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Outline

Claims 22 and 25-31 Require Treating a Human Patient

2

 Claim 22 Requires Measuring Improvement After the Total Dose of 
Ganaxolone Is Administered

Zhang Does Not Anticipate Claims 22 and 25-31

 Zhang and Other References Do Not Render Claims 22 and 25-31 Obvious

Claims 22 and 25-31 Are Enabled



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

The Claimed Invention

Ex. 1001 at 40:8-33; Patent Owner’s Response at 12.
3

Challenged 
Claims
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Statutory Disclaimer

Ex. 2001 at 1; Patent Owner’s Response at 12-13.
4
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Statutory Disclaimer Is Not an Admission

Patent Owner’s Response at 12-13; Patent Owner’s Sur-Reply at 2 n.1. 

“Disclaimed claims are treated as if they never existed, and disclaimer does not legally 
constitute ‘an admission that the subject of the disclaimer appears in the prior art.’”

Raytheon Techs. Corp. v. Gen. Elec. Co., 993 F.3d 1374, 1379 n.4 (Fed. Cir. 2021) 
(citations omitted).

5
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Instituted Grounds

Institution Decision, Paper 9 at 5, 48.
6

Grounds* Claims Basis
1 22 and 22-31 Anticipation by Zhang (Ex. 1009) 
2 22 and 22-31 Obviousness over Zhang
3 22 and 22-31 Obviousness over Zhang and Saporito P1 (Ex. 

1013) and/or Saporito P2 (Ex. 1014)
4 22 and 22-31 Obviousness over Zhang and Marinus’s Orphan 

Drug Press Release (Ex. 1011) and Marinus’s 
Phase I Press Release (Ex. 1013)

7 22 and 22-31 Lack of Enablement

*Grounds 5 and 6 related to claims that have been statutorily disclaimed. 
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Claims 22 and 25-31 Require 
Treating a Human Patient
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“Treating Status Epilepticus Comprising Administering to a Patient in Need Thereof”

Patent Owner’s Response at 17-23; Ex. 1001 at 40:9-13; 
see also Patent Owner’s Sur-Reply at 4. 8
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“Patient” Must Be Someone “In Need Thereof”

Patent Owner’s Response at 17-18; Ex. 1001 at 40:9-13.

“[T]he claim preamble sets forth the objective of the method, and the body of the claim 
directs that the method be performed on someone ‘in need.’ In both cases, the claims’ 
recitation of a patient or a human ‘in need’ gives life and meaning to the preambles’ 
statement of purpose.”

9

Jansen v. Rexall Sundown, Inc., 342 F.3d 1329, 1333 (Fed. Cir. 2003).
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“Treatment” Refers to Addressing Clinical Symptoms, Not Research in Rats

Ex. 1001 at 29:29-56; Patent Owner’s Response at 18-19; 
Patent Owner’s Sur-Reply at 4; see also Ex. 2014 at ¶ 59. 10
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The ’817 Patent Uses “Treatment” for Humans, “Administration” for Rats

Ex. 1001 at 33:25-34:17, 37:17-44; Patent Owner’s Response at 18-19; 
see also Ex. 2014 at ¶ 59. 11
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“As used in claims 1 and 7, the term ‘condition code’ must mean either a storage unit or a 
value derived from the output of the storage unit depending on the context in which its 
used, yet both claims are facially nonsensical if either of these definitions is used 
exclusively.”

Microprocessor Enhancement Corp. v. Texas Instruments, 520 F.3d 1367, 1375 
(Fed. Cir. 2008).

“We have previously held that the same claim term can have different constructions 
depending upon the context of how the term is used within the claims and specification.”

Aventis Pharms. Inc. v. Amino Chems. Ltd., 715 F.3d 1363, 1374 (Fed. Cir. 2013)
(citing Microprocessor Enhancement, 520 F.3d at 1375).

