients, was not changed due to the Recovery
Act. FNS has been working with States to reduce error rates for several years and, as agency
officials have advised, they will continue to do this after the Recovery Act.

(Q) Ms. DeLauro: Your testimony notes that FNS agreed to review the electronic benefit
reports and to encourage States to use them to identify SNAP fraud. Have you been able to
follow up with FNS to see if this was done?

Response: We have not yet followed up with FNS to review the corrective actions taken.

(Q) Ms. DeLauro: Do you know how the SNAP error rate of approximately 4.40 percent ranks
in comparison to other government programs such as direct payment to farmers, oil subsidies or
mineral subsidies?

Response: Below are two tables comparing SNAP to other Government programs:

Table 1 compares SNAP error rate, specifically, to direct payments to farmers, oil subsidies, and
mineral subsidies.

Program FY 2010 Error rate (rounded)
SNAP 4.4%

Direct payments to farmers
(Farm Service Agency

. 1.2%
Conservation Reserve Program
— paying farmers not to farm)
Oil subsidies Not accessible*
Mineral subsidies Not accessible*

* According to Department of Interior’s (DOI) FY 2010 Performance and
Accountability Report, DOI does not have any programs susceptible to improper
payments, Therefore, they are not required to list the error rate for their programs
that do not meet OMB’s guidance for high risk programs.

pg. 44



415

Table 2 compares SNAP to other Office of Management and Budget-designated high-error
programs that accounted for over 81 percent of the $125 billion Government-wide improper
payments reported for FY 2010. As shown below, SNAP had the 7" highest error rate of the top
14 high-error programs. (NR= no reporting data provided)

Program

National nch | Deparmentof |  $89B|  SISB|  1630%

School Lu
Program (NSLP) Agriculture
Medicare Advantage Department of Health $96.4B $13.6B 14.10%
(Part C) and Human Services
Unemployment Insurance | Department of Labor $156.0B $17.5B 11.20%
UDh
Medicare Fee-for-Service | Department of Health $326.4B $34.3B 10.50%
and Human Services
Supplemental Security Social Security $48.3B $4.8B 10.00%
Income (SSI) Administration
Medicaid Department of Health $239.0B $22.5B 9.40%
and Human Services
Supplemental Nutrition Department of $50.4B $2.2B 4.40%
Assistance Program Agriculture
(SNAP)
Rental Housing Assistance | Department of Housing $30.0B $0.9B 3.10%
Programs and Urban Development
Federal-Aid Highway Department of $442B $0.6B 1.40%
Program, Highway Transportation
Planning and Construction
Retirement, Survivors, and | Social Security $659.6B $3.2B 0.50%
Disability Insurance Administration
(RSDD)
Children's Health Department of Health $8.9B NR NR
Insurance Program (CHIP) | and Human Services
Earned Income Tax Credit | Department of the $64.2B NR NR
(EITC) Treasury
High Cost Program of the | Federal $4.6B NR NR
Universal Service Fund Communications
Commission
Medicare Prescription Department of Health $58.8B NR NR
Drug Benefit (Part D) and Human Services
Source: www.paymentaccuracy.gov
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N-60 Testing

Thank you very much for completing the audit on the N-60 testing protocol, which is how FSIS
samples beef trim for E. coli — taking 60 samples from large lots of beef trim to test. As you
recall, this was an audit that I requested in November 2009.

The OIG finding that this procedure “does not yield a statistical precision that is reasonable for
food safety” is astounding because it confirms the concerns that have been expressed in that the
sampling system is flawed.

By recommending that FSIS redesign its sampling methodology to account for varying levels of
contamination — makes you wonder if it undercuts everything that they are working on now since
it seems like they have to start over.

(Q) Ms. DeLauro: Is there an estimate of how much the E. coli 0157:H7 levels in the FSIS
regulatory sampling program have been understated by using the N-60 sampling technique?

Response: Neither FSIS nor OIG are currently able to provide a sound estimate of whether or
not the E. coli 0157:H7 levels may be understated or overstated because, as our report points
out, FSIS has not performed the baseline studies necessary to determine the estimated prevalence
rate of E. coli O157:H7 in a sampled lot of beef trim. In January 2011, FSIS released a
prevalence study that indicates a very low occurrence rate of 0.39 percent. (See U.S. Dep’t
Agric., Food Safety & Inspection Serv., National Prevalence Estimate of Pathogens in Domestic
Beef Manufacturing Trimmings (Trim) Dec. 2005 — Jan. 2007 (2011),
http://www.fsis.usda.gov/PDF/Baseline_Data_Domestic_Beef_Trimmings_Rev.pdf. ) However,
this was based on the N-60 method that we reported has a low probability of detecting E. coli
0157:H7 even if it is present. Therefore, in our opinion, the present N-60 testing method FSIS
used is not sufficient to establish this level. We recommended that FSIS “perform necessary
baseline studies of beef trim and ground beef to determine the estimated prevalence rate of E.
coli O157:H7 for redesigning FSIS’ sampling program.” This prevalence rate should provide the
statistical data needed for FSIS to better estimate the expected levels of E. coli O157:H7 ina
sampled lot, but will not be useful in determining the past history of errors in its sampling
program results to date.

(Q) Ms. DeLauro: What would be a better sample to capture a more accurate picture of the
levels of E. coli 0157:H7 in a bin of trim?

Response: Until a reliable prevalence rate is established, statistical theory cannot adequately be
applied to determine a precise sample size to test for 