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Forward by the Author

We are a small business that builds computer risk management software for the food
industry. Since 2009, we have been working with the Food and Drug Administration (FDA)
to strengthen the protection of America’s food supply. Our ideas and trade secrets are
based on a patent that looks at risk in a new way.

Since 2009, we have invested several million dollars of our own money and angel investor
capital to produce our new risk management software. Last fall, we learned that the FDA,
under a contract with Battelle Memorial Institute used our ideas, trade secrets and our
patent to duplicate our products.

The FDA is continuing to try and force us out of business. When we try to sell our tools to
the food industry they ask us, “Why should we buy your products when we can get the
same thing from the FDA for free? Besides it’s the FDA that inspects us and we’d be stupid
not to use the tools that they have officially endorsed.”

[ am a 62 year old small business owner who has put his life savings into the start-up of our
little company. I have had to lay off my employees. One of my business partners is a 70%
disabled American veteran who risked everything he had to join our small company. All of
us have now been forced onto the unemployment line as the result of unfair competition by
the FDA.

The way the system works now the government can steal from small businesses with
impunity. The only alternative left to a small business like FoodQuestTQ is to engage in a
federal lawsuit that will cost millions of dollars and take years to settle. By that time a
person like me will be dead and buried.

We need your support and would like to invite all of you to watch our You Tube
presentation and sign our petition to strengthen the laws against unfair competition by the
government against the millions of small businesses across America.

Please visit our You Tube link at: https://www.youtube.com/watch?v=xKHdJhGLQok and
sign our petition. It only takes a minute to sign and it will help to keep the American dream
of owning a small business alive.

Thank-you for your help,
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John Hnatio
Small Business Owner
FoodQuestTQ LLC


https://www.youtube.com/watch?v=xKHdJhGLQok

Unfair Competition by the Federal Government with Small
Business: The Food and Drug Administration versus FoodQuestTQ

Executive Summary

This report presents a case study of a small business, FoodQuestTQ LLC, which is being
unfairly competed against by the Food and Drug Administration (FDA). The FDA is
duplicating and publicly offering at no cost to the food industry similar products that were
already being developed and commercially sold by the small company thus forcing it out of
business. The report draws the following five major conclusions and ten recommendations
based on a comprehensive analysis of the case study.

Conclusion Recommendation(s)

R-1: Immediately require the legal counsels and all employees of HHS and FDA to
re-new their oaths of government service to uphold the laws and Constitution

: Both the Department of Health and
of the United States.

Human Services (HHS) and the FDA are

suffering an unprecedented crisis in R-2: Conduct an immediate and independent review of ethical conduct and
procurement integrity at both HHS and the FDA.

R-3: Demand that the Office of Government Ethics (OGE) do its job in dealing with
ethical breaches by federal agencies,

ethics.

: The Office of the National Ombudsman
is powerless to prevent federal
agencies from unfairly competing with
small business,

R-4: Strengthen the powers of the National Ombudsman for Small Business to
conduct investigations of federal agency wrongdoing and unfair government
competition with small businesses,

SO BRI G T R-5:  Take the necessary steps to assure that officials in HHS and the FDA are
government for help in preventing responsive to the correspondence and inquiries of all American citizens,
unfair competition by federal agencies. including the owners of small businesses,

R-6: Clarify and increase the penalties for government employees who steal the
intellectual property of small businesses under Title 18, US.C.
R-7: Establish an emergency hotline within the Office of the National Ombudsman
: The federal government can steal the for Small Business for small companies to anonymously report abuse by the
intellectual property of small federal government.
businesses with impunity. R-8: Amend the Federal Activities Inventory (FAIR) Act [P.L. 105-270], to Include
specific requirements that each federal agency must conduct a “build-no build”
determination based on the cost and commercial availability of the same or
similar products by small business.
R-9: Create an independent arbiter to resolve intellectual property disputes involving
. The federal government intentionally small businesses as additional alternative to pursuing expensive and lengthy

uses the law as a tactic to obfuscate lawsuits in Federal District Court,

simple realities to force small R-10: Amend the Federal Activities Inventory (FAIR) Act [P.L. 105-270), to require that
businesses into long and expensive each federal agency conduct and document a “compete-no compete”
litigation they cannot afford. determination with small business before initiating any acquisition or
procurement action.

Figure 1: Summary of Conclusions and Recommendations



Timeline of Events

FoodQuestTQ is a small risk management and information technology company
headquartered in Frederick, Maryland, that builds computer software for the food industry.

In the fall of 2012, FoodQuestTQ LLC learned that FDA was taking their ideas, business
proprietary and trade secret information and infringing on their patent to duplicate
FoodQuestTQ LLC'’s suite of commercial computer software products.

In October 2012, under extreme pressure to avoid direct competition with the FDA that
would force them out of business, FoodQuestTQ offered the FDA a $1/yr. license for FDA
employees to use their technology. FoodQuestTQ’s reasoning was to offer the government
their technology in the hope that the FDA would stop giving away duplicate products for
free thus allowing the small company to continue to sell their products to the food industry.
FDA officials did not respond the FoodQuestTQ LLC offer.

In January 2013, FoodQuestTQ requested that the FDA Chief Counsel conduct a good faith
review of the matter. Instead, the FDA Chief Counsel mounted a legal defense of the FDA
personnel who took the FoodQuestTQ owned intellectual property in the first place and
duplicated the small company’s products.

In March 2013, FoodQuestTQ filed a formal complaint with the National Ombudsman for
Small Business to try and break the impasse. FoodQuestTQ’s complaint was referred to the
Office of the General Counsel in the Department of Health and Human Services (HHS).
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Figure 2: Timeline of Events



On April 26, 2013, FoodQuestTQ received a legal brief from the Office of General Counsel,
HHS defending the actions of the FDA and their personnel as fully proper conduct that is
allowable under the law.

As of May 2013, the FDA is still using FoodQuestTQ owned intellectual property without
permission. The FDA continues to offer at no cost to the public food risk automated
computer tools that are similar to the FoodQuestTQ applications. FoodQuestTQ is
continuing their struggle to survive.

The Traditional Role of Small Business in the American Economy

Before the 1880’s, thousands of small businesses handled virtually all of the production
and distribution of goods and services in the American economy. It was in the middle of
the nineteenth century that big businesses began to emerge in fields where new
technologies permitted economies of scale in the production and/or distribution of goods.
Many of these large companies arose from visionary small business entrepreneurs, people
like Henry Ford and Thomas Edison. When large companies emerged, small business
adjusted to remain the potent force in our economy that it remains today. By exploiting
market niches, becoming intermediate suppliers of goods and services to larger firms and
by constantly innovating, small businesses in America are still the mainstay of the modern
American economy.!

Today, there are over 27.9 million small businesses, and 18,500 firms with 500 employees
or more in the United States. Small firms accounted for 64 percent of the net new jobs
created between 1993 and 2011 (or 11.8 million of the 18.5 million net new jobs). Since
the latest recession, from mid-2009 to 2011, small firms, led by the larger ones in the
category (20-499 employees), accounted for 67 percent of the net new jobs. Small
businesses in the U.S. make up: 99.7 percent of U.S. employer firms; 64 percent of net new
private-sector jobs; 49.2 percent of private-sector employment; 42.9 percent of private-
sector payroll; 46 percent of private-sector output; 43 percent of high-tech employment; 98
percent of firms exporting goods, and; 33 percent of U.S. exporting value.l Small businesses
in America produce 13 to 14 times more patents per employee than do large firms.iii Small
businesses’ patents are twice as likely as those from the larger firms to be among the 1
percent most cited (that is; the most significant). Small businesses employ 39 percent of
high-tech workers such as scientists; engineers; and information technology workers that
generate the majority of innovations that come from U.S. companies.lv

The Growing Influence of the Federal Government

The Constitution of the United States places restrictions on the role of the federal
government to a set of limited tasks with all other matters assigned to the states, local
governments, and individual Americans. These tasks pertain mainly to protecting the
security of the nation and ensuring “domestic tranquility,” which means preserving public
safety. Especially in the realm of domestic affairs, the founders intended very limited
government interference in the daily lives of its citizens.v



Beginning with the administration of Franklin Roosevelt and the New Deal, the size of the
federal government in the United States began to grow. Over the period from 1788 to 1952
eight cabinet departments were created. From 1953 to 2012, an additional eight federal
cabinet departments have been established.v Today, there are over 1,300 distinct
organizations that comprise the federal government bureaucracy."! Today, the U.S.
government is the single largest employer of Americans.Viii Fully two percent of America’s
working age population (2, 756,000 full time civilian workers) are directly on the federal
payroll.ix But, the true influence of the federal government goes well beyond these large
numbers to include a huge non-federal contractor workforce. Some estimates indicate that
the true size of the federal government may be as high as 14.6 million employees.x

The activities of today’s federal bureaucracy are as diverse as the growing size of the
central government itself and extend to literally every aspect of an American citizen’s life
from birth until long after death. The federal government regulates the activities of
industry, provides goods and services ranging from the development of computer
software, to the design and construction of nuclear weapons and other military systems, to
the development of new drugs, to the management of healthcare, the social security
retirement system, burial services and a list of other activities too numerous to list. To
support these varied activities of the federal government, the average American citizen will
spend more in taxes in 2013 than they will spend on food, clothing, and housing
combined.x

The Case Study

FoodQuestTQ LLC is just one of the millions of small businesses in America trying to build a
better mousetrap. The idea to create FoodQuestTQ had its beginnings over a decade ago
when one of the company’s founders was conducting his doctoral research. The subject of
his research focused on the simple but powerful notion that preventing bad things before
they happen is preferable to picking up the pieces after a disaster occurs. In June 2007, the
United States Patent and Trademark Office (USPTO) granted him a pending patent for his
ideas. In July 2012, the final patent was issued by USPTO.xii

With the events of 9-11 a matter of continuing concern to the nation, the company took
their new ideas across the federal government. They tried to convince the federal
bureaucracy that the new patent represented a revolutionary weapon in the war against
terrorism by focusing in a scientific way on prevention before the fact rather than response
after the damage has already been done. Federal agencies including the Departments of
Defense, Homeland Security, Energy, Justice (including the Federal Bureau of
Investigation), Agriculture, Health and Human Services (including the Food and Drug
Administration) and others had no interest in his ideas.xiii

In October 2009, after being soundly rebuffed by the federal government, the inventor of
the patent decided to start his own company. The new company would work directly with
industry, versus the federal government, to help companies better manage the complex
safety and security risks. Over the next two and half years, he invested everything he
owned, borrowed $2.8 million dollars and built a suite of computer automated risk
management tools to protect the food supply. He closely coordinated his work with the U.S.
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Department of Agriculture and the Food and Drug Administration.xiV He did this to obtain
inputs on the information needed by the federal government to perform their regulatory
oversight of the food industry to include as part of the automated risk management tools
his small business was building for the food industry.