12
Patent Owner’s Response at 22-23; Patent Owner’s Sur-Reply at 4.

Same Claim Term Can Have Different Meanings Depending on Context
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Doses Recited in Claims 25-31 Hundreds of Times Larger Than Doses for Rats

Ex. 2014 at ¶ 61; Patent Owner’s Response at 21.
13

Raman Sankar, 
M.D., Ph.D.
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Doses Recited in Claims 25-31 Thousands of Times Larger Than ED50 for Rats

Ex. 1028 at 1284; Patent Owner’s Response at 21-22; Ex. 2014 at ¶ 64.
14
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Doses Recited in Claims 25-31 Would Be Toxic to a Rat

Ex. 1042 at 91:15-92:3; Patent Owner’s Sur-Reply at 4. 
15

Raman Sankar, 
M.D., Ph.D.
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Doses Recited in Claims 25-31 Would Be Toxic to a Rat

Ex. 2017, 25; Patent Owner’s Response at 22;
Ex. 2014 at ¶ 64; Patent Owner’s Sur-Reply at 4. 16
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Doses Recited in Claims 25-31 Would Be Toxic to a Rat

Ex. 2018 at 3; Patent Owner’s Response at 22; 
Ex. 2014 at ¶ 64; Patent Owner’s Sur-Reply at 4. 17
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Claim 22 Requires Measuring 
Improvement After the Total Dose of 

Ganaxolone is Administered 
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“Improvement to the Patient After Administration for More than 8 Hours”

Patent Owner’s Response at 24-25; Ex. 1001 at 40:14-16; 
see also Ex. 2014 at ¶¶ 65-67; Patent Owner’s Sur-Reply at 5-6. 19
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Improvement Measured After Administering the Full Dose of Ganaxolone 

Ex. 1001 at 14:21-41, 15:17-19, 15:40-42; Patent Owner’s Sur-Reply at 6.
20
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Patent Owner’s Construction Is Consistent with POSA’s Understanding

Ex. 2014 at ¶ 66; Patent Owner’s Response at 24-25; Patent Owner’s Sur-Reply at 6.
21

Raman Sankar, 
M.D., Ph.D.
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Dr. Rogawski Construes the Wrong Claim Phrase

Ex. 1041 at ¶¶ 32-41; Patent Owner’s Sur-Reply at 5; Ex. 1001 at 40:14-16; 
see also Petitioner’s Reply at 9-11. 22

Michael A. Rogawski, 
Ph.D., M.D.
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Petitioner Improperly Imports Language into Claim 22

Patent Owner’s Sur-Reply at 5-6; Ex. 1001 at 9:43-46; 
Petitioner’s Reply at 7. 23

“As we have repeatedly held, it is improper ‘to import limitations from the 
specification into the claims.’”

Pulse Elecs., Inc. v. U.D. Elec. Corp., 860 F. App’x 735, 737 (Fed. Cir. 2021)
(quoting Hill-Rom Servs., Inc. v. Stryker Corp., 755 F.3d 1367, 1371-72 (Fed. Cir. 2014).

Petitioner’s Reply at 7.
’817 patent at 9:43-46.
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Ex. 2024 at 40:24:41:13; Patent Owner’s Sur-Reply at 5-6.
24

Petitioner Improperly Imports Language into Claim 22

Michael A. Rogawski, 
Ph.D., M.D.
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Zhang Does Not Anticipate 
Claims 22 and 25-31
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Zhang Does Not Describe Treating SE in Humans

Ex. 1009 at ¶¶ [0005], [0031]; Patent Owner’s Response at 28; 
Patent Owner’s Sur-Reply at 7-8; Ex. 2014 at ¶ 70. 26
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Zhang Does Not Describe Treating SE in Humans

Ex. 1009 at ¶¶ [0104]-[0136]; Patent Owner’s Response at 28-29; 
Patent Owner’s Sur-Reply at 7-8; Ex. 2014 at ¶¶ 70-71. 27
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Petitioner Improperly Relies on Understanding of POSA

Patent Owner’s Response at 26.

“The opinion says anticipation may be shown by less than ‘complete anticipation’ if 
one of ordinary skill may in reliance on the prior art ‘complete the work required for 
the invention,’ and that ‘it is sufficient for an anticipation “if the general aspects are the 
same and the differences in minor matters is only such as would suggest itself to one of 
ordinary skill in the art.”’ Those statements relate to obviousness, not anticipation. 
Anticipation requires the presence in a single prior art disclosure of all elements of a 
claimed invention arranged as in the claim.”

28

Connell v. Sears, Roebuck & Co., 722 F.2d 1542, 1548 (Fed. Cir. 1983) 
(emphasis added).
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Petitioner Improperly Relies on Understanding of POSA

Petition at 37-38; Patent Owner’s Response at 26.
29



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Animal Models Do Not Translate Directly to Human Treatment

Ex. 2014 at ¶ 71; Patent Owner’s Response at 26-27; 
Patent Owner’s Sur-Reply at 7. 30

Raman Sankar, 
M.D., Ph.D.
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Ex. 2015 at 24:14-25:7; Patent Owner’s Response at 28-29; 
Patent Owner’s Sur-Reply at 7. 31

Animal Models Do Not Translate Directly to Human Treatment

Michael A. Rogawski, 
Ph.D., M.D.
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Ex. 2015 at 21:10-24:13; Patent Owner’s Response at 27-28; 
Patent Owner’s Sur-Reply at 7. 32

Animal Models Do Not Translate Directly to Human Treatment

Michael A. Rogawski, 
Ph.D., M.D.
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“A single prior art reference may anticipate without disclosing a feature of the claimed 
invention if such feature is necessarily present, or inherent, in that reference.”

