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• Claim Construction

• Non-Obviousness

• Failure to Disclose All Limitations

• No Motivation to Combine

• Priority Date of Gwozdz-PCT

• Cartt-’784

• Petitioner’s Motion to Strike

• Patent Owner’s Motion to Strike

• Patent Owner’s Motion to Exclude

Agenda

2



IPR2025-00464, -00465, -00466; Patent Owner’s Presentation, Slide #

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

• No Collateral Estoppel

• Priority Date of ’414 and ’786 Patents

• Claim Construction

• Non-Obviousness

• Failure to Disclose All Limitations

• No Motivation to Combine

• Priority Date of Gwozdz-PCT

• Cartt-’784

• Petitioner’s Motion to Strike

• Patent Owner’s Motion to Strike

• Patent Owner’s Motion to Exclude

Agenda

3



IPR2025-00464, -00465, -00466; Patent Owner’s Presentation, Slide #

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Family Tree
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EX2068
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Family Tree
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EX2068; EX1040
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 28 (POR) at 64

Requirements for Collateral Estoppel

6

“The party seeking to invoke collateral estoppel must show:

(1) the issue is identical to one decided in the first action;

(2) the issue was actually litigated in the first action;

(3) resolution of the issue was essential to a final judgment 

in the first action; and 

(4) [the party against whom collateral estoppel is being 

asserted] had a full and fair opportunity to litigate the 

issue in the first action.”

Google v. Hammond Development Int’l, Inc., 54 F.4th 1377, 1381 (Fed. Cir. 2022)
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 28 (POR) at 65, 66

Material Differences

7

“[S]eparate patents describe separate and distinct inventions, 

and it cannot be presumed that related patents rise and fall 

together.”

Comair Rotron, Inc. v. Nippon Densan Corp., 49 F.3d 1535, 1539 (Fed. Cir. 1995)

“[T]the district court correctly identified the dispositive issue as 

being ‘whether the claims [in this 2014 Action] are materially 

different from those in [the previous action].’”

ParkerVision, Inc. v. Qualcomm Inc., 116 F.4th 1345, 1356 (Fed. Cir. 2024)
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8

IPR2025-00465, EX1001 at cl. 1

’414 Patent

’414 Patent Claim 1
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9

IPR2025-00466, EX1001 at cl. 1

’786 Patent

’786 Patent Claim 1
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10

IPR2025-00464, EX1001 at cl. 1-22

’546 Patent

’546 Patent Claims 17 and 22
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’546 Patent Claims 17 and 22

11

’546 Statutory Disclaimer (EX2075)
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Comparison of Independent Claims

12

9,763,876 11,241,414 11,793,786 8,895,546

1. A method of treating a patient 

with a disorder which is treatable 

with a benzodiazepine drug, 

comprising:

administering to one or more nasal 

mucosal membranes of a patient

a pharmaceutical solution for nasal 

administration consisting of

a benzodiazepine drug,

one or more natural or synthetic 

tocopherols or tocotrienols, or any 

combinations thereof, in an 

amount from about 30% to about 

95% (w/w);

ethanol and benzyl alcohol in a 

combined amount from about 10% 

to about 70% (w/w); and

an alkyl glycoside.

1. A pharmaceutical solution for 

nasal administration consisting of:

diazepam or a pharmaceutically 

acceptable salt thereof;

one or more natural or synthetic 

tocopherols or tocotrienols, or any 

combinations thereof, in an amount 

from 30% to 95% (w/w);

ethanol and benzyl alcohol in a 

combined amount from 10% to 70% 

(w/w); and

n-dodecyl beta-D-maltoside.