In July of 2012, after a decade of development, FoodQuestTQ was finally ready to launch
their small business by offering for commercial sale a suite of the most advanced software
tools ever developed to manage the risks associated with the safety of the food supply. But
this is when the unexpected began to happen.

Over the ensuing weeks FoodQuestTQ sales fell far short of even the most conservative
projections. The lack of sales was at odds with prior detailed pre-launch market research
indicating strong food industry demand for preventive risk management tools.x*¥ Months
earlier, on January 4, 2011, President Obama signed into law the Food Safety
Modernization Act [Public Law 111-353]. According to the Food and Drug Administration
itself, The Food Safety Modernization Act (FSMA), “... aims to ensure the U.S. food supply is
safe by shifting the focus of federal regulators from responding to contamination to
preventing it.”xvi

In September 2012, FoodQuestTQ LLC became aware that the Food and Drug
Administration was building their own computer automated tool under a multi-million
dollar contract with Battelle Memorial Institute to help the food industry build food
defense plans. It quickly became clear that the FDA took FoodQuestTQ’s intellectual
property and trade secrets to duplicate a FoodQuestTQ computer software tool developed
for the same purpose. The duplication of FoodQuestTQ’'s computer software for building
food defense plans by the FDA was subsequently confirmed by several food companies
during FoodQuestTQ marketing presentations.xvii

Never expecting that the government would go into direct competition with them
FoodQuestTQ was caught completely by surprise. FoodQuestTQ then conducted a
comprehensive review of the entire FDA government website. The review disclosed that
the FDA, unbeknownst to FoodQuestTQ, had stolen FoodQuestTQ’s patented ideas, the
trade secrets they developed as they reduced their patented ideas to practice and other
business confidential information to develop their agency strategy for food protection and
duplicate FoodQuestTQ’s entire suite of food risk management tools.xvii

In late October 2012, under intense pressure to avoid direct competition with the FDA that
would put them out of business, FoodQuestTQ offered the FDA a $1/yr. license for their
employees to use FoodQuestTQ’s technology. FoodQuestTQ’s Board of Directors, which
includes several of the major investors in the business, hoped that such an arrangement
would allow the company to stay in business. FoodQuestTQ’ s reasoning was to offer the
government their technology in the hope that the FDA would stop giving away duplicate
products for free thus allowing the small company to continue to sell their products to the
food industry. But the FDA never responded to FoodQuestTQ offer.xix

By December 2012, with sales failing to meet projections for FoodQuestTQ LLC’s suite of
food risk management tools, the company was forced to lay off all of their employees
including the two founders of the company. Without pay, FoodQuestTQ LLC principals
continued to try and keep their small business alive.
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On December 6, 2012, FoodQuestTQ published an article on a vulnerability assessment tool
being developed and marketed by the FDA to the food industry under an $114,801,090
dollar Agency line item in the FY 2012 budget.** The FoodQuestTQ article presented a
critical technical appraisal of the FDA assessment tool called C.A.R.V.E.R. plus Shock.*:i The
FoodQuestTQ article received significant attention by the FDA Food Defense Team and was
opened and/or distributed both inside and outside of the Agency at least 40 times.xxii

A few days later, on December 12, 2012, FoodQuestTQ was unexpectedly disinvited from
an industry workshop being held by the FDA. The purpose of the FDA workshop was to
solicit industry inputs on the new FDA computer automated tool for building food defense
plans. FoodQuestTQ’s participation in the workshop was scheduled weeks beforehand and
included a demonstration of the company’s own commercial food defense planning tool.

The FDA later stated that they prohibited FoodQuestTQ participation in the workshop for
two reasons. First, that participation in the workshop was strictly limited to food
processors. The second reason was that FDA did not want to give the appearance of the
Agency endorsing FoodQuestTQ’s commercial product.xxiii

But the official sign in sheet for the attendees at the December 12, 2012, FDA sponsored
workshop includes the names of several companies who are not food processors.*V One of
these companies was a direct competitor of FoodQuestTQ that sells food risk computer
automated software to the food industry.*v The FDA has publicly endorsed this company’s
products.xxvi

Response

Comments
Yes | No |

FoodQuestTQ LLC requests to meet with Secretary Sebellius
to resolve the matter; no response

Letter(s) Date(s)

4-1-2013 X

Secretary Sebellius has the office of General Counsel to reply
Secretary Kathleen 4-19-2013 X with April 26, 2013 HHS legal defense brief stating that
Sebellius, HHS there has been no wrongdoing; no response to
FoodQuestTQ' s request to meet

FoodQuestTQ LLC requests to meet with Secretary Sebellius

5-1-2013 3 to resolve the matter; no response

DASGAPA Nancy 4-20-2013 X Request for Ms. Gunderson to hand-carry FoodQuestTQ
Gunderson, HHS correspondence and speak directly with Secretary Sebellius

Commissioner Margaret
Hamburg, FDA Hamburg to resolve the matter; no response

4-22-2013 X FoodQuestTQ LLC requests to meet with Commissioner

2.12-2013 Numerous correspondence and e-mails with Ms. Dickinson
X |and her legal staff; no response to FoodQuestTQ requests to
meet with Ms. Dickinson to resolve the matter

Chief Counsel Elizabeth
Dickinson, FDA 3-16-2013

Director, Office of FoodQuestTQ letter informs Director Straub that thereis a
Government Ethics, 4-20-2013 X [crisis in ethics at HHS and FDA and requests that he review
William Straub the matter; Mr. Straub never responds

Figure 3: Summary of Executive Branch Communications in FoodQuestTQ Matter
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Over the ensuing weeks FoodQuestTQ wrote letters to the Secretary Sebelius, Department
of Health and Human Services (HHS); the Office of the General Counsel, HHS; Commissioner
Hamburg at the FDA, the FDA Office of Chief Counsel; the FDA Deputy Assistant Secretary
for Grants and Acquisition Policy and Accountability, Ms. Nancy Gunderson, and the
Director of the Office of Government Ethics, Mr. William Straub.

As depicted in Figure 3, above, in all cases, FoodQuestTQ pleas for a meeting to resolve the
issues were rebuffed while the situation was allowed to escalate. Instead of conducting a
fair and impartial review to resolve the matter, the Office of the Chief Counsel FDA,
followed in short order by the Office of the General Counsel, HHS, took the lead and
mounted a legal defense of the two agencies and the FDA personnel who were guilty of the
wrongdoing in the first place xxvii

Faced with this impasse, FoodQuestTQ LLC had no option but to file a complaint with the
Office of the National Ombudsman for Small Business of the Small Business Administration.
In their complaint, FoodQuestTQ LLC reiterated their concerns that the FDA was unfairly
competing against FoodQuestTQ LLC by publicly offering at no cost to the food industry the
same or similar products that were already being commercially sold by FoodQuestTQ LLC
thus forcing the small company out of business. xxviii

Following FoodQuestTQ’s complaint to the National Ombudsman the entire matter was
then elevated to the Office of the General Counsel, Department of Health and Human
Services (HHS), for review. HHS legal counsel, like FDA counsel, continued to defend the
Agency’s actions rather than conduct a fair and impartial review of the matter.

On April 26, 2013, FoodQuestTQ LLC received a legal brief from the Office of General
Counsel HHS defending the actions of the FDA and their personnel as fully proper conduct
that is allowable under the law.xix A copy of this document appears at Appendix 1.

An analysis of the HHS legal defense brief highlights eight of the most egregious concerns
raised by the FDA report. The next sections of this paper review in more detail each of the
eight concerns that arise from a comprehensive review of the HHS legal defense brief. A
summary of the concerns raised by the HHS legal defense brief of the FDA appears as
Figure 4, below.

Concern 1: The HHS Legal Defense Brief is fundamentally flawed by a conflict of
interest

The case study demonstrates that Office of the FDA Chief Counsel and the HHS Office of
General Counsel engaged in a conflict of interest in their handling of the FoodQuestTQ
matter. The HHS legal defense brief is tainted by feelings of personal animus toward the
FoodQuestTQ LLC, the loyalty of government counsel to HHS and the FDA organization and
his desire to protect his government friends and colleagues. Thus, at the outset, the HHS
legal defense brief is fundamentally flawed.

Concern 2: The HHS Legal Defense Brief raises the potential of obstruction of justice

The manner by which HHS conducted their inquiry into this matter goes beyond the
serious conflict of interest that has occurred in this case to include possible obstruction of
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Issue of Concern

. The HHS legal defense brief
is fundamentally flawed by
a conflict of interest.

. The HHS legal defense brief
raises the potential of
obstruction of justice.

. The HHS legal defense brief
intentionally obfuscates
simple realities.

. The HHS legal defense brief
misinterprets federal
procurement law.

. The HHS legal defense brief
misportrays the intellectual
property issues involved in
this case.

. The HHS legal defense brief
contains false accusations
that FoodQuestTQ failed to
cooperate.

. There are serious omissions
of material significance that
remain unaddressed in the
HHS legal defense brief.

. There is a crisis in ethical
conduct at HHS and the FDA,

justice. The HHS legal defense brief suggests that the FDA employees questioned during
the inquiry were not truthful. The HHS legal defense brief also demonstrates that the Office

Descriptive Summary

The HHS legal defense brief is tainted by the conflict of interest created
when HHS counsel allowed his feelings of personal animus toward
FoodQuestTQ LLC, loyalty to his own organization and the desire to
protect his FDA friends and colleagues to cloud an objective and
Impartial inquiry Into the FoodQuestTQ matter.

The HHS legal defense brief suggests that the FDA employees questioned
during the inquiry were not truthful.

The Office of General Counsel HHS used means and methods to conduct
their inquiry into the FoodQuestTQ matter that have befouled future
attempts to achieve a fair and impartial resolution of this case.

The reality of the FoodQuestTQ LLC matter is very simple. The small
company is being forced out of business by the FDA's duplication of the
company’s commercial line of food risk management tools.