Allergan, Inc. v. Apotex Inc., 754 F.3d 952, 958 (Fed. Cir. 2014).

“Inherency can be established when prior art necessarily functions in accordance with, or 
includes, the claimed limitations. Inherency, however, may not be established by 
probabilities or possibilities. The mere fact that a certain thing may result is not 
sufficient.”

Bettcher Indus., Inc. v. Bunzl USA, Inc., 661 F.3d 629, 639 (Fed. Cir. 2011) 
(internal citations and quotations omitted).

33
Patent Owner’s Response at 29-30; Patent Owner’s Sur-Reply at 9. 

Claim 22: Inherency Requires Limitation to Necessarily Be Present
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Claim 22: Zhang Only Provides Data up to 5 Hours In Rats, Not Humans

Ex. 1003 at ¶ 93; Patent Owner’s Response at 28-32; 
Patent Owner’s Sur-Reply at 8-9; Ex. 2014 at ¶¶ 77-78. 34

Michael A. Rogawski, 
Ph.D., M.D.
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Claim 22: Effect of Ganaxolone Diminishes by 5h

Ex. 1009 at ¶ [0135]; Patent Owner’s Response at 31-32; 
Patent Owner’s Sur-Reply at 9; see also Ex. 2014 at ¶ 76. 35
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Claim 22: Effect of Ganaxolone Diminishes by 5 Hours

Ex. 1009 at Table 6; Patent Owner’s Response at 31-32;
Patent Owner’s Sur-Reply at 9; see also Ex. 2014 at ¶ 76. 36
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Claim 22: Effect of Ganaxolone Diminishes by 5 Hours

Ex. 1009 at ¶ [0136]; Patent Owner’s Response at 31-32; 
Patent Owner’s Sur-Reply at 9; see also Ex. 2014 at ¶ 76. 37



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Claim 22: Effect of Ganaxolone Diminishes by 5 Hours

Ex. 1009 at Table 7; Patent Owner’s Response at 31-32; 
Patent Owner’s Sur-Reply at 9; see also Ex. 2014 at ¶ 76. 38
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Ex. 2015 at 154:16:7-16; Patent Owner’s Response at 30; 
Patent Owner’s Sur-Reply at 9. 39

Claim 22: Improvement Will Not Necessarily Occur After 5 Hours

Michael A. Rogawski, 
Ph.D., M.D.
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Claim 22: Petitioner Waived Reliance on Express Anticipation

Patent Owner’s Sur-Reply at 8.

“Because of the expedited nature of IPR proceedings, [i]t is of the utmost importance 
that petitioners in the IPR proceedings adhere to the requirement that the initial petition 
identify with particularity the evidence that supports the grounds for the challenge to 
each claim.”

40

Henny Penny Corp. v. Frymaster LLC, 938 F.3d 1324, 1330-31 (Fed. Cir. 2019).
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Claim 22: Petitioner Admitted No Express Anticipation in Petition

Petition at 44-45; Patent Owner’s Response at 28-29; 
Patent Owner’s Sur-Reply at 8. 41
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Claim 22: Petitioner Cannot Rely on Express Anticipation in Reply

Petitioner’s Reply at 9; Patent Owner’s Sur-Reply at 8.
42
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Claim 22: Petitioner Improperly Relies on Understanding of POSA

Patent Owner’s Sur-Reply at 9.

“The opinion says anticipation may be shown by less than ‘complete anticipation’ if 
one of ordinary skill may in reliance on the prior art ‘complete the work required for 
the invention,’ and that ‘it is sufficient for an anticipation “if the general aspects are the 
same and the differences in minor matters is only such as would suggest itself to one of 
ordinary skill in the art.”’ Those statements relate to obviousness, not anticipation. 
Anticipation requires the presence in a single prior art disclosure of all elements of a 
claimed invention arranged as in the claim.”