1. A pharmaceutical solution for nasal 

administration consisting of:

a therapeutically effective amount of 

diazepam or a pharmaceutically acceptable 

salt thereof;

one or more natural or synthetic tocopherols 

or tocotrienols selected from the group 

consisting of α-tocopherol, β-tocopherol, γ-

tocopherol, δ-tocopherol, α-tocotrienol, β-

tocotrienol, γ- tocotrienol, δ-tocotrienol, 

tocophersolan, any isomers thereof, any 

esters thereof, and any combinations thereof, 

in an amount from 30% to 95% (w/w);

one or more alcohols in an amount from 

10% to 70% (w/w), wherein the one or more 

alcohols comprises benzyl alcohol; and

n-dodecyl beta-D-maltoside

1. A pharmaceutical solution for 

nasal administration consisting of:

(a) a benzodiazepine drug;

(b) one or more natural or 

synthetic tocopherols or 

tocotrienols, or any combinations 

thereof, in an amount from about 

30% to about 95% (w/w);

(c) ethanol and benzyl alcohol in a 

combined amount from about 10% 

to about 70% (w/w); and

(d) an alkyl glycoside.

17. The solution of claim 1, 

consisting of diazepam, Vitamin 

E, ethanol, benzyl alcohol and 

dodecyl maltoside.
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Collateral Estoppel Does Not Apply:
Priority Date

13
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 28 (POR) at 68–69

Priority Date: Materially Different Issues

14

n-dodecyl beta-D-maltosidealkyl glycoside 

dodecyl maltoside

’876

“[E]ach case involving the issue 

of written description must be 

decided on its own facts.” 

Amgen Inc. v. Sanofi, 872 F.3d 1367, 1377 (Fed. Cir. 2017)

“Whether a species is described 

adequately under 35 U.S.C. 

§112 versus whether a class/ 

genera inclusive of the species 

is described are not identical 

inquiries.” 

IPR2025-00465, Paper 13 (Inst. Dec.) at 22

Independent

Dependent

’414 ’786

Independent
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• “Claim 1 requires ‘an alkyl glycoside.’ … Since all of the remaining claims of the 

’876 patent depend, directly or indirectly, from Claim 1, they also require the 

presence of ‘an alkyl glycoside.’”
EX1040 (-451 FWD) at 14 n.6

• “[T]he ’558 provisional does not provide adequate written description support for 

the ‘alkyl glycoside’ limitation. Therefore, the claims of the ’876 patent are not 

entitled to the benefit of priority to the ’558 provisional.”  
EX1040 (-451 FWD) at 23

• “[A] POSA would have recognized and understood that alkyl glycosides were 

disclosed and supported….”
EX2076 (-451 POR) at 24

IPR2025-00465, Paper 28 (POR) at 68–70

Priority Date: Dependent Claims Not Actually Litigated

15
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Institution Decision

IPR2025-00465

Priority Date: Dependent Claims Not Actually Litigated

16

IPR2025-00465, Paper 13 (Inst. Dec.) at 23
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 28 (POR) at 70, Paper 53 (Sur-Reply) at 6

EX2029

Priority Date: Dependent Claims Not Actually Litigated

17

EX2029 at 3
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Institution Decision

Paper 13

Priority Date: Dependent Claims Not Actually Litigated

18

IPR2025-00465, Paper 13 (Inst. Dec.) at 24 n.13
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Priority Date: Dependent Claims Not Actually Litigated

19

“The Board based its collateral estoppel ruling on the notion that 

collateral estoppel applies to issues that were or could have 

been raised in the prior litigation.”

“An issue is not actually litigated if…it is raised by a material 

allegation of a party’s pleading but is admitted (explicitly or by 

virtue of a failure to deny) in a responsive pleading [or] if it is a 

stipulation between the parties.”