The HHS characterizations of the FAIR Act, the implementing provisions
OMB Circular A-76, and the FARs misinterpret federal procurement law
and implementing policy as it relates to the FoodQuestTQ matter and
the involvement of Battelle Memorial Institute.

The FDA legal defense brief does not address the twenty-five specific
FoodQuestTQ proprietary ideas that are being used without permission
in the tools being given to the food industry at no cost by the FDA.

The HHS legal defense brief misportrays both the process and data
transformation aspects of the patent by focusing on only one of 20
integrally tied claims granted by USPTO under the patent.

FoodQuestTQ officials repeatedly asked to meet with federal officials in
order to resolve the matter. FoodQuestTQ's repeated requests to meet
with both HHS and FDA officials were repeatedly rebuffed.

The HHS legal defense brief is silent on several points of material
significance in the FoodQuestTQ matter such as the twenty-five specific
FoodQuestTQ owned proprietary ideas being used by the FDA without
permission, procurement integrity and the involvement of Battelle
Memarial Institute and other FDA contractors in this matter, FDA
endorsement of FoodQuestTQ's commercial competitors and the FDA
role In *blacklisting” FoodQuestTQ.

HHS and FDA officials have placed their loyalty to their organizations,
even if it means defending their own wrongdoing, ahead of their sacred
oaths to uphold the Constitution and laws of the United States.

Figure 4: Summary of Concerns arising from the HHS Legal Defense Brief of FDA
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of General Counsel HHS used means and methods to conduct their inquiry into the
FoodQuestTQ matter that may have befouled future attempts to achieve a fair and
impartial resolution of this case. These issues raise the serious specter of potential
obstruction of justice by both HHS and the FDA in their handling of the FoodQuestTQ LLC
matter.

Concern 3: The HHS Legal Defense Brief intentionally obfuscates simple realities

The HHS legal defense brief gives the erroneous impression that the FoodQuestTQ matter
is so steeped in legal complexity that it defies a prompt and fair resolution. The facts of the
FoodQuestTQ matter are very simple and can be easily understood by lawyer and layman
alike. Namely, the FDA is unfairly competing against FoodQuestTQ LLC by publicly offering,
at no cost to the food industry, similar products that were already being commercially sold
by FoodQuestTQ LLC thereby forcing the small company out of business.

Concern 4: The HHS Legal Defense Brief misinterprets federal procurement law

The HHS characterizations of the Federal Activities Inventory (FAIR) Act [P.L. 105-270], the
implementing provisions of Office of Management and Budget (OMB) Circular A-76, and the
Federal Acquisition Regulations (FAR) as set forth in the HHS legal defense brief
misinterpret federal procurement law and implementing policy in the FoodQuestTQ
matter.

Among the key provisions of the FAIR Act is the requirement for the heads of federal
agencies to identify “inherently governmental functions.” According to the Act, inherently
government function means: “a function that is so intimately related to the public interest
as to require performance by Federal Government employees.” Other important provisions
of the FAIR Act require “Realistic and Fair Cost Comparisons” before the heads of federal
agencies can enter into contracts.»x

In the FoodQuestTQ LLC case, the FDA entered into a contract with Battelle Memorial
Institute to help them develop and publicly market at no cost to the food industry computer
risk management software products that were already commercially available at a fraction
of the cost. The procurement action itself demonstrates that the FDA itself does not
consider these types of activity to be inherently governmental in nature. Thus, it follows
that the FDA did not conduct the due diligence required under the FAIR Act in their
procurement dealings with Battelle Memorial Institute. If the FDA had done so, they would
have surely discovered that the same or better capability to build computer automated
food risk management tools was widely available from the private sector at dramatically
reduced cost to the taxpayer.

Because of the FDA’s own failure to conduct adequate due diligence as required by the
FAIR Act (whether it was the result of negligence or intentional contract fraud) the FDA
placed itself in the position of unfairly competing with FoodQuestTQ LLC and publicly
offering, at no cost to the food industry, the same or similar products that were already
being commercially sold by FoodQuestTQ LLC.

12



In similar fashion, the HHS legal defense brief mischaracterizes the provisions and intent of
Office of Management and Budget (OMB) Circular A-76. OMB Circular A-76 mirrors the
requirement of the FAIR Act requiring the conduct of realistic and fair cost comparisons.xxi
Thus, the FDA did not, or intentionally chose not to, conduct the due diligence required
under OMB Circular A-76 in their procurement dealings with Battelle Memorial Institute.

If the FDA had done so, they would have discovered that the capability to build computer
automated food risk management tools of the same or superior quality was already
available from the private sector at a fraction of the cost to the taxpayer of building or re-
building the same or similar tools by the government.

Again, the HHS legal defense mischaracterizes federal procurement law and how it is
implemented under the Federal Acquisition Regulations (FAR). The guiding principles of
the FARs dictate that the federal government will maximize the use of commercial products
and services. The FAR assigns the responsibility to maintain awareness of the capabilities
of the commercial marketplace to the federal government.**ii The FAR further dictates
that the federal government must conduct the people’s business with integrity, fairness,
and openness. An essential consideration in every aspect of the FARs system is
maintaining the public’s trust.xxiii [n the case of FoodQuestTQ, the FDA violated the public
trust by entering into a contract with Battelle Memorial Institute without conducting the
due diligence required under the FAIR Act, OMB Circular A-76 and the FARs.x=xiv

The above are offered only as representative examples of the gross misinterpretation of
federal acquisition law in the HHS legal defense brief. There exist numerous other
instances in the HHS legal defense brief that fail to identify applicable provisions of the
FARs in the FoodQuestTQ matter or seriously mischaracterize the federal procurement
process as set forth under federal statute and the FARs.

Concern 5: The HHS Legal Defense Brief misportrays the intellectual property issues in
this case

The intellectual property issues involved in the FoodQuestTQ matter are simple and can be
easily understood by lawyer and layman alike. In the matter of FoodQuestTQ, the FDA is
using FoodQuestTQ owned intellectual property in violation of federal law to duplicate
computer software tools similar to the computer software tools being sold commercially by
FoodQuestTQ LLC to the food industry.*xv [t is noted that the Office of General Counsel
HHS was provided with the list of the twenty-five specific FoodQuestTQ owned ideas that
are being used by the FDA without permission.xxvi

The HHS legal defense brief raises the secondary, but still critical, issue of potential patent
infringement by the FDA in the FoodQuestTQ LLC matter. The FoodQuestTQ LLC owned
intellectual property shared with the FDA is, in fact, based on a patent.xxxvii

The patent used by FoodQuestTQ LLC does two things. First, the patent sets forth a new
process for thinking about the management of risk. In the jargon of a patent attorney this
is known as a “process.” Second, the patent sets forth a specific way to mathematically
translate data so that it can be used in support of the new way of thinking about the
management of risk. In the legal jargon of a patent attorney it is what is called a “process
and data transformation” patent. The business confidential information shared by
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FoodQuestTQ with the FDA included both the thinking process, i.e., “process” as well as, the
“data transformation” aspects of the patent as physically embodied, i.e., “reduced to
practice” by FoodQuestTQ LLC in their food risk management tools.

In a patent or patent application, the “claims” collectively define, in technical terms, the
extent of the protection conferred by a patent. The patent in the FoodQuestTQ matter
grants a total of twenty “claims” that when integrally tied together cover both the “process
and data transformation” aspects of the patent. The dual “process and data
transformation” nature of the patent in the FoodQuestTQ LLC matter has already been
contextually upheld through the “patent teachings” of the inventor by prior USPTO
rulings.xxviii

In the legal jargon of a patent attorney an “object of an invention” is a characteristic that is
used to support the claims made in an invention. In the FoodQuestTQ case, there are one
hundred and one “objects of the invention” that are also integrally tied to the twenty claims
granted by United States Patent and Trademarks Office (USPTO) under the patent. Itis
noted that FoodQuestTQ offered both the Office of General Counsel HHS and the Office of
Chief Counsel FDA a detailed technical crosswalk of the 20 patent claims and the one
hundred and one objects of the invention that demonstrates gross infringement on the
patent in the FoodQuestTQ LLC matter.>xix Both the Office of the FDA Chief Counsel and
the Office of General Counsel, HHS rebuffed the FoodQuestTQ offers.x!

The HHS legal defense brief misportrays both the nature and scope of the patent in the
FoodQuestTQ matter by focusing on only one of the twenty “claims” granted by USPTO
under the patent. FoodQuestTQ concludes that this is an intentional omission of material
fact since the author of the HHS legal defense brief is a trained patent attorney and a senior
federal official representing the government in this matter. This gives still further rise to
the specter of potential obstruction of justice in this matter.

Also, a comparison of the twenty “claims” and supporting one hundred and one “objects of
the invention” with the FDA Food Defense Plan and the various computer tools developed
by the FDA clearly demonstrate gross infringement on the patent in the FoodQuestTQ LLC
matter. It is noted that both the Office of the Chief Counsel FDA and the Office of General
Counsel HHS rebuffed FoodQuestTQ offers to allow government counsel to review this
material as part of the HHS inquiry into this matter.xi This gives still further rise to the
specter of potential obstruction of justice in this matter.

Finally, the patent involved in the FoodQuestTQ matter was originally filed on June 12,
2007. The final patent issued on January 24, 2012.¥ii The pending patent in the
FoodQuestTQ matter was widely published and has been publicly available for over five
years. Areview of the FDA’s guiding policy document for the future protection of the
nation’s food supply, i.e., the FDA Food Protection Plan, which was put into development in
2007, demonstrates gross infringement on the patent.xlii Thus, it follows that FDA’s initial
infringement of the patent well-preceded FoodQuestTQ LLC’s discovery of FDA's illicit
activities in the fall of 2012.
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Concern 6: The HHS Legal Defense Brief contains false accusations that FoodQuestTQ
refused to cooperate

The record of correspondence in the FoodQuestTQ matter is replete with requests by
FoodQuestTQ officials to meet with government officials in order to resolve this matter. In
every case, FoodQuestTQ’s repeated offers to meet with federal officials to resolve the
matter were rebuffed.xliv. The unfounded accusations contained in the HHS legal defense
brief further demonstrate that the document is tainted by an actual conflict of interest and,
as such, fundamentally flawed.