43

Connell v. Sears, Roebuck & Co., 722 F.2d 1542, 1548 (Fed. Cir. 1983) 
(emphasis added).
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Claim 22: Petitioner Improperly Relies on Understanding of POSA

Petitioner’s Reply at 9; Patent Owner’s Sur-Reply at 9.
44



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Claims 25-31: Petitioner Resorts to Picking and Choosing

Patent Owner’s Response at 36-39; Patent Owner’s Sur-Reply at 11.

“[T]he [prior art] reference must clearly and unequivocally disclose the claimed 
[invention] or direct those skilled in the art to the [invention] without any need for 
picking, choosing, and combining various disclosures not directly related to each other 
by the teachings of the cited reference.”

45

Net MoneyIN, Inc. v. VeriSign, Inc., 545 F.3d 1359, 1371 (Fed. Cir. 2008) 
(quoting In re Arkley, 455 F.2d 586, 587 (CCPA 1972)) (alterations in original).
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Claims 25-31: Petitioner Resorts to Picking and Choosing

Ex. 1009 at ¶ [0085]; Patent Owner’s Response at 36-39; Patent Owner’s Sur-Reply at 11;
Ex. 2014 at ¶¶ 80, 82; see also Petition at 46-47. 46
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Claims 25-31: Zhang Discloses Treating 31 Diseases or Disorders

Ex. 1009 at ¶¶ [0069]-[0073]; Patent Owner’s Response at 37-38; Patent Owner’s Sur-Reply at 11; 
Ex. 2014 at ¶¶ 80, 82. 47
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Claims 25-31: Zhang Discloses Many Methods of Administering GNX

Ex. 1009 at ¶ [0074]; Patent Owner’s Response at 37-38; Patent Owner’s Sur-Reply at 11; 
Ex. 2014 at ¶¶ 80, 82. 48
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Ex. 2015 at 75:6-76:2; Patent Owner’s Response at 37-38.
49

Claims 25-31: Zhang Does Not Tie Dose Amount to Disease/Method

Michael A. Rogawski, 
Ph.D., M.D.
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Objective Evidence Supports the 
Nonobviousness of the Claims
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Post-Filing Data Can Demonstrate Unexpected Results

Patent Owner’s Response at 41.

“Evidence developed after the patent grant is not excluded from consideration, for understanding of 
the full range of an invention is not always achieved at the time of filing the patent application. It is not 
improper to obtain additional support consistent with the patented invention, to respond to litigation 
attacks on validity. There is no requirement that an invention's properties and advantages were fully 
known before the patent application was filed, or that the patent application contains all of the work 
done in studying the invention, in order for that work to be introduced into evidence in response to 
litigation attack. Nor is it improper to conduct additional experiments and provide later-obtained 
data in support of patent validity.”

51

Knoll Pharm. Co. v. Teva Pharms. USA, Inc., 367 F.3d 1381, 1385 (Fed. Cir. 2004) 
(emphasis added).
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Petitioner’s POSA Expected High Exposure and Long Treatment Needed

Ex. 2007 at 30, ¶ 7; Ex. 2008 at 26, ¶ 7; 
Patent Owner’s Response at 41-42; Ex. 2014 at ¶¶ 21, 108. 52
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Epilepsia Demonstrates Claimed Doses Provide Unexpected Results

Ex. 2003 at 2386; Patent Owner’s Response at 41-42;  
Ex. 2014 at ¶¶ 109-111. 53
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Epilepsia Demonstrates Claimed Doses Provide Unexpected Results

Ex. 2003 at 2386, 2388; Patent Owner’s Response at 42-46; 
Ex. 2014 at ¶¶ 109-111. 54
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Epilepsia Results Contrary to Petitioner’s POSA’s Expectations

Ex. 2007 at 31, ¶¶ 9-11; Ex. 2008 at 27, ¶¶ 9-11; 
Patent Owner’s Response at 45-46; Ex. 2014 at ¶¶ 111-115. 55
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Unexpected Results Particularly Strong for Claim 30 (700-725 mg/day)

Ex. 2003 at 2386; Patent Owner’s Response at 46
Ex. 2014 at ¶ 116. 56
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Ex. 2002 at 27; Patent Owner’s Response at 46-48.
57

Unexpected Results Particularly Strong for Claim 30 (700-725 mg/day)
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Commensurate in Scope

Patent Owner’s Sur-Reply at 13.

“While we have held that unexpected results must be commensurate in scope with the 
claims, we have not required absolute identity of scope; rather, we have rejected 
unexpected results where the evidence was plainly disproportionate to the scope of the 
claim.”