Purdue Pharma L.P. v. Iancu, 767 Fed. Appx. 918, 922-923 (Fed. Cir. 2019) (internal quotations removed)
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EX1068

Rule 36 Affirmance

20

EX1068 at 2

“The party seeking to invoke collateral estoppel must show: …

(3) resolution of the issue was essential to a final judgment in the first action”

Google v. Hammond Development Int’l, Inc., 54 F.4th 1377, 1381 (Fed. Cir. 2022)

IPR2025-00465, Paper 53 (Sur-Reply) at 6
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Collateral Estoppel Does Not Apply:
Obviousness

21
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Obviousness: Motivation to Combine

22

alkyl glycoside 

dodecyl maltoside

’876

dodecyl maltosiden-dodecyl beta-D-maltoside

Dependent

’414 ’786

IndependentIndependent

’546

Independent
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 28 (POR) at 49

Obviousness: Materially Different Issues

23

alkyl glycoside 

dodecyl maltoside

’876

Dependent

n-dodecyl beta-D-maltoside

’414 ’786

Independent

“Obviousness concerns whether a 

skilled artisan not only could have 

made but would have been 

motivated to make the combinations 

or modifications of prior art to arrive 

at the claimed invention.” 

Virtek Vision Int’l ULC v. Assembly Guidance Sys., Inc.,

97 F.4th 882 (Fed. Cir. 2024)

(quoting Belden Inc. v. Berk-Tek LLC,

805 F.3d 1064, 1073 (Fed. Cir. 2015))

dodecyl maltoside

’546

Independent

Independent



IPR2025-00464, -00465, -00466; Patent Owner’s Presentation, Slide #

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 28 (POR) at 3, 39

Obviousness: Materially Different Issues

24

n-dodecyl beta-D-maltosidealkyl glycoside 

dodecyl maltoside

’876

Independent

Dependent

’414 ’786

Independent

“We first must determine whether 

[challenger] carried its burden to 

prove that all claimed limitations 

are disclosed in the prior art. … 

[C]onsider motivation to combine 

and reasonable expectation of 

success only ‘if all the elements of 

an invention are found in a 

combination of prior art references.”

PAR Pharm., Inc. v. TWI Pharms., Inc.,

773 F.3d 1186, 1194 (Fed. Cir. 2014)

(internal citations omitted)
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 28 (POR) at 69-70, Paper 53 (Sur-Reply) at 3, 4

Obviousness of n-dodecyl β-D-maltoside or DDM

25

“[D]isclosure of a genus in the prior art is not necessarily a disclosure of every 

species that is a member of that genus.”

Atofina v. Great Lakes Chem. Corp., 441 F.3d 991, 999 (Fed. Cir. 2006)

“The Board based its collateral estoppel ruling on the notion that collateral 

estoppel applies to issues that were or could have been raised in the prior 

litigation.”

“An issue is not actually litigated if … it is raised by a material allegation of a 

party’s pleading but is admitted (explicitly or by virtue of a failure to deny) in a 

responsive pleading [or] if it is a stipulation between the parties.”

Purdue Pharma L.P. v. Iancu, 767 Fed. Appx. 918, 922-923 (Fed. Cir. 2019) (internal quotations removed)
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451 FWD

EX1040

Obviousness of n-dodecyl β-D-maltoside or dodecyl maltoside

26

9,763,876
EX1071

EX1040 at 27
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EX1068

Rule 36 Affirmance

27

EX1068 at 2

“The party seeking to invoke collateral estoppel must show: …

(3) resolution of the issue was essential to a final judgment in the first action”

Google v. Hammond Development Int’l, Inc., 54 F.4th 1377, 1381 (Fed. Cir. 2022)
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Collateral Estoppel Does Not Apply:
Priority Date of Gwozdz-PCT

28
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 53 (Sur-Reply) at 6

-451 FWD

EX1040

Gwozdz-PCT Priority Date: Not Actually Litigated

29

EX1040 at 14
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• Claim Construction
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Agenda

30



IPR2025-00464, -00465, -00466; Patent Owner’s Presentation, Slide #

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 28 (POR) at 21

’558 Provisional

EX1008

’558 Provisional

31
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Requirements for Incorporation

32
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’558 Provisional

EX1008

IPR2025-00465, Paper 53 (Sur-Reply) at 7-8

Requirements to Incorporate

33

“To incorporate matter by reference, a host document must contain language 

‘clearly identifying the subject matter which is incorporated and where it is to 

be found.” 