The HHS legal defense brief states that FoodQuestTQ acted in an unreasonable fashion by
requesting the opportunity to more fully understand the scope of activities and the
technical details of the tools being built by the FDA in return for providing full proprietary
access by the government to FoodQuestTQ’s commercial food risk management product
offerings. Taking full account of the situation, however, the FoodQuestTQ call for FDA
transparency by requesting a quid-pro-quo in the sharing of information was not at all
unreasonable given the fact that the FDA, by this time, was already mounting a legal
defense of the Agency’s own actions in this case. The HHS legal defense brief itself confirms
that both the Office of Chief Counsel FDA and the Office of General Counsel HHS were
mounting a legal defense of the FDA’s actions in the FoodQuestTQ LLC matter that included
the withholding of information rather than engaging in a fair, impartial and transparent
inquiry into the matter.

Concern 7: There are serious omissions of material significance that remain
unaddressed in the HHS legal defense brief

The HHS legal defense brief is silent on several points of material significance that are
highly relevant to the FoodQuestTQ matter. Both individually and collectively these
omissions give further rise to the specter of potential obstruction of justice in the handling
of this matter by HHS and FDA.

On December 6, 2012, FoodQuestTQ published an article on a vulnerability assessment
tool®v being developed and marketed by the FDA to the food industry under an
$114,801,090 dollar Agency line item in the FY 2012 budget.xVi The FoodQuestTQ article
presented a critical technical appraisal of the FDA assessment tool. The FoodQuestTQ
article received significant attention by the FDA Food Defense Team and was opened
and/or distributed both inside and outside of the Agency at least 40 times.xvii

A few days later, on December 12, 2012, FoodQuestTQ was unexpectedly disinvited from
an industry workshop being held by the FDA. The purpose of the FDA workshop was to
solicit industry inputs on a new FDA computer automated food defense planning tool.
FoodQuestTQ’s participation in the workshop was scheduled weeks beforehand and
included a demonstration of the company’s own commercial food defense planning tool.xvii

The HHS legal defense brief states that FDA prohibited FoodQuestTQ participation in the
workshop for two reasons. First, that participation in the workshop was strictly limited to
food processors.xlix The second reason was that FDA did not want to give the appearance of
the Agency endorsing FoodQuestTQ’s commercial product.! In the matter of FoodQuestTQ
this situation raises questions the answers to which may drive at other motivations of the
FDA in excluding the participation of FoodQuestTQ in the workshop.
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For example, did the FDA exclude FoodQuestTQ participation in the workshop because of
the critical article written by FoodQuestTQ that raised questions about the Agency’s
$114,801,090 million line item? Or, was FoodQuestTQ excluded because FDA personnel
feared that the small company might disrupt the workshop when they discovered that the
FDA was using their intellectual property without permission to duplicate their commercial
products? The HHS legal defense brief remains silent on these significant issues.

The official sign in sheet for the attendees at the December 12, 2012, FDA sponsored
workshop includes the names of several companies who are not food processors.i One of
these companies is a direct competitor of FoodQuestTQ that sells food risk computer
automated software to the food industry. The FDA has publicly endorsed this company’s
products.li. These issues raise very serious questions regarding HHS and FDA
implementation of the Ethics in Government Act of 1978 [Title 5, U.S.C.] and applicable
sections of the FARs as they relate to procurement integrity. The HHS legal defense brief
also remains silent on these significant issues.

The “blacklisting” of FoodQuestTQ by HHS and FDA employees in the food industry is
another issue of serious concern. In the FoodQuestTQ matter, the company reports that
key business partnerships are being terminated and product sales are continuing to decline
as the result of HHS and FDA actions in this matter.ii The HHS legal defense brief is silent
of the issue of FDA blacklisting in the matter of FoodQuestTQ. The HHS legal defense brief
is also silent on the FDA endorsement of the commercial food risk computer automated
products by direct FoodQuestTQ commercial competitors and the impact that this is having
on FoodQuestTQ'’s sales.

Concern 8: There is a crisis in ethical conduct at HHS and the FDA

On the first day of government service each federal employee swears a sacred oath to
uphold the Constitution and the laws of the United States. In the matter of FoodQuestTQ
and the government, the clause, “I will well and faithfully discharge the duties of the office on
which I am about to enter. So help me God,” is especially operative.liv

In the handling of the FoodQuestTQ matter, the Office of General Counsel, HHS and the
Office of Chief Counsel FDA chose to mount a legal defense of their own wrongful actions in
lieu of conducting a fair, impartial and transparent inquiry into the matter. HHS and FDA
personnel from the lowest to the highest levels are the unfortunate victims of their own
misplaced loyalties. They have placed the defense of their own Agency’s wrongdoing ahead
of their sacred oaths to uphold the Constitution and the laws of the United States.

Report Conclusions and Recommendations

Conclusion 1: Both the Department of Health and Human Services (HHS) and the FDA
are suffering an unprecedented crisis in ethics.

The analysis of the case study demonstrates that both HHS and FDA employees are placing
their loyalty to their own positions and organizations, even if it means defending their own
wrongdoing, ahead of their sacred oaths as public servants to uphold the laws and
Constitution of the United States.
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Conclusion 2: The Office of the National Ombudsman is powerless to prevent federal
agencies from unfairly competing with small business.

The National Ombudsman for Small Business currently has no authority to stop federal
agencies from competing with and forcing small companies out of business.

Conclusion 3: Small businesses cannot rely on their government for help in preventing
unfair competition by federal agencies.

Small businesses in America have nowhere to turn for help if they become the victims of
unfair government competition. For example, the case study is replete with unanswered
pleas for help written to HHS, FDA and other federal officials.

Conclusion 4: The federal government can steal the intellectual property of small
businesses with impunity.

Small businesses, confronted with the government theft of their intellectual property,
cannot afford the expensive and lengthy legal battles required to undertake and settle
lawsuits, respectively. As the case study demonstrates, the HHS and FDA are fully aware of
this fact and use it to take advantage of small companies forcing them out of business.

Conclusion 5: The federal government intentionally uses the law as a tactic to
obfuscate simple realities to force small businesses into long and expensive litigation
they cannot afford.

The case study demonstrates that both HHS and FDA attorneys purposely created the
erroneous impression that the FoodQuestTQ matter was so seriously steeped in legal
complexity that it defied a prompt and fair resolution when, in fact, the issues involved in
the case study are simple and easily understood by lawyer and layman alike. The case
study also shows that the obfuscation of simple realities is a tactic used by the government
to leave small businesses with no alternative but to pursue long and expensive litigation
that the government knows that they cannot afford.

The report makes the following ten recommendations to prevent unfair competition by the
federal government with small businesses.

Recommendation 1: Immediately require the legal counsels and all emplovees of HHS
and FDA to re-new their oaths of government service.

The case study demonstrates that Office of the FDA Chief Counsel and the HHS Office of
General Counsel and other employees engaged in a serious conflict of interest in their
handling of this matter. The implementation of this recommendation should include
specific training on how to deal with possible conflicts of interest that may arise between
an employee’s loyalty to his or her own organization, their knowledge of wrongdoing
within the organization, and their sacred responsibility to uphold the laws and Constitution
of the United States.

Recommendation 2: Conduct an immediate and independent review of ethical conduct
and procurement integrity at both HHS and the FDA.

The case study demonstrates that FDA is not following the basic requirements of the FAIR
Act, OMB Circular A-76 and the Federal Acquisition Regulations that are essential to
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maintain procurement integrity. The implementation of this recommendation should
include an independent review of the integrity of both the HHS and FDA procurement and
acquisition system and the FDA practice of “blacklisting” of small companies.

Recommendation 3: Demand that the Office of Government Ethics (OGE) do its job in
dealing with ethical breaches by federal agencies.

The case study demonstrates that FoodQuestTQ sought help to deal with serious ethical
breaches by contacting the United States Office of Government Ethics (OGE). The small
company requested that OGE conduct a policy oversight review of both HHS and FDA
procurement practices. The company was told by OGE that this was not their job. To
implement this recommendation, the Office of Government Ethics should be directed to do
their job of assuring that their own ethics policies are being fully implemented by all
federal agencies.

Recommendation 4: Strengthen the powers of the National Ombudsman for Small
Business to conduct investigations of federal agency wrongdoing and unfair
government competition with small businesses.

The case study demonstrates that the National Ombudsman for Small Business, Small
Business Administration, does not currently have the authority to investigate unfair
competition by federal agencies with small business. The implementation of this
recommendation should include the amendment of the Small Business Regulatory
Enforcement Fairness Act of 1996 (SBREFA) [P.L. 104-121 as amended by P.L. 110-28] to
grant the National Ombudsman the authority to investigate reports and recommend
redress in cases of unfair competition by federal agencies with small businesses.

Recommendation 5: Take the necessary steps to assure that officials in HHS and the
FDA are responsive to the correspondence and inquiries of all American citizens

including the owners of small businesses.

The case study demonstrates that government civil servants are adversarial and not
responsive to citizen’s concerns. Civil servants are the employees of the American people
who pay their salaries. The concerns of all Americans, including small businesses, should
be addressed with respect by all employees of the federal government. The
implementation of this recommendation should include awareness and training for all
federal employees making it clear that they work for the people.

Recommendation 6: Clarifv and increase the penalties for government employvees who

steal the intellectual property of small businesses under Title 18, U.S.C.

The case study demonstrates that FDA employees were familiar with FoodQuestTQ owned
intellectual property provided to them pursuant to the provisions of Title 18 U.S.C. The
case study also shows that these same FDA employees, under a contract with Battelle
Memorial Institute, knowingly duplicated tools similar to those already being commercially
sold by the small business. The implementation of this recommendation should include
increased penalties for the misuse of business confidential information by government
employees and more robust procurement integrity training and awareness programs,
especially for HHS and the FDA employees.
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Conclusion

: Both the Department of Health and
Human Services (HHS) and the FDA are
suffering an unprecedented crisis in
ethics,

: The Office of the National Ombudsman
is powerless to prevent federal
agencies from unfairly competing with
small business.

: Small businesses cannot rely on their
government for help in preventing
unfair competition by federal agencies.

: The federal government can steal the
intellectual property of small
businesses with impunity.

: The federal government intentionally
uses the law as a tactic to obfuscate
simple realities to force small

businesses into long and expensive
litigation they cannot afford.

Recommendation(s)

Immediately require the legal counsels and all employees of HHS and FDA to
re-new their oaths of government service to uphold the laws and Constitution
of the United States.

