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ENCLOSURE 3:

Twenty specific examples of Dr. Hnatio’s ideas that

have been plagiarized by the FDA in the FDA Food
Protection Plan, Food Defense Plan Builder, the

Mitigation Strategies Database, iRisk and the FREE-B
food safety and food defense computer software tools



FDA Plagiarism Timeline

FDA Infringes FDA Duplicates
( ) @ on Patent ( ) ( Tools

* 2005-6 . 2007 * 2009-12 ¢ 2010-12

@il FDA Plagiarizes [ ) Wl FDA Steals L )
Dissertation Trade Secrets

8/28/2014



's]003 3344 pue |SY3d Sunsixa-aid 5,977 DLISANDPOOS

J0 s31edidnp 1eys |00} pajpung-asia4ax] AduaBiawg asuodsay pood vad 3yl 9-3344 -

"@dOHL3IN

INSD payJewapely paltaisiSal D77 Suleauondafold ayl ul paipoquwa se jJualed MSIY!
D711 Suliaauonaafold 3unsixa-aud ayi JO SIUSWI|S SUIBRIUOD JeY) |00} )SIH! VA4 YL
*S|00} }I2HYIIY S5UdRJ POCH puUe N13sUdj3Q Pood D1ISANDPO0 SulIsixa

-a.d aya saqedidnp 1eyy asegeieq saifaledls uolesnIA asuajag pood va4 ayl gasw

'S|003 19911Y2Jy ISUSD( POO4 pue P19suaa(q poo
| yaly }2Q poo4 pue DL 490 poo4 g4a4

Dl131sanppoo4 Sunsixa-aid ay3 sai1edijdnp 1ey) Jap|ing Ue|d 9sua43Q Poo4 vad4d ayl
"@dOH13N INSD pPaXJewespeny

paJaisi8au D77 Buiaauondafold ayy ul palpoquia se jualed J77 Suaauolldalosd ddd
9y JO SluawWl |2 3ullsixa-a4d sulejuod 1Byl Ue|d UoId3104d POOS a4 YL

‘sue|d asuodsai Asuadisaws poo} wnwildo dojaasap 03 J3PJO Ul SOlIBUDIS

2sudjOp poos pue Alajes poos azAjeue pue dojaAap 03 pasn S| 3eyl |0o] (33Y4) 3344
uonen|ea Aouasisw] pue asuodsay poo4 3| /001 a1eM10s D11SeNDPood Yyl

‘sde8 Alajes poo} pue asuajap pooj jo Suljjl} pUB UOIIBdI}IIUSPI (1sv3ad)
ay1 ul Suinjos wajqoud Adeuldidsipiinw a3owodd 01 SOIIBUIIS ISUISP POO) pue |ool uonenwis pue
Ayajes pooy azA|eue pue dojaasp 03 pash si 1By} |00} 2IEMHOS D11S8NDPoo ay sish|euy juan3 poo4

*9ouewo4ad J19y3 Sulioyiuow
Alsnonunuod ajiym sue|d A1ajes pooy aAlaaya 1sow 3yl p|ing 03 uteyd Aiddns | 329)yd4y Alajes poo4
9y3 Suoje siojeiado pooj Aq pasn D1AISJES POO4 JO UOISI3A pIjedNlsiydos alow ¢

*9duew.oyiad J1ay3 Sulioyjuow
Ajsnonunuod ajiym sueld asuaiap poo) A48 1S0W 3yl pling o1 uleyd Ajddns | 32311Yaay asuajaq pood
ay1 Suoje siojesado pooy Ag pasn DIasuajaq PO JO uoisian palednsiydos aiow y

90e|d u| aJe sa18a3e43s Suinedniw oiy10ads
jeym gupjse Aq sue|d Ajajes pooy aAI109)e Jojluow pue pjing o1 uieyd Alddns ayj D.1A1ejes poo
Suoje siojesado pooj Aq pasn si Jey] [00] 21eM1J0S palewlolne P11sanpDpood ay|

*2oe|d ul aJe sai8aeuis Sunesdiiw oiynads

1eym Supjse Aq sue|d asuasep poo} SAIIDBYS JoYlUow pue pjing o3 uleys Ajddns aya Dlasuajaq poo4
8uo|e si0jeiado pooy AQ pasn S| 1By} |00) 34eMOS PIleWOoINe D 11SoNDPo0d 3y
‘slamoug

Suipn)pul pue suonesado pooy Sulldaye SIUIAI spiezey |ednjeu pue juawdinba

pooy jo suondunjjew uawdinba ‘sanijioe) pooy e syuapiaae |euisnpul ‘sdujuosiod NOsIOd
pOO} |[EUOIIUDIUI PUE |BIUIPIIDE JO Alolisodad elepelaw D131saNDpPoo 3yl
uolleWJIOUl |BIIUSPIJUOD SSBUISNG,, '] ‘ Alladouid |en1da||@Iu] J3Y10,, 10} wAuoldy dlo
‘29 TO9'E0T’S SN :"ON ludled ‘poylalA uawadeue|p swalsAs Ajxajdwo) usle
“quazed 777 Suleauondafold ayl wouy saleuews eapl pajaaloud ayl 1eyl saudis wned
*UOIlIUDAUL UB JO 123[gNns 3yl Se pajuawndop 1si1) Sem eapl ayl 1eyl awil ayy PoAI2oUO0) I3leq