58

Genetics Inst., LLC v. Novartis Vaccines & Diagnostics, Inc., 655 F.3d 1291, 1308-09 
(Fed. Cir. 2011).
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Petitioner Admits Epilepsia Dosing Encompassed by Claims

Petitioner’s Reply at 24-25; Patent Owner’s Sur-Reply at 12.
59
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Petitioner Admits Epilepsia Results Tied to Claimed Doses

Ex. 2002 at 26-27; Patent Owner’s Sur-Reply at 12-13.
60
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Claims Do Not Recite Specific Mode of Administration

Ex. 1001 at 40:8-33; Patent Owner’s Sur-Reply at 14.
61
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Marinus Does Not Meet Burden of Persuasion

Patent Owner’s Sur-Reply at 14-15.
62

“Our precedent is clear that the burden of persuasion remains with the challenger 
during litigation because every issued patent is entitled to a presumption of 
validity. While this burden of persuasion remains with the challenger, a patentee bears 
the burden of production with respect to evidence of secondary considerations of 
nonobviousness.”

ZUP, LLC v. Nash Mfg., Inc., 896 F.3d 1365, 1373 (Fed. Cir. 2018) 
(emphasis added) (internal citations and quotations omitted).
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It Is Common to Use Bolus + Continuous Infusion to Treat SE

Ex. 1042 at 53:24-54:9; Patent Owner’s Sur-Reply at 15.
63

Raman Sankar, 
M.D., Ph.D.
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It Is Common to Use Bolus + Continuous Infusion to Treat SE

Ex. 2024 at 18:7-19:8; Patent Owner’s Sur-Reply at 15.
64

Michael A. Rogawski, 
Ph.D., M.D.



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Ex. 1053 at 2812 (Table 2); Ex. 1042, 53:24-24:9; Patent Owner’s Sur-Reply at 15.
65

It Is Common to Use Bolus + Continuous Infusion to Treat SE
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Ex. 1060 at ¶¶ 18-22; Patent Owner’s Sur-Reply at 16-17.
66

Dr. Baughman’s Declaration (Exs. 1058 and 1060) Is Irrelevant
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All Dose Cohorts Achieved Primary and Secondary Endpoints

Ex. 2003 at 2386, 2388; Patent Owner’s Sur-Reply at 16-17.
67
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Ex. 1060 at ¶ 17; Ex. 2025 at 24:15-25:13 Patent Owner’s Sur-Reply at 17.
68

Dr. Baughman’s Declaration (Exs. 1058 and 1060) Is Irrelevant

Sharon Baughman, Ph.D 
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Ground 2:
Zhang Does Not Render 

Claims 22 and 25-31 Obvious
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Claim 22: No Motivation to Combine Zhang ¶ [0074] with Example 8

Ex. 1009 at ¶ [0074], [0117]; Patent Owner’s Response at 52-53;
Patent Owner’s Sur-Reply at 20-21; Ex. 2014 at ¶¶ 91-92. 70

“In appropriate circumstances, a single prior art reference can render a claim 
obvious. However, there must be a showing of a suggestion or motivation to 
modify the teachings of that reference to the claimed invention in order to support 
the obviousness conclusion.”

SIBIA Neurosciences, Inc. v. Cadus Pharm. Corp., 225 F.3d 1349, 1356 
(Fed. Cir. 2000) (internal citations omitted).
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Claim 22: Insufficient Basis for Use of Common Knowledge

Petition at 48; Patent Owner’s Response at 53.
71

“[O]ur cases repeatedly warn that references to “common sense”—whether to 
supply a motivation to combine or a missing limitation—cannot be used as a 
wholesale substitute for reasoned analysis and evidentiary support, especially 
when dealing with a limitation missing from the prior art references specified.”

Arendi S.A.R.L. v. Apple Inc., 832 F.3d 1355, 1362 (Fed. Cir. 2016).
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Petition at 49; Patent Owner’s Response at 55.
72

Claims 22: Reasonable Expectation of Success = Attorney Argument
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Claim 22: Zhang Only Provides Data up to 5 Hours

Ex. 1003 at ¶ 93; Patent Owner’s Response at 54
Patent Owner’s Sur-Reply at 21-22; Ex. 2014 at ¶ 94. 73

Michael A. Rogawski, 
Ph.D., M.D.
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Claim 22: Effect of Ganaxolone Diminishes by 5 Hours

Ex. 1009 at ¶ [0135]; Patent Owner’s Response at 54-56;
Patent Owner’s Sur-Reply at 21-22; Ex. 2014 at ¶ 94. 74
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Claim 22: Effect of Ganaxolone Diminishes by 5 Hours