Conduct an immediate and independent review of ethical conduct and
procurement integrity at both HHS and the FDA,

Demand that the Office of Government Ethics (OGE) do its job in dealing with
ethical breaches by federal agencies,

Strengthen the powers of the National Ombudsman for Small Business to
conduct investigations of federal agency wrongdoing and unfair government
competition with small businesses.

Take the necessary steps to assure that officials in HHS and the FDA are
responsive to the correspondence and inguiries of all American citizens,
including the owners of smail businesses.

Clarify and increase the penalties for government employees who steal the
intellectual property of small businesses under Title 18, U.S.C.

Establish an emergency hotline within the Office of the National Ombudsman
for Small Business for small companies te anonymously report abuse by the
federal government,

Amend the Federal Activities Inventory (FAIR) Act [P.L. 105-270], to include
specific requirements that each federal agency must conduct a "build-no build”
determination based on the cost and commercial availability of the same or
similar products by small business,

Create an independent arbiter to resolve intellectual property disputes involving
small businesses as additional alternative to pursuing expensive and lengthy
lawsuits in Federal District Court.

. Amend the Federal Activities Inventory (FAIR) Act [P.L. 105-270], to require that

each federal agency conduct and document a “compete-no compete”
determination with small business before initiating any acquisition or
procurement action,

Figure 5: Summary of Conclusions and Recommendations

Recommendation 7: Establish an emergency hotline within the Office of the National
Ombudsman for Small Business for small companies to anonyvmously report abuse by
the federal government.

The case study demonstrates that government agencies can take reprisals against small
businesses that raise questions about unfair treatment. The fear of being “blacklisted”
within their industries (especially government regulated industries) as a “non-team player”
or the fear of losing future government contracts creates a powerful disincentive for
reporting abuse. Establishing an anonymous hotline where small businesses do not have to
fear reprisal from federal agencies is one additional step that can be taken to prevent unfair
government competition with the private sector.
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R-8: Amend the Federal Activities Inventory (FAIR) Act [P.L. 105-270], to include
specific requirements that each federal agency must conduct a “build-no build”
determination based on the cost and commercial availability of the same or similar
products by small business.

The case study demonstrates that federal agencies are not conducting “realistic and fair”
cost comparisons when they decide to build their own products “in house” for activities
that are not “inherently government functions.” The FAIR Act should be amended to
require that all federal agencies must conduct and document a “build-no build”
determination whenever they decide to build their own products “in house” for activities
that are not “inherently government functions.”

R-9: Create an independent arbiter to resolve intellectual property disputes involving

small businesses as additional alternative to pursuing expensive and lengthy lawsuits
in Federal District Court.

Small businesses cannot afford long and expensive legal battles with the government. The
implementation of this recommendation should include the amendment of 28 U.S.C. 1498-
Patent and copyright cases, to establish an alternate dispute resolution (ADR) process for
small businesses who believe they have had their intellectual property stolen by a federal
agency.

R-10: Amend the Federal Activities Inventory (FAIR) Act [P.L. 105-270], to require that
each federal agency conduct and document a “compete-no compete” determination
with small business before initiating any acquisition or procurement action.

The case study demonstrates that federal agencies are competing directly with small
businesses forcing them out of business. The FAIR Act should be amended to require that
all federal agencies must conduct and document a “compete-no compete” determination to
certify that they are not competing with small business.
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s, DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Sccrctary
Office of the General

Counsel

whiln

‘-.N Public Health Divisson
e Room 2B.50, NIH Bidg. 31
31 Center Dy, MSC 2111
Bethesda, Maryland 20892-
2111
(301) 496.6043
Fax (301) 302-1034

Apsil 26,2013
VIA FEDEX AND EMATL

Dr.John Hnatio

FoodQuesTQ, LLT

472 Hayward Road, Susie 104
Fredesick, MD 21702

jhnatio @thoughtque 4. com

Dear Dr. Hnatio:

We were asked 1o respond 10 your levier of April 1, 2013, 10 Seeretary Sebelius.| As we describe below,
the Food and Drug Administration (FDA) and other operational divisions within the Deparument of
Health and Human Services (HHS), inclading their respective counsels’ offices, have investigated your
claims, These include senous allegations of patent and copyright infrimgement. misappropriation of
allegedly confidestial material, and various stsutory violations,

Desgte our bess offorts 10 undertake a thorough imvestigatios of your claims, you have refused to provide
s with copies of the works that yoo allege the Agency has isfringed,  Cooseguently, we have done all
that we can to evaluate the many allegations that you have made—set forth in multiple communications 1o
disparme parties throughou! the agency and indecd the govemment—with the evidence we have available.
For the reasons set foeth below and becanse we have found no suppocting ovidesce for your allogations,
we consider thas matter closed.

Summsary of Contacts and Conumunicationy

On January 9, 2013, FDA's Office of the Chied Counsel, whach is also the Foed and Drag Division of the
HHS Office of General Counsel, received a lomer dated December 19, 2012 from Senator Barbam
Mikulgkd om your behalf, forwarding your detter of December £4, 2002,7 In your December 14, 2012

" Eahdin 8 Apel 1, 2013 letier from John Hitio 10 Secrenary Sedelin
£ Eahii1 2: Decenber 142002 leder focen Johin Hiugio ©o Sen, Mikalski, foewwrded w0 FDA by Sen. Mikulski By letier dueod
Devomiber 19,2002,
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letter, you claimed that FDA ook your patented technology (specifcally, “Food Defesse Archecs™) and
osed it to build an FDA software system. You also complained that you were unfairly excluded from the
Agency’s process for developing its food safety wools. In pamicular, you Clsimed tha you were scheduled
Lo participaie in o FDA industry workshop and were disinvited because FDA did not want to eadorse &
specific company's peoduct, and you compisinad thal another company who peoduces similar products
(Tyco Integrated Systems) was allowed to attend,

By lener dated Janoary 28, 2013, Elizsbeth Dickisson. FDA's Chief Counsel and HHS Asscciate General
Counsel far the Food and Drug Division, responded to you stating that she was looking into yoor
concerns and she asked for more information, including idestification of the patents 1o which you referred
in your December 14, 2012 lemier, wentification of the FDA software system you allege uses your ideas,
and sdemtification of the individuals with whom you were communicating s FDA sbout those patenss.’
On February 22, 2013, Ms, Dickinson sent you a second letter again requesting the infoemasion
previomsly requested on January 28, 2013 °

On February 25, 2013, you emailed and faxed M. Dickinson's office a letter dated Febeuary 12, 2013,
explaining that you had faxed this letter to the office previously on February 12, 20137 In this Jetter you
referenced the FDA Food Defense Plan Builder (FDPB), which yoe clam duplicates your
“FoodDelense TQ™ Food Defense Architect”™ tool, and FDA FREE-B, which you clam daplicates your
“FREE" and "FEAST™ wols, You akso referenced U.S. Patent No. 8,103,601 and claimed that FDA had
infringed its claimas.

On February 28, 2013, Ariel Seeley, an nwmez in FDA's Office of Omiel Counsed, responded o you by
emuil, ncting the allegations referenced above” Ms. Seeley stated that “[i]n oeder for us to evalume these
claims, we would need to compare your products to ours. Accordisgly, please provide us with copies of
your Food DefenseTQ 100] and the FREE and FEAST software 1ools, in whitever form you think would
be convenient for this purpose.”

On March 2, 2013, you cimiled Ms. Seeley,” In this emasil you reqoested that FDA sigo a non-dischasurs
agreement before you wouald share your software tools with FDA, and you included a drafl agroement.
You also ndded a new claim that FDA's iRISK tool “duplicates” your “"Food Mappes™ tool,

On March 8, 2013, you emasled Ms. Seeley * In this email you sought a status epdme and slso added new
cluims that the FDA Food Protection Plan “dupbicates™ your “CSM Method™ and that the FDA Food
Defense Mitigatson Strmegics Database “duplicses” your “POISON,” “FoodDefenseTQ.” “Food Safety
Architect,” “Food Defense Architect," and "Food Mappar™ wols

On March 11, 2013, you emailed Ms. Secley asking her 10 contact you. Ms. Seeley emailed you hack the
same day indicating that she would get back 10 you later in the week *

On March 13, 2013 you emailed Ms, Secley, repeatimg yoor claims, adding anoeher FDA tool you suggest

' Cahivic 3 Jarmary 28, 2045 letter from EMzabact Dickinson 10 Joh Heatio

* Exhivit 4: February 22, 200 letier from Flizabedh Dickinson 00 Jobn Hnaio.

' Eahivit §: Fehmary 29, 2013 emme! from Aot Heatho (o Mack Raes, miaching Febesary 12, 2012 fies from Joka Hnasio &
Piixabeth Dichonson

* Exhivit 6; February 28, 201 emaet from Anel Seeley 10 Jotin Hnatio

' Exhisit 7 Masch 2. 2013 ool from Jon Mk s Ariel Scefiey.

Y Eshitit §: Mewch R, 2013 emmvail from Jokn Moo to Aniel Seeliey

T atimil % Mareh 11, U0 1200 MM el from Johin Hnasio 50 Aiel Seeley; March 11, 2013 1222 PM email from Aske]
Secley o Ivfm Haatis
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may copy some of your technology (FDA EMS), and seeking a status updase '™ In this email you also
referenced the FAIR Act and OMB Curcular A-76.

Later in the day on March 13, 2013, Ms. Seceley emailed you, and anached a revised non-disclosure
sgreement signed by Ms Dickinson oo bebalf of FDA and repested, for clarity, that FDA was only

reqnesm; nonexclasive access 10 the 1ools that you clalm were infringed in order 10 evaluate your
concerns,' '

Later the same day, you responded 10 Ms. Seeley, quemonmg’why FDA was only requesting
norexclasive access to your software twols that were at issue.

On March 14, 2013, Ms, Seeley enmbled you, explaining that the information you bad already provided

about your patent was sufficient far the time being, and that her request was limited 50 the 00ls # issue
becasse she needed 10 evalsate your claims (which appeared 1o be largely based on a claim of copyrighs
infrimgement} by comparing your peodects to FDA's products.

Later on March 14, 2013, you emailed Ms, Seeley with requested changes to the non-disclosure
agreement,”* You also repeated your earlier questions snd nosed that you could not afford legal counsel.

On March 22, 2013, Ms. Secley ermiled yoo and introduced me, an intellectual property sttoemey 1 the
HHS Office of General Counsed. She indecated that 1 had been provided with background information
and materials. " In response to your repeated questions and your stmemeant that you could pot afford legal
counsel, Ms. Seeley recommended that you consslt with an attorney and noted that there are

crganizations that provide free of low-cost legal seevices 1o peopde who cannot otherwise afford legal
represeniation.