Callaway Golf Co. v. Acushnet Co., 576 F.3d 1331, 1346 (Fed. Cir. 2009)
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Dr. Donovan

Sigma Catalog

34

Q. I reckon you’re familiar with the Sigma catalog from the context or research?

A. Back in the days when it was a catalog, yes.

Q. Could I ask you to turn to the second page of the document, page 2.

A. Okay.

Q. Do you see here a table of contents, correct?

A. Yes.

Q. This document that you have in your hand is an excerpt of a much larger 

book having at least 1800 pages, right?

A. Yes.

Q. Thank you. It’s fair to say that back when the Sigma catalog was a physical 

object, it was widely distributed amongst researchers in the field, correct?

A. Yes.

. . .
Sigma Catalog

EX1026

EX2070 (Donovan Dep. Tr.) at 151:1–14; 179:8–12
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Provisional Is Not Essential

35
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Sigma Catalog and Provisional Are Not “Essential”

36

“[W]hether certain disclosure is ‘essential’ depends entirely on 

what the claims recite in the particular application, not the 

claims in the later-filed application.” 

Samsung Electrons. Co. v. Acqis LLC, IPR2021-00608, Paper 10 at 12 (P.T.A.B. Dec. 8, 2021)

“‘Essential material’ is material that is necessary to:

(1) Provide a written description of the claimed invention.” 

37 C.F.R. § 1.57(d)(1)
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 28 (POR) at 23, Paper 53 (Sur-Reply) at 8

Provisional Applications Need Not Include Claims

37

“(b) Provisional Application.—

. . .

(2) Claim.—

A claim, as required by subsections (b) through (e) of 

section 112, shall not be required in a provisional 

application.”  

35 U.S.C. § 111(b)
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 28 (POR) at 23

Provisional Is More Informal

38

“The Act [URAA] provides a mechanism to enable domestic 

applicants to quickly and inexpensively file provisional 

applications. Under the provisions of 35 U.S.C. 119(e), 

applicants are entitled to claim the benefit of priority in a 

given application in the United States.” 

M.P.E.P. § 201.04(III)
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 28 (POR) at 23

M.P.E.P. § 608.01(p)

39

“The limitations on the material which may be incorporated by 

reference in U.S. patent applications which are to issue as U.S. 

patents do not apply to applications relied on only to establish an 

earlier effective filing date under 35 U.S.C. 119 or 35 U.S.C. 120.  

Neither 35 U.S.C. 119(a) nor 35 U.S.C. 120 places any restrictions or 

limitations as to how the claimed invention must be disclosed in the 

earlier application to comply with 35 U.S.C. 112(a).  Accordingly, an 

application is entitled to rely upon the filing date of an earlier 

application, even if the earlier  application itself incorporates essential 

material by reference to another document.” 

M.P.E.P. § 608.01(p)
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M.P.E.P. § 608.01(p)

40

“The reason for incorporation by reference practice with respect to applications which 

are to issue as U.S. patents is to provide the public with a patent disclosure which 

minimizes the public’s burden to search for and obtain copies of documents 

incorporated by reference which may not be readily available. Through the Office’s 

incorporation by reference policy, the Office ensures that reasonably complete 

disclosures are published as U.S. patents. The same policy concern does not apply 

where the sole purpose for which an applicant relies on an earlier U.S. or foreign 

application is to establish an earlier filing date. Incorporation by reference in the 

earlier application of (1) patents or applications published by foreign countries 

or regional patent offices, (2) nonpatent publications, (3) a U.S. patent or 

application which itself incorporates “essential material” by reference, or (4) a 

foreign application, is not critical in the case of a “benefit” application.” 

M.P.E.P. § 608.01(p)
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Neurent v. Foundry

41

“[T]he introduction of subject matter from the ’771 

Provisional into the ’893 Application, thereafter 

included in the ’077 patent’s specification does 

not constitute new matter because the ’090 

Application incorporates by reference the 

entirety of the ’771 Provisional.”