Ex. 1009 at Table 6; Patent Owner’s Response at 54-56;
Patent Owner’s Sur-Reply at 21-22; Ex. 2014 at ¶ 94. 75



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Claim 22: Effect of Ganaxolone Diminishes by 5 Hours

Ex. 1009 at ¶ [0136]; Patent Owner’s Response at 54-56;
Patent Owner’s Sur-Reply at 21-22; Ex. 2014 at ¶ 94. 76
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Claim 22: Effect of Ganaxolone Diminishes by 5 Hours

Ex. 1009 at Table 7; Patent Owner’s Response at 54-56;
Patent Owner’s Sur-Reply at 21-22; Ex. 2014 at ¶ 94. 77
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Ex. 2015 at 154:16:7-16; Patent Owner’s Response at 54.
78

Claim 22: Improvement Not Expected After 5 Hours in Zhang

Michael A. Rogawski, 
Ph.D., M.D.
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Reasonable Expectation of Success

“[W]e held that it was not enough for the [patent challenger] to have shown that a skilled 
artisan would have pursued the claimed method as a treatment option, but the [patent 
challenger] also had to show that the skilled artisan would have reasonably expected to 
achieve success in the treatment.”

“[P]rior art fails to provide the requisite ‘reasonable expectation’ of success where it 
teaches merely to pursue a ‘general approach that seemed to be a promising field of 
experimentation, where the prior art gave only general guidance as to the particular form 
of the claimed invention or how to achieve it.’”

79
Patent Owner’s Response at 60; Patent Owner’s Sur-reply at 19-20. 

Eli Lilly & Co. v. Teva Pharms. Int’l GmbH, 8 F.4th 1331, 1344 (Fed. Cir. 2021). 

Medichem, S.A. v. Rolabo, S.L., 437 F.3d 1157, 1165 (Fed. Cir. 2006). 
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Claims 25-31: Animal Models Only Identify “Potential Treatments”

Ex. 1003 at ¶¶ 25, 27, 33; Patent Owner’s Sur-Reply at 21
Ex. 2014 at ¶¶ 104-105. 80

Michael A. Rogawski, 
Ph.D., M.D.
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Ex. 2015 at 24:14-25:7; Patent Owner’s Response at 59; 
Patent Owner’s Sur-Reply at 21;. 81

Claims 25-31: Rat Models Do Not Translate Directly to Humans

Michael A. Rogawski, 
Ph.D., M.D.
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Ex. 2015 at 21:10-24:13; Patent Owner’s Response at 59; Patent Owner’s Sur-Reply at 21.
82

Claims 25-31: Rat Models Do Not Translate Directly to Humans

Michael A. Rogawski, 
Ph.D., M.D.
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Ground 3:
Zhang and Saporito P1 and/or Saporito P2 

Do Not Render Claims 22 and 25-31 Obvious
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Printed Publications Must Be Publicly Accessible to Be Prior Art

“The determination of whether a reference is a ‘printed publication’ under 35 U.S.C. 
102(a) involves a case-by-case inquiry into the facts and circumstances surrounding the 
reference’s disclosure to members of the public.”

84
Patent Owner’s Response at 61-62.

“The statutory phrase ‘printed publication’ has been interpreted to mean that before the 
critical date the reference must have been sufficiently accessible to the public interested 
in the art; dissemination and public accessibility are the keys to the legal determination 
whether a prior art reference was ‘published.’”

In re Cronyn, 890 F.2d 1158, 1160 (Fed. Cir. 1989). 

In re Klopfenstein, 380 F.3d 1345, 1348 (Fed. Cir. 
2004). 
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Dr. Saporito Unable to Confirm Number of Attendees

Ex. 2016 at 64:23-65:20, 66:17-67:23, 79:15-80:21; Patent Owner’s Response at 62.
85

Michael Saporito 



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Dr. Saporito Unable to Confirm Same Poster Presented

Ex. 2016 at 48:16-22; Patent Owner’s Response at 63.
86

Michael Saporito 



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Dr. Saporito Unable to Confirm Same Poster Presented

Ex. 2016 at 90:2:91:7; Patent Owner’s Response at 63.
87

Michael Saporito 



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Saporito P1 Has Different Authorship than AAN Brochure

Ex. 1013 at 1; Ex. 1012 at 48; Ex. 2016 at 54:3-13; 
Patent Owner’s Response at 64. 88

AAN Meeting Brochure

Saporito P1

Michael Saporito 



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Saporito P2 Lists No Authors

Ex. 1014 at 1; Ex. 1012 at 99; Ex. 2016 at 73:9-19; 
Patent Owner’s Response at 64-65. 89

AAN Meeting Brochure

Saporito P2

Michael Saporito 



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

No Motivation to Combine Zhang with Saporito P1 or P2

Patent Owner’s Response at 68.