On March 27, 2013, 1 ematled you, stating that 1 sceded to cotrpare FDA's tools to your tools to evaluate
your claims of “duplication.” that | nseded 4 copy of your tools 1o do thes, and 1 included a revised copy
of the non-disclosure agroement nccepting same, bat not all, of your changes.'® 1 also lsted infarmation
that we woukd need (o evabaase your patent infringement claim,

On March 28, 2013, you responded and, ignoning the fact that you have made senous accusations of
patese and copyright infringement against this Agency, complained thet we had “turned this matter into an
adversary legal defense " " Purtharmore, after insisting that you could not provide us with copics of the
woeks that we allegedly infringed withcut s noo-disclosure agroement, you rejected the latest version of
the revised non-disclosure agreement appacently because vou were unhappy with a ststerment of its
“purpase.” In this letser, vou expressed your expectation that FDA st provide yous with certain
mformation sbout FDA's teols in exchange for receiving access to your tools 10 evaluate your clsims of
“duplication."

Al thas poinl we reached an impasse. Altorneys in the Office of General Coursel had repeatedly
explained that we nosded sccess 1o your tools 1o evaluate whether FDA'S tools in fact have any ssmilamy
to them, but you refused to provide access to thase tools without receiving a contrsctual commitment o

“Eshini 20 Maech 13, 2013 1136 AM ol from John Huatio 1 Asiel Seciey.
U Eadvitdt 11 March 13, 2013 4:05 PM emald from Ariel Saekey 10 dotm Hiatlo

O Pahinit 12 March 15, 2013 4:17 PM emedl from Joba Haatko 1o Ariel Sseley.
" Eahinit 12 Maech 14, 2011 9:51 AM omail from Armel Seedey to Jote Mo

" Exhitet 12: Mowch 14, 2010 10:53 AM simail from Jobn Haatio 1o Ariel Sevley.
" Exhitit 1) March 22, 2013 email fom Arsd Seeley 1 Jodn Hrstio

* Eahibit 14 Muech 27, 2013 sresil from Dake Berkey &2 Jobn Haatic.

" Eshibic 15 Maseh 23, 2013 emeil frue Jobe Hnatis be Dale Berkley,
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an unspecified d@sclosure of FDA informstion. This was an unreasonable request and not something that
FDA was prepared 1o do, FDA was willleg 1o sign a stasdard nos-desclossee agreement foe the limitod
parpose of receiving and reviewing your software tools in response 10 your allegations. However, every
ressenable veraon of the agreamenl was rejected by you based aon some manor pretense. Thus, we have
condacted an Investiganon of yoor complains wsiag the Hmted infarmation you did provide, snd in this
Jetter we summarize the resalts of that investigation.

At various times during and aher the comammnications described above, you coptacted others shout your
claims, including the Smatl Business Administration {SBA)" the Secretary of the Depantment of Health
and Human Services', the President of the United States™, and the FDA Ombudsman’’, Because your
March 19, 2013 emai! to the SBA contained the most detailed smgm of your allogations, thas respomse
focuses primanily on your allegations as described in that email

EDA's Food Defense Docwmnts snd Teols

In May 2007, the Secretary of HHS and the Commissioner of FDA charged FDA to develop o
comprebensive food profection plan to keep the natson's food supply safe from both umntentional and
deliberate hazards and counter them befose they do harm, In response, FDA developed and refeased the
FDA Food Protection Plan in November 2007, The plan addresses both food safety and food defense for
domestic and imponed products. The plan operates throagh imlegrated strategies that: focus on risks over
a prodacts life cycle from production to consumption; target resources 5o schieve maxiomim risk
reduction; address both unimtentianal and deliberate coatamination; and use scieace and modern
wchnology systems. The Food Protection Plan is available for free on FDA's website.™

In February 2011, FDA began development of the Food Defease Plan Builder throegh a contract with
Batelle Memorial Institute. FDA planned foe this tool 1o combine its cther food defense tools {then
ender development, a1 vanous stages of completion) into ane user-lreadly program that food companies
could use to develop food defense plans specific to their operations, dmwing on other FDA preexisting
sources of information and guidance, The Food Dofense Plan Builder has not yet been released on the
FDA website.

In March 2011, FDA released the FDA Mitigations Database to the public. Thas toal is a database that
provides & mage of preventive messures that companies may choose 10 betior prosect their facility,
personnel, and operaticas. Safety measares in the datshase are specific 10 indsvidual caregories that
impact every xoﬂbe food production and distmbution process. The database is available for free on
FOA s website ™ The development of FDA™s Mitigation Strsmegies Datibase began in 2006

¥ Exditit 16: March 16, 201} evmwil from Jobn Hinatio 1o Elizabets Dickimon, CCae Elahe Zairieh. Office of the SHA
Ombudamren, Manck 19, 2013 1038 AM amad fom Johin Hnaso b Blske Zabirieh; March 19, 2005 404 I'M emall from
Jokn Hnatie 4o Elabe Zavirich; March 22, 2013 evail from Johin Hnetio o Elabe Zahineks Aped 15, 200) letser from hotn
Hatatio 10 Yokueda Swifl

" Exdita 10 Apeil 1, 2017 ey frose Jube Hinatio 9 Kaiblesn Sebelun, Secretary of (he Department of Hexth svd Human
Services; Exhbic IT: Ape@ 19, 2013 lener froom Jodn Hastio o0 Kathieen Scbebus (with csaer letter dated Aprl 20 @ Nascy
Cunderson).

"mm 18: Agail 1, 2053 lener from Jobe Heatlo 10 Berack Ohama, Presiders of the Lnies Sunes
MMI!’MI 18, 2013 emall from Jobn Hnatko w0 Laorke Leskel, FDA Ombodsrman
Smm this responee focases o8 (he emall anachmont fn Exiivits 146 with the Nie same “Susimery repon for Ms
Dickieaos” and documers tile *SBA Onbodeman Case No. | 303130001 ™ Thin docemest will be cited in this batier as
“Exhita 16; S8A Ombodyman Cass No. | )0315000)

™ Exbitee 22 rint ost of hip: Owww &da proviFoodOudanceitegulaticnPoodirotee on Man 2007 de ot hirm

™ Extilva 21 pent out of hitp Owww acomsdata s gosrptefoodde fenmamst gt egey
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In July 2011, FDA publicly released s FREE-B ool ™ The tool &s available for free on FDA's website. ™
The toed is 2 compilation of scenanos based on imtentonal and snintesticsal food comamination events,
and was designed with the intention of sssisting government regulatory and public halth nggnci®s in
assessing existing food emergeacy response plans, protocols and proceduses that may be in place, or may
be in the process of revising ar developing, FDA developed FREE -8 in cooperstion with the Cemsers for
Disesse Comtrol and Prevention (CDC) and the US Department of Agricultare”s Foed Safety and
Inspection Service (USDA-FSIS). Developemens of FREE-B began in 2007

We nose that, as discussed below, FIDA™s Food Defense Team's furst contact with you occurved when you
emailed Doa Kagter and Jody Menikheim to introduce yoursedf on December 23, 2011, and the team’s
first and only in-person meeting with you occurred oa February 2, 2012,

Om October 4, 2012, FDA publicly released its “iRisk™ tool.’ " Thetoal ks svailable for free onfine. ™
FDA-iRisk is a web based system that can be used to compare and mnk (1) estimated risks from multiple
microbial or chemical food ssfety hazards and (2) estimated effectivencss of various changes to specific
steps of a food's farm-to-table pathway. FDA began developing FDA-IRIsK in 2006,

Eacts snd Allcsations

You claim that your first costact with FDA was in o meeting with Des. Julara Ruzame, Roben
Buchanan, and Leanne Jackson ot the Joint Institute of Safety and Nutrtiom (JIFSAN). You chim that
during this mesting you submitted a “detaiied proposal descrbing the galxm. scientific breakthroughs,
technology tools, and business plans for creating a safer food supply.”™ JIFSAN s partially sapported
through a collaborstive agroement between FDA™s Centers for Food Safety and Nutrition and Veserinary
Medicine and the University of Maryland st College Park; however, FDA and JIFSAN are separate
entities. No one from FDA attended or has records of this meeting. Dr. Leanns Jackson s an FDA
employee, but she was not present a2 thes meeting, mor did she have any other interaction with you or your
companies in 2009. Drs. Ruzante und Buchanan of JIFSAN do recall miending this meeting: however,
they recall that your compasy did not share detailed information douring the meeting. Istead, acconding
to Dr. Buchanan, your company roguested a meeting witk JIFSAN, shared a geneml prospectus foc a
project you wamed to pursue, and explored the possibality of working collsboratively witk ITFSAN.
JEFSAN indicates that it declined your offer and dad not establish any focemal or financial relationship with
your company after this moeting. JIFSAN has no writien materials from this meeting and, to the best of
our knowledge, sharsd ne infarmatian from chis mezting with FDA

You clalm that in 2010 you “closely coordinated (be results of [a] smulation [you conducted for a private
company| and the methodology [you] used with Dr, Reginald Bennet {si¢] and other officasls al the FDA
in onhrm prompt the development of specific labomtory ard field tesis that would detect the deadly
agent”™® Dr, Bennett is an FDA employoe. Dr. Bennett has oo knowledge of you ce of ThoughtQuest
LLC, sod no memory or documentation of this alleged imeractson.

You claim that “m June 2011, Mr, Memkheim, 3 senice member of the FDA food defense team, and his
food defense staff were given o comprehensive boefing and demoastration of the entire suite of
ThoeghtQuest LLC software 1ools that were being commercially sold ar ender development for

 Exaibic 22: Press Refease July 20, 2011, b %5“'% e %mwﬂcudﬁnol}unwnn hem.
it 23: peunt out of hip eww Ao g0 T COLEICH oraM e ds e r35302 m

Txhetrit 24: Fact sheer FDA, 1Rk, food safety madebng 1o,
uiptiwew i povidonniosdy T oodSchenceR esontivResearc hAses SR IGUA ssess e oS afety Assessnans U CM 1 6705 pdf.

