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Seed Deposit Regulations
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37 CFR 1.808(a) A deposit must be made 
under conditions that assure that:
(1) Access to the deposit will be available 
during pendency of the patent application 
making reference to the deposit to one 
determined by the Director to be entitled 
thereto under § 1.14 and 35 U.S.C. 122, and
(2) Subject to paragraph (b) of this section, all 
restrictions imposed by the depositor on the 
availability to the public of the deposited 
material will be irrevocably removed upon 
the granting of the patent.

37 CFR 1.802(b) Biological material need not be 
deposited unless access to such material is 
necessary for the satisfaction of the statutory 
requirements for patentability under 35 U.S.C. 
112. If a deposit is necessary, it shall be 
acceptable if made in accordance with these 
regulations. Biological material need not be 
deposited, inter alia, if it is known and readily 
available to the public or can be made or isolated 
without undue experimentation. Once deposited 
in a depository complying with these regulations, 
a biological material will be considered to be 
readily available even though some requirement 
of law or regulation of the United States or of the 
country in which the depository institution is 
located permits access to the material only under 
conditions imposed for safety, public health or 
similar reasons.

Petitioner’s Reply (Paper 28) at 3

Petitioner’s Reply at 23
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Transgene Integration is a Random Process
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“The ‘transgene integration’ underlying the ’378 Patent 
was a ‘random process’ (EX1012, 185; EX1013, 313)—akin 
to ‘throwing a grenade into the genome’ (EX1014, 311).”

Petition (Paper 2) at 1

Kohli et al., Plant Signaling & Behavior (EX1012) at 185

First the Seed: The Political Economy of Plant Biotechnology 
(2nd Ed.) (EX1014) at 311
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PO Admits Claimed Event Near Impossible to Reproduce

4

EX1003 at 520; Petition at 17

EX1003 at 520; Petition at 17

EX1003 at 543; Petition at 17

Prosecution History of European Patent Application 
No. 04 751 097.9 (EX1003) at 486; Petition at 17
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EPO Denied Event Patent for Lack of Deposit
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Prosecution History of European Patent Application No. 15 168 051.9 (EX1004) at 370; 
Petition at 18

EX1004 at 386; Petition at 18

EX1004 at 387; Petition at 19
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Facts are Facts
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Institution Decision (Paper 15) at 15; 
Petitioner’s Reply (Paper 28) at 19-20
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Commercial Availability is an Exacting Standard
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MPEP 2404.01; 
Petitioner’s Reply at 6 

“The Office will accept commercial availability 
as evidence that a biological material is known 
and readily available only when the evidence is 
clear and convincing that the public has access 
to the material.”



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Extreme Difficulty in Obtaining TC1507
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EX2003 at 57:7-14; 
Petitioner’s Reply at 10

EX2003 at 53:22-54:3; 
Petitioner’s Reply at 10
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Research Prohibited Unless There is a Deposit
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EX1003 at 545; 
Petitioner’s Reply (Paper 28) at 1, 19

Inari Agriculture N.V./S.A. Material Transfer Agreement with ATCC (EX2007) at 1; 
Petitioner’s Reply (Paper 28) at 1, 19
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Patent Owner’s Shifting Theories (& Waiver)
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Patent Owner Response (Paper 24) at 29

Patent Owner’s Sur-Reply at 10

Patent Owner’s Sur-Reply at 8
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Patent Owner’s Continued Credibility Problem 
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Second Amended Complaint in Corteva Agriscience LLC et al. v. Inari Agriculture, Inc. et al. (EX1072) at 105

Patent Owner’s Sur-Reply (Paper 34) at 19
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