“‘Mere compatibility of the references’ or a showing that the references are ‘analogous 
art or relevant to the field of endeavor of the challenged patent’ is insufficient ‘to 
establish that one of ordinary skill would have had reason to combine its teaching with 
other prior art in the manner set forth in the claim.’” 

90

Johns Manville Corp. v. Knauf Insulation, Inc., 
IPR2018-00827, Paper 9 at 10 (PTAB Oct. 16, 2018).



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Petitioner’s Motivation to Combine Is Legally Insufficient

Petition at 54; Patent Owner’s Response at 67-68.
91



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Saporito P1 and P2 Administer Ganaxolone to Rats Only

Petition at 50, 52; Patent Owner’s Response at 65-66
Ex. 2014 at ¶130. 92



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Ex. 1013 at 1; Patent Owner’s Response at 69-70;
Patent Owner’s Sur-Reply at 22; Ex. 2014 at ¶¶ 133-135. 93

Claim 22: Saporito P1 Contains No Data Beyond 2 Hours



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Ex. 1014 at 1; Patent Owner’s Response at 69-70;
Patent Owner’s Sur-Reply at 22; Ex. 2014 at ¶¶ 133-135. 94

Claim 22: Saporito P2 Shows EEG Power Effect Diminishes by 6 Hours



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Ex. 2015 at 115:1-14; Patent Owner’s Response at 69-70;
Patent Owner’s Sur-Reply at 22. 95

Claim 22: Saporito P2 Contains No Data Beyond 6 Hours

Michael A. Rogawski, 
Ph.D., M.D.



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Claim 22: Reliance on 24 Hours Survival = Attorney Argument

Petition at 56 (citing Ex. 1013 at Figure 3); 
Patent Owner’s Response at 70. 96



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Claims 25-31: No Arguments Specific to Claimed Doses

Petition at 56 (citing Ex. 1013 at Figure 3); Patent Owner’s Response at 71-72; 
Patent Owner’s Sur-Reply at 23. 97



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Ex. 1014 at 1; Patent Owner's Response at 72;
Patent Owner’s Sur-Reply at 23. 98

Claims 25-31: Saporito P1 and P2 Do Not Teach Claimed Doses

Saporito P1 Saporito P2



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE 99

Ground 4:
Zhang and Marinus’s Press Releases Do 
Not Render Claims 22 and 25-31 Obvious



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

No Motivation to Combine Zhang with Marinus Press Releases

Patent Owner’s Response at 72-73.

“[R]ejections on obviousness grounds cannot be sustained by mere conclusory 
statements; instead, there must be some articulated reasoning with some rational 
underpinning to support the legal conclusion of obviousness.” 

100

KSR Int’l Co. v. Teleflex Inc., 550 U.S. 398, 418 (2007) 
(quoting In re Kahn, 441 F.3d 977, 988 (Fed. Cir. 2006)). 



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Petitioner’s Motivation to Combine Is Legally Insufficient

Petition at 60 (citing Ex. 1003 at ¶124); Patent Owner’s Response at 72-73.
101



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Petitioner’s Motivation to Combine Is Legally Insufficient

Ex. 1003 at ¶ 124; Patent Owner’s Response at 72-73.
102

Michael A. Rogawski, 
Ph.D., M.D.



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Reasonable Expectation of Success

“[W]e held that it was not enough for the [patent challenger] to have shown that a skilled 
artisan would have pursued the claimed method as a treatment option, but the [patent 
challenger] also had to show that the skilled artisan would have reasonably expected to 
achieve success in the treatment.”

“[P]rior art fails to provide the requisite ‘reasonable expectation’ of success where it 
teaches merely to pursue a ‘general approach that seemed to be a promising field of 
experimentation, where the prior art gave only general guidance as to the particular form 
of the claimed invention or how to achieve it.’”

103
Patent Owner’s Response at 74-76; Patent Owner’s Sur-Reply at 19-20, 23-24. 

Eli Lilly & Co. v. Teva Pharms. Int’l GmbH, 8 F.4th 1331, 1344 (Fed. Cir. 2021). 

Medichem, S.A. v. Rolabo, S.L., 437 F.3d 1157, 1165 (Fed. Cir. 2006). 