%mztmnmmuﬁm&%
™ Exaiba 16 SHA Omtuderean Case o 303 I.p A

" Exhibix 16: SRA Ombudairen Casz No. | 203150001, p 45
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commercial sale. The presentmtion included a demonstration of the Food Response and E

Evaluatson (FREE) toal and the Food Event Analysis and Evalustion {FEAST) tools. Over the caming
months, the comPnny maintained close contact with Mr. Menkbeim [sc] to give him pericdic updates on
their progress.™' FDA bas no record of such a beicling asd Mr. Menikheim has so memoey of such o
briefing, or of comtact fallowing up on such & bniefing. In foct, the first recoed of your contact with
FDA™s Food Defense Team thal we are aware of occurred six moaths lster, ax documented in an emailf
you seet 10 FDA oo Decensber 23, 2011,

On December 23, 2011, yoo emailed Don Kaatter and Jody Mesakheim 1o mirodace yoarsslf, your
company, and your tools, and 10 request & meeting 10 share the (00ls with and obtain guidance from
FDA" In that email you stazed, *“Don & Jody: We received you [sic] names from Jeany Scott who
suggested tkat we contact you." Jenny Scott is an FDA employee. Ms. Scolt recalls stopping by your
company s booth & & conference and being shown o demonstrtion of your company”s work. Because
vour company's work was relevant to an area covered by others &t FDA, Ms. Scot referred your comgaay
10 FDA"s Food Defense Team, specifically to Mr. Kautter and Mr. Menzkheim. You attached three
docureents to your December 23, 2011 emall. In the emasl and #s amaciments, you describe your product
“FoodProtection TQ" as consistaing of six wols (POISON, Food Mapper, FoodDefenseTQ, FoodSafery TQ,
FEAST, and FREE), each af which you described caly in geneml terms. FDA's Food Defense Team has
0o recard of inferaction with you oF Y001 COMpanes prioe 1o ths email,

On January 11, 2012 you emailed Mr. Kautter and Mr. Menikheim, following up ca your December 23,
2011 request for & meeting ™ On Jasuary 17, 2012 you emailed Mr, Menskheim, referring (o a phone call
you recesved from him and stating “thank-you for your guadance on how best to proceed. . look forward
1o the ponib'dit; of talking with vou."™™ On Jasuary 23, 2012 you emailed Mr. Menikbeim again secking
s mocting dese.” Owm January 24, 2012, Mr. Menikheim emailed you, agreeing 10 the reguesied meeling
but stating that FDA would not be able to provide you with asy guidance.™ After emails agresing on
Febrsary 2, 2012 as the meeting date,” you emailed Mr, Menikheim on February 1, 2012 atraching a slids
show far the upcoming meeting.™ The slide show describes the ssme six 1ools as (he docurments you
provided the FDA Food Defense Team (o your December 23, 2011 enall, The side show contalns
different information from the December 2011 documents, bat the descriptions of your tools in the sikde
show were geacral and hagh-level i natore and dad nee inchode specific questians or tems, and merely
included refersnces 1o broad subject master categornies, like “emergency drills™ and “loss of power."

According 10 your email of February 1, 2012, you plansed 10 quickly review the power point shdes and
demonstrate yoar 10ols,” On Pebruacy 2, 2012, Mr. Menikheim and other members of the FDA Food
Delonse Team, specifically Julia Guenther and Mike Dixon, met with you, Dave Park, and Bant
Michelsom from yous company, and Bill Wright from MRI Global (a company you described as doing
cartain work related to your tooks), Mr, Mesikheim's recollection of the meeting is that you gave an
overview of your tools using the slides youo sent on February 1, 2012, and then the group moved to the

M gxhhit 16 SBA Ombaduren Cose No. 1303150001, p. 5.

¥ Exhivit 26 Dacomber 23, 2011 ema) from Johe Hraoo o Doneld Kauter and Sody Menikbeim, wih axachmesis "Briefing
Book: Executive Surmmary,” “Brisfing Book: The Need,* “Briefing Book’ The Soliion” all daseg December 2011

M Gehibit 26 Jarsswry 11, 2012 ervatt frors foba Himatio 1o Don Kaatser azd Jody Menizheim

M Eshiit 27 Jasssary 17, 2012 ersail from Joba Maatio (o Jody Menikieim

" Ealiiit 27 Jaruary 23, 2012 sressd froe Jobn Huatio to Jody Mesikheim

'E.lhbilﬁ:hm%ﬁll&ﬂkﬂmﬂhmlalmeNﬁ-nmm

" Eshisi 27 Javuary 24, 2012 2:05 PM cnadl from Jolin Hietio o Jody Menikheiss; Jarranry 26, 2007 ervoel from Jody
Meaikheim w Sobn Hnatio,

" Eahinit 27; Febewnry 1, 2012 email from Roba Haatlo 1o Jods Merdkdeim, witk anacdtoear “FOA Bricfisg Book Food
Defense T dated Febesary 2002

T fakimi 37: Febrsary 1, 2017 emad from kobe Maatio (o Jody Mendkbetm. with anachment “FUA Beisfing Book Food
Dedeasy T dated Febomay 1012
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Center for Food Safety and Nutrition (CFSAN) caflé so that yon could briefly demonstrate the tools useng
a public Wi Fi network on your laptop. The entire meeting took approaximately one howr, The only
muterinls you provided for FDA to keep were the slides you sent oa Febeuary |, 2012,

FDA dad not share these documents outside of the agency, did not share these documents with its
comtractors working on the Food Delense Plan Builder, and did not ase these documenas to duplicase or
copy your tools. Any masenal that you may have displayed in the CFSAN café beyond the Febevary 1,
2011 dides was eyes-caly, and we have na evidence that whatever may have heen briefly displayed was
incorperated into an FDA product

Based on a review of the February |, 2012 slides, the “Food DefenseTQ* software described in those
slides appacently implements the methods described in U.S. Patest No. £,103,601.% The slides describe
an algonthm that purpocts 1o account for the degree of valnerability of a “targes,” the potentinl warst case
coaseqoences of an adverse food safety event, and factoes that could mitigate the consequences of an
adverse event. The objective 1 apparently 1o determéne a probability of occurrence of any pasticalar
adverse event.

There is no evidence that sery analysas of the kind described in the slides or in U.S. Patent No. 8,103,601
was ased o develop the FDA products like FDA's FOPB, While FDA's FDPB is obviowsly the subject of
careful consideratvan of the patential yulpzrbilities that ao orgasization might face from any number of
threats, its core is essentially a well-organized checklist of questions and issues that an organization
shoudd address to manimize theeats. The methods claimed in the patent, o the other hand, affer ose very
distinct and purpertedly sophisticated technique for determuning the probabilisy thar certain adverse
stemarios of events would occur, and there & no suggestion from anything in the record that determining
such probabdlity im this way was & pan of the FDA process for deseloping its FDPB tool.

Between July 25, 2012, and Seprember 25, 2012, you exchangad emails and pbane calls wich Mr.
Mentkheim ' In these communicaions you requested another meeting with FDA 1o demonstrate your
tcols and scek guidance from FDA, and Mr. Menikbeim agread 1o 2 webinar on October 2, 2012, Yoo
claim that in med-September 2012, your company learmed that “FDA had been working with Banelle
Memonal lestitute to busld their own food defesse ool to compete directly with the FoodQuestTQ LLC's
existing Food DefenseTQ product. This sitwation prompted [you) to call Mr, Menkheasm [sxc] to express
[your] concerns that FDA was developing a product that slready existed ™ You also claim that in lnte
Sepeember 2012, you kad another phome call with Mr, Menakheim in which you “asked him specifically
about the nature and purpase of an upcoming FIDA sponsored workshop on FDA's new food defense plan
buikder tool scheduled ta be held on December 12, 2012.4

Mr. Memikheim does not recall either of these alleged calle, and PDA has no records relsing or refeming
10 such calls. To the contrary, 1n your emails in Seplember 2012, you did not expeess concern about
FDA's Food Defense Plan Bullder and proceeded 1o work on scheduling asother mesting with FDA to

* Exiter 17: Febrawy 1. 2002 emal) from Joan Hnoso to Jogy Menikbosm, with sttachment "FDA Brieling Book: Fosd
DeferacTQ" cherd Fesnuary 2012,

** Exeilek 28 July 25, 2042 5:16 PM erresl from Jehz Haatio (o Jody Merdkdeim. July 25, 2013 $511 PM ematl feom Jody
Mesbeim o Joho Hratio, Augua 10, 2012 cmail Som Jon Hngse o Jody Menitheis; Augud 25, 2012 emall from Josn
Haaio 10 Jody Menabein Augua I1, 2012 coail from Jody Menikheiss w Jobn Hnatie: Augus 22, 2012 7:57 AM esuall
from Jobn Huatio 10 Jody Mesibeim Acgest 12, 1012 15:30 AM enseil feemn Jody Mendtheim (o Johin Histio; Scpoesdber 6,
2072 emesd from Johs Heeto o Jody Menitheln; Sepeember 25, 2052 1 54 PM email from Jobn Hinato oo Jody Mesikheio
Soptrrober 25, 2012 4:30 M errad from Jody Meaictedm o JoAn Hnado; Sepieniber 2%, 2012 505 PM eaail fom John
Hzatio 10 Jody Mentkretm: Sepomier 29, 2052 5:12 I'M emall from Jody Menikheim 1o Jorn Howo.