‘uolleJlsiuIwpyY 3nig pue poo4 ayl Aq

uonedlgnd paziioyineun Jiay) 0} Joud uonew.oul [BIIUIPIJUOD SSBUISN] JO 194235
apeJ} J9Yiia se paleaJ) a4am 22110edd 03 Jualed ay) 9anpad 03 padojanap seap|
‘ainynouse uondusag

pue pooy Joj a2110ead 0] Juaied ay) 20npal 01 J77 D1IsenDpooS Ag pasn

sem leyl ‘cd TO9'E0T’S SN "ON 1ualed ‘POYIBIN Juawadeue|p swaisAs Auxajdwo)
‘quaied D77 8uldesu0I}I8[04d SY] WOJ) UMBIP Se eapl pa3dajodd [euldiio ay |
"oQOH1IIN INSD 241l Se sweu payjlewapel)

paJa3si8ad ay3 Japun palpoquwsa si Juajed ay| ‘aunyndude pue pooy 4oy a210eld 03

‘29 TO9'E0T'8 SN :"ON 1ua1ed ‘POYIaIA 1uawWadeuer|y swaisAs Auxajdwo) ‘ Juasled ©2P1 D1DA 3
D771 8ulasuoildafoad Sudnpal woJd) paAlap se eapl pajdalold J7] D1ISoNDpooS v m
S~

NOILYNV1dX3 %

e}

dN3I531 319VL



FQTQ Idea

TWENTY SPECIFIC EXAMPLES OF FDA THEFT OF
INTELLECTUAL PROPERTY FROM FOODQUESTTQ LLC

Description

The CSM Method® defines the threat

Date

Conceived

Sources

Patent

Used by FDA Without

FoodQuestTQ LLC Tool

What the FDA has Stolen

The FDA has stolen the threat
continuum elements of prevention,
interdiction, i.e., the FDA uses the

substituted term of “intervention”;
communication and response.

The FDA has stolen the method for
identifying indicators and warnings of
impending food events, i.e., the FDA

uses the substituted term “signals”.

1. Food Protection continuum elements of deterrence,
Systems Model detection, delay, communication, Pre-2007 Yes Yes
response time, response quality and
mitigation.
. The CSM Method® defines a
z Indlcétors and methodology for identifying the
Warnings indicators and warnings of impending Pre-2007 Yes Yes
food events.
3. Probability of The CSM Method® defines the
QOccurrence as a probability of a food incident occurring
function of as the combination of how vulnerable Pre-2007 Yes Yes
vulnerability and you are and the consequences that
consequence would result from a food incident.
The CSM Method® defines a
methodology for determining food
protection risks and the specific
4. Steps measures that must be implemented Yes Yes
. - . Pre-2007
by food operations to mitigate risks
and identify interventions; these are
called “steps.”
The CSM Method® method of
“immersions” and “real” and
“simulated events” are used to identify
5. Immersions vulnerabilities, risk reduction Pre-2007 Yes Yes
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measures, promote communication
and achieve multidisciplinary problem
solving.

Permission in the Following
FDA Imitation Products

iRISK | FREE-B

The FDA has stolen the “probability of
occurrence” method that is used to

prioritize food system vulnerability and
risk.

The FDA has stolen the “steps” method
and associated taxonomy for identifying
risks and implementing risk reduction
measures; the FDA uses the substitute
term of “mitigation strategies” for
“steps.”

The FDA has stolen the method of
“immersions”; the FDA uses the
substitute terms “table top exercise” for
“immersions”; “teachable moments”

for “lessons learned”, and; “scenarios”
for “simulated events.”




FQTQ Idea

6. Food Protection Hot

TWENTY SPECIFIC EXAMPLES OF FDA THEFT OF
INTELLECTUAL PROPERTY FROM FOODQUESTTQ LLC

e Dat
Description N

The CSM Method® defines a method
for identifying and prioritizing the

Conceived

Sources

Patent OIP POISON FDTQ FSTQ FDAR FSAR  FEAST FREE |

Used by FDA Without

FoodQuestTQ LLC Tool Permission in the Following

FDA Imitation Products

o0 Fopa wsoa sk

What the FDA has Stolen

The FDA has stolen the method for
identifying and prioritizing high risk areas
in the food supply, along the food supply
chain and in operating food facilities based
on probability of occurrence; the FDA has
substituted the term “high risk areas” for
“hot spots.”

The FDA has stolen the method for
gathering, deconstructing and analyzing
past and simulated food events to
determine their probability of occurrence,
lessons learned and to identify mitigating
strategies.