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Marinus’s Phase 1 Press Release

Ex. 1022 at 1; Patent Owner’s Response at 74-75; 
Patent Owner’s Sur-Reply at 23-24; Ex. 2014 at ¶¶ 149, 158. 104



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Marinus’s Phase 1 Press Release

Ex. 2015 at 127:19-23, 128:5-13; Patent Owner’s Sur-Reply at 24.
105

Michael A. Rogawski, 
Ph.D., M.D.



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Phase 1 Dosing ≠ Reasonable Expectation

Ex. 2020 at 2; Patent Owner’s Response at 75; 
Patent Owner’s Sur-Reply at 24; Ex. 2014 at ¶¶ 151, 160. 106



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Marinus’s Orphan Drug Press Release

Ex. 1011 at 1; Patent Owner’s Response at 74-75; 
Patent Owner’s Sur-Reply at 24; Ex. 2014 at ¶ 149, 158. 107



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Marinus’s Orphan Drug Press Release

Ex. 2015 at 128:5-13; Patent Owner’s Sur-Reply at 24.
108

Michael A. Rogawski, 
Ph.D., M.D.



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Orphan Drug Designation ≠ Reasonable Expectation

Ex. 2019 at 3; Patent Owner’s Response at 75; 
Patent Owner’s Sur-Reply at 24; Ex. 2014 at ¶¶ 150, 159. 109



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE 110

Ground 7:
Claims 22 and 25-31 Are Enabled



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Reasonable Amount of Experimentation

Patent Owner’s Response at 76-77; Patent Owner’s Sur-Reply at 25.

“[A] specification may call for a reasonable amount of experimentation to make and 
use a patented invention. What is reasonable in any case will depend on the nature of 
the invention and the underlying art.” 

111

Amgen Inc. v. Sanofi, 598 U.S. 594, 612 (2023) 
(citing Minerals Separation v. Hyde, 242 U.S. 261, 270-71 (1916)). 



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Wands Factors for Determining Undue Experimentation

Patent Owner’s Response at 76-77.

“Factors to be considered in determining whether a disclosure would require undue 
experimentation . . . include (1) the quantity of experimentation necessary, (2) the 
amount of direction or guidance presented, (3) the presence or absence of working 
examples, (4) the nature of the invention, (5) the state of the prior art, (6) the relative 
skill of those in the art, (7) the predictability or unpredictability of the art, and (8) the 
breadth of the claims.”

112

In re Wands, 858 F.2d 731, 737 (Fed. Cir. 1988). 



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Petitioner Provides No Evidence for 7 of 8 Wands Factors 

Institution Decision, Paper 9 at 47; Patent Owner’s Response at 76-77;
Patent Owner’s Sur-Reply at 25. 113



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Claims 22 and 25-31 Are Narrowly Drawn

Institution Decision, Paper 9 at 47; Ex. 1001 at 40:8-15; 
Patent Owner’s Response at 77. 114

’817 Patent Claims



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Dr. Sankar’s Statements Are Not Probative of Enablement

Ex. 1042, 41:19-24; Patent Owner Sur-Reply at 25.
115

Raman Sankar, 
M.D., Ph.D.



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Dr. Rogawski’s Undisclosed Role with Marinus

Ex. 2012 at 1; Patent Owner’s Response at 13-14;
Patent Owner’s Sur-Reply at 2-3. 116



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Dr. Rogawski’s Undisclosed Role with Marinus

Ex. 2015 at 33:1-22; Patent Owner’s Response at 13. 
117

Michael A. Rogawski, 
Ph.D., M.D.



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Dr. Rogawski’s Undisclosed Role with Marinus

Ex. 2015 at 34:6-11; Patent Owner’s Response at 13.
118

Michael A. Rogawski, 
Ph.D., M.D.



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Dr. Rogawski’s Undisclosed Consulting with Ovid

Ex. 1041 at ¶ 16; Patent Owner’s Sur-Reply at 2-3.
119

Michael A. Rogawski, 
Ph.D., M.D.



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Dr. Rogawski’s Undisclosed Consulting with Ovid

Ex. 2024 at 29:15-21; 29:23-30:7; Patent Owner’s Sur-Reply at 3.
120

Michael A. Rogawski, 
Ph.D., M.D.



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Dr. Rogawski’s Undisclosed Consulting with Ovid

Ex. 2024 at 31:1-12; Patent Owner’s Sur-Reply at 3.
121

Michael A. Rogawski, 
Ph.D., M.D.