T Exbibn 16: SBA Ombodsman Case No, 13031 30001, pp. 36

“ Extibin 16 SHA Ombecumsn Caar No. 10031 50008, p. 6
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demnonstrase your company's products.  On October 1, 2012, you ematied Mr. Menikheim and Ma,
Jackson und attached a short, vutline-format descriptios of the software toals you intended to demonstrace
at the next day's webunar (“Food Defense Architect,” “Food DefenseTQ," “Food Mapper,” “Poison,™
FEAST," and "FREE Tool™)

You held a webinar foe Mr. Menikherm and other members of the FDA Food Defense Team, specifically
Julia Guessher, Michael Duxon, Wendy Buckler, and Jon Woady, on October 2, 2012 1o demonstrate
your software tools.””  The only material you provided for FDA 1o keep was the shoet outhine sent to
FDA on Ocsober 1, 2012, You claim that in sddition to presenting your tools, you raised comcerns that
FDA was bailding a food defense planner 100d that would compete wish FTQTQ's Food DefenseTQ
Feod Architect products during the webanar;, and thus, you offered FDA a license to use your companies”
techaology for $1 fyear, ™ According 10 those 8l FDA who antended the meeting, the webinar incloded an
update on the status of your tools, and you ssked Mr. Menikbeim if FDA was developing a food defense
plan toal. Mr. Menikbeim mformed you that FDA was in the process of developing a tool (the FDPH)
thit would combine all of FDA™s existing food defense tools into one tool. You did offer FDA 2 3 | fyear
ficense of your techaodogy 10 FDA, but Mr. Menikbesm sand that he was 001 in a position 10 accepst such
an offer,

On November 15, 2002, Warren Store of the Grocery Maswfacturers Associstion (GMA) emailed
members of its Food Defense Commitiee 2ol cther interested indastry professionals 1o invite them to &
focus group meeting to st FDA's Food Defense Plan Builder.” This email stated the puzpose of the
meeting: "To ensure that the tool 55 user-fnendly und in hine with industry seeds, FDA s seeking
feedback from industry members in this upcoming focus groap.” Bruce Becker, an employze of your
company FoodQuesTQ, was on the OC list for this ersail

Between November 16, 2012 and November 27, 2012, you repeatedly emailed Colin Basthed, an
employee of Brelle Memorial Institute listed as a contact in Warren Stoee's November 15, 2012 email,*
In these emails you asked 1o speak with Mre. Barthel “10 give [Mr, Bandel] a shont pre-demo of what we
will be presenting to the industry at the meeting ca a webinar,” referencing your "Foodd Defense
Architect.”™ On November 27, 2012, Mr. Barthel responded by email and infocmed you that he could not
speak about this project wahoes writien permission from FDA, and ths the GMA meeting “is a focus
group feedback session," As far as we are aware, this is the only contact you and your comnpanies had
with the contractoes assisting in the developawnt of FDA's Food Defense Plan Beilder toal.

After your correspondence with Mr. Barthel, Mr. Menikhesm became aware that you infended 10 give a
preseatation of yoor own 1ools to the fecus group. Mr. Menskheim was concerned that it would be an
inapproprime wse of the focus group of you were allowed 10 use that 1ime 10 give & presentntion of your
own tools. Mr. Menikheim spoke with Mr. Stone of GMA and asked that you be uminvised from
participating wn the focus group

On December 11, 2012, you emailed Mr. Menikheim “to touch base befare the session tamoarow,”

“Exhebit 20 October |, 2012 ermail frurs Jobn Haatio o Jody Merdkheim and LecAzne Jackson, with suschiment tibed "Food
Deferne ArchineaTM Specifications

** Exibix 30 Ooober 2, 2017 1:14 PM el fecen Tohn Hrowsio @ Jody Meniklesiny, October 2, 2012 1:16 PM el from Jody
Meeidein 10 Johis Hestio

** Expibi 16 SBA Oobudsmen Case N | 303150001, p. &

7 Exhibie 31: Novembder 13, 2012 enad foom Warren Stose 15 GMA-Foo@Defeaselidod lisis gmamlise. org.

“* Expibk 32: Novemter 146, 2012 emad from Sohs Hnagio 0 Colln Banhsl, November 20, 2012 F035 AM cesail fros Jodn
Hxatlo to Colin Banthel: November 30, 2012 3:45 PM emall from Jolin Hnaoo w Colln Barthed, November 27, 20H 2 anall
from foba Haatio to Celin Sarthel

* Exhibit 32 Noverster |6, 2042 email fom John Moo o Coln Banhel

" Exbibit 32 Novewter 27, 2012 exwil fom Colin Barthel o Jobn Hreaein,
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attaching a documest titled "Managing Pood Defense Risk" dated December 2012 Later in the day
after your emmail oo December 11, 2012, Mr. Menikheim emailed My, Stone and asked when you would
be presenting o the group, and stated *71 just want (o mske sure that ThoughtQuest will mot be attesding
omr focus group ™Y Mr, Stone responded that you would be presenting # 430 pm, which was the time
the FDA focus group was scheduled to ead.”’ Mr. Menikbeim reiterated that he did sot want you
participating in or atending the FDA focus group, but that I do mot have any issue with Broce or anyoae
from ThoughtQuest presenting 10 yoar group before or after cur focus group. ™ Mr, Stone responded,
“Sarry sbout the mix up oo, I'll txke care of it™** FDA does not have any record of bow Mr. Stone or
GMA communicated this message 10 you, According to your letter to the SBA, you peesented your toals
ta the focus group afier FOA left the building. ™

Your Claims

First, for a copyright infningement claim to hie, the infrmger must have had access 5o the waork that &
infringed, and the infringing woek muss be found 10 be suhstantially similar (o the infringed work. You
have provided no evidence thm FDA or (ts contractors had acoess 1o any of the works allegedly

infringed. Because you have refused 1 provide us with copies of the allegedly infrinped work, there is no
way for us 10 determine whether the agency™s woeks sre substantially similar to yours.

Second, with respect to your claims of infrisigement of US. Patent No, 8,103,601, in onder 1o infringe o
patest the mfﬁggarmux practice each and every step of the patent clasm. Claim 10 of the patent is
representalive.

In ceder 1o infringe Claim 10, one must peactice four highly complex and specific steps, which we
parnphrase for simplicity here:

(%) Defining fandamental eloments which contral a complex adaptive system.

(b) Assigning a plumlisy of sees of imitkal values.

(¢} Determining which of a set of features are directly relaced to the fundamental elements for cach of
the initsal conditioes

(d) Measuring an effect of each ons of the sets of Initlal condinons of each respoctive one of saxd
developed plurality of scenanos on said ones of said pluralicy of featares most dircetly refated so
said fundamental elements to generate sets of data functionally redated 1o the likelihood of a
panticular cccurresce in sid complex adaptive system.

There Is no evidence that FDA personnel or their contractors practiced even one of these steps, Jet aloae
all of them, a5 would be raquired for o cluim of patent infringement

™ Exhitit X3 Decomer 11, 2002 641 PM emall Som fodn Hiatio 10 fody Menikbeim

™ Exhitet 39: Derember 11, 2002 631 PM email from Sody Meaikheim 5o Waroen Stone.

™ Eshitel 34 Decemer |1, 2017 706 PM email fror Warmes Stoos tn Jody Menikheim

* Eshitsl 34: Decemiber |1, 2012 933 PM ereail frum Judy Mimikheis s Wansen Sione

* Eshitil 34: Devsmber |1, 2012 9:53 PM ermall from Warser. Sioos (o Jody Menichemn

A Exhivir 16: SBA Ombodaman Case No 130315000, p &

T Qi 10 A s of icseasing (he HheBhood of bebavier of 4 comples alspuive system, componing te srps: defining
fundamenial clements which costral the fencGoriea g of the coapler aleptine xydem; msigrsng » plurality of sets of il
valaes 3t o respactee plusality of s 10 2 pluraling of fedures of the canpiex slapOve sysizim determining which opey of
s2id pharaity of featises of S comples edagtive sysiere are mos dissatly selaied 1o 5838 lusdemsental clerremis for each of a2id
placaliny of seus of lnisal condisions & onder 00 Sevelop o phurufily of scenasios OF balavicr of said cussplex 2dspGve ayalems.
measinng an effoct of ach oae of sabd plurality of se1s of indtel cood o of cach rspective oae of seid dcvelopad plutality
of sconartos on seid ones of sald pleradity of feateres most divecily redeted 10 sald Musdarsental elémenls 10 pescrane sots of dats
fencionally mines 10 the tikelihood of & parsiosiar poosrreace In sxd compize sdaptive syswem
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Third, you allege that “the governmens is precloded undet the FAIR Act rmm oonpeemg with the private
secsar whenever the same or better prodacts can be procured from industry. ™" This is aot what the FAIR
Act does.  Rather, the FAIR Act reguires the head of cach executive ageacy to “submit to the Dirsctor of
the Office of Management and Budget  1ist of activities performed by Federal Government sources for
the executive ngency that, in the judgment of the executive agency, are not inherently governmental
functives.” Pab. L No. 105-270, sec. 2. Based on our understanding of the complaist FoodQues(TC
LLC has filed wiih the Office of Small Business Advocacy, FoodQuest's allegations do not appear 1o
implicate the FAIR Act because, iarer alia, there is no sndication that your comglaing takes [ssue with any
inventary submitted by the FDA under the FAIR Act

Sumilardy, you allege that “FDA actions in this case mise questions reganding the Agency’s compliance
with OMB Circular A 76 [because] thas document (and other statutes) specifically restrict government
agencics and federnlly lunded research and d:vclatmmt orgamzations such as Battelle Memocial Institule:
from disectly competing with the private secsor.”™ Thas 1oo is incoerect, Even if your compiaint were
correct in alleging that the FDA has violatad OMB Circular A-76, Section 5z} of the Circudar states that
“Nomcompliance with this Circular shall nct be imterpreted to create o substantive or procedurad basis 1o
challenge agency action or maction, except as stated in Attachmests A and B ™ OMB Circular A-76, Sec.
Mg May 29, 2003). Anachment A permits 2 challenge by an interesied party within 30 days of
pabbscation i the Foderal Register of the kst of activities required under the FAIR Act noted above, while
Attachment B permits & prosest by a dicectly interested party whes the Agency cooducts a standard
competition under Circular A-76. Because the FDA has not coaducied such 2 competition for the
services you bave described, the Circular does not create any right or benefit enforceable ot law by
FoodQuestTC LLC against the Umited Stwtes ar the FDA,

In spite of your unwillingness 1o cooperate, and your msistence on sending additional Jetters to different
recipsents rather than working with the counsed sssigned 0 evaluate yoor claims, we have doae our best Lo
investigate your allegations, as mmch as we cana understand them. We bave ancovered no svidence that
FDA or its conlractors took or used any trade secrets that you mught own. We have uncoverad no
evidence that FDA or its contractons infringed your patent or copyrighted works. We have uncovered no
evidence that FDA or its contractoes vicdased mny statute bn its dealings with you or your comgany, In
light of the information that we have reviewed aml in light of your failure to cooperate with our requed s
for necessary mnformaison Lo farther evalose your claims, we consider this matser closed.

Sincerely,

le D. Beridey, Ph.D., J.D.
HHS IP Ceunsel

Attochmens;  Cxhibio

** Exhitel 16 SBA Orzbudgrap Case No 10315001, p 10,
" Exhitéx 16 SBA Orbudgras Case No. 103150001, p 10,
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The Commissioner, Food and Drug Administration
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. The Senate Committee on Entrepreneurship and Small Business
10. The House Committee on Small Business
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