The FDA has stolen the method for
gathering, deconstructing and analyzing, as
complex systems, food incidents and

related data to identify high risk agents.

importance of high risk areas at food Pre-2007 Yes Yes
Spots . N
operations and along the supply chain
based on probability of occurrence.
The CSM Method® defines a method
7. Reverse engineering  whereby past and simulated food
of past and simulated events are gathered, deconstructed Pre-2007 Yes Yes
events and analyzed, i.e., “reverse
engineering.”
The CSM Method® defines a method
8. Identification of High to identify high risk agents by
Risk Agents gathering deconstructing and Pre-2007 Yes Yes
analyzing poisoning events.
The CSM Method® defines a methed
9. Actionable to identify, gather and analyze Yes Yes
Knowledge information to produce actionable Pre-2007
knowledge for risk mitigation.
The CSM Method® is based on a
holistic “cradle to grave” systems of
systems view of the food supply from
10. Cradie to grave raw ingredients through human Pre-2007 Yes Yes

8/28/2014

consumption, symptomology and
health outcomes, i.e., the science-
based view of the food supply as a
complex adaptive system.

The FDA has stolen the methods for
identifying types of information that
should be collected and subjected to
analysis in order to identify actionable
intelligence to prevent food safety and
food defense incidents.

The FDA has stolen the method of using
the holistic “cradle to grave” systems of
systems science-based view of the of the
food supply, i.e., the FDA uses substitute
terms such as “from field to fork” and

“entire supply chain.”



11. Risk Reduction
Countermeasures

TWENTY SPECIFIC EXAMPLES OF FDA THEFT OF
INTELLECTUAL PROPERTY FROM FOODQUESTTQ LLC

Date Sources

Description .
P Conceived

The CSM Method® defines the
methods to determine risk and risk
reduction measures based on the
reverse engineering of past food
incidents, the use of futures driven
scenarios and the application of
advanced science and information
technology.

Pre-2007 Yes Yes

s o oson foTaForaromrs e e

12. Food Risk Model

13. Perpetual
Assessment

14. Best Investments

15. Operational Tools
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The CSM Method® defines a systems
risk model that subsumes both food
safety and food defense.

Pre-2007 Yes Yes

The CSM Method® ties continuous
operational performance with
perpetual assessment and
inspection.

Pre-2007 Yes Yes

The Food CSM Method® defines

methods for targeting the use of

resourf:es to obtain the greatest risk Pre-2007 Yes Yes
reduction value at the most

reasonable cost.

The CSM Method® defines methods
for integrally tying the use of
specific information technology
applications to food industry
operational requirements.

Pre-2007 Yes Yes

Used by FDA Without

FoodQuestTQ LLC Tool Permission in the Following

Imitation Products

What the FDA has Stolen

The FDA has stolen the methods used
to identify risks and their associated risk
reduction measures. i.e., the FDA
substitutes the term “mitigation
strategies” for risk countermeasures.

The FDA has stolen the food protection
systems model that subsumes both
food safety and food defense.

The FDA has stolen the method for
tying continuous operational
performance with perpetual
assessment and inspection, i.e., the
FDA substitutes the term “inspectional
strategies.”

The FDA has stolen the methods to
determine performance and “best
investments” to mitigate risk, i.e., the
FDA substitutes the term “mitigation
strategies for “best investments.”

The FDA has stolen methods for
integrally tying the use of specific
information technology applications to
food industry operational requirements,
i.e., the development of “operational
tools” that rely on the application of
information technology.



TWENTY SPECIFC EXAMPLES OF FDA THEFT OF
INTELLECTUAL PROPERTY FROM FOODQUESTTQ LLC

Used by FDA Without

Date Sources FoodQuestTQ LLC Tool Permission in the Following

FQTQ Idea Description Conceived What the FDA has Stolen FDA Imitation Products

[Paent| OF poSON foTa_FSTa_ oA _rsan _ FesTFR |

FDPB MSDB

The FDA has stolen the model and
methods for treating food protection
as ascience that relies on quantitative

The CSM Method® defines a systems
model and methods for treating food

16. Food Protection protection as a science that relies on Pre-2007 Yes Yes

asaScience quantitative statistical methods for statistical methods for determining risk
determining risk values. values.

17. Modeling, The CSM Method® defines methods The FDA has stolen methods that
Science-based that combine advanced modeling, combine advanced modeling, science
Analysis and science based analysis and advanced Pre-2007 Yes Yes based analysis and advanced
Information information technology to produce information technology to produce
Technology operational software applications. operational software applications.

The CSM Method® defines critical
nodes as those elements in a system
18. Critical Nodes that are most sensitive to changes in Pre-2007 Yes Yes The FDA has stolen the methods of

ini itical .
their environments and the methods determining critical nodes

used to identify them.

The CSM Method® defines methods for
determining best response alternatives Pre-2007 Yes Yes
for food emergencies.

The FDA has stolen methods for
determining best response alternatives
for food emergencies.

19. Food Emergency
Response

20. Automated
Method to
Develop Food
Defense Plans

The CSM Method® defines the use of
automated methods for developing Pre-2007 Yes Yes
operational software tools.

The FDA has stolen the methods for
developing automated food defense
tools.
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