Neurent Med. Inc. v. The Foundry, LLC, IPR2024-00669,

Paper 8 at 16, 21-22 (P.T.A.B. July 23, 2024)

IPR2025-00465, Paper 13 at 19 n.11
IPR2025-00465, Paper 53 (Sur-Reply) at 10
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Donovan Reply 

Declaration

EX1078

Donovan’s New Opinions on the “dodecyl-β-D-maltoside”

42
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Family Tree

43

EX2068
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Disclosure of “dodecyl-β-D-maltoside”

44

’414

’786

’439
APPLICATION

* * ** * *
EX1039 ¶[056]

’414 Patent at 13:43–49

’786 Patent at 13:43–49



IPR2025-00464, -00465, -00466; Patent Owner’s Presentation, Slide #

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Written Description of Compositions Including
n-Dodecyl--D-Maltoside

45
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 28 (POR) at 25

Not a “Blaze Marks” Case

46

“[A]dequate written description requires a precise definition, 

such as by structure, formula, chemical name, physical 

properties, or other properties … sufficient to distinguish” the 

subject matter.”

Ariad Pharms., Inc. v. Eli Lilly & Co., 598 F.3d 1336, 1350 (Fed. Cir. 2010) (en banc) 
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Not a “Blaze Marks” Case

47

“At the outset, we note that this is not a typical written 

description case. It is not a ‘blaze marks’ case in which the 

claims recite a species where the specification describes only 

a genus.”

“Nor is it a case in which a patentee attempts to claim broadly 

that which the specification describes only narrowly.”

Allergan UAS, Inc. v. MSN Lab’ys Priv. Ltd., 111 F.4th 1358, 1372 (Fed. Cir. 2024) (distinguishing Purdue and Fujikawa)
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Not a “Blaze Marks” Case

48

“Here, the asserted claims are essentially picture claims …. 

The claims are narrow, not only in that they recite specific 

amounts of the ingredients (in most cases, not even ranges), 

but also in that they recite specific ingredients.”

“The claims do not recite an embodiment that is arguably 

undisclosed.”

Allergan UAS, Inc. v. MSN Lab’ys Priv. Ltd., 111 F.4th 1358, 1372 (Fed. Cir. 2024) (distinguishing Purdue and Fujikawa)
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’558 Provisional

EX1008

IPR2025-00465, Paper 28 (POR) at 25-26

’558 Provisional

49
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Sigma Catalog

EX1026

Sigma Catalog

50

EX1026 (Sigma Catalog) at 19
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Dr. Donovan

Disclosure in Sigma Catalog

51

Q. Amongst that last category is listed “n-Dodecyl-beta-D-maltoside,” 

correct?

A. Yes.

Q. A. person of ordinary skill would immediately discern that this is the 

same compound that is included in the claims of the ’414 patent we 

looked at I think as the first document today, correct?

A. (Reviewing document.)

Q. The claims are in the back.

A. (Reviewing document.) Yes, it’s the same compound listed in the claims 

of the 1001-414.
EX2070 at 178:20–179:7
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Sigma Catalog

EX1026 at 19

IPR2025-00465, Paper 28 (POR) at 25-26

Express Disclosure

52

’414

’786
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• No Collateral Estoppel

• Priority Date of ’414 and ’786 Patents

• Claim Construction

• Non-Obviousness

• Failure to Disclose All Limitations

• No Motivation to Combine

• Priority Date of Gwozdz-PCT

• Cartt-’784

• Petitioner’s Motion to Strike

• Patent Owner’s Motion to Strike

• Patent Owner’s Motion to Exclude

Agenda
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Petitioner’s District Court Position for “Consisting of”

54

’414 Patent

’786 Patent

’546 Patent 

Joint Claim 

Construction Brief
EX2050 at 27
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Joint CC Brief

EX2050

Petitioner’s Indefiniteness Contentions (District Court)

55

[caselaw].

EX2050 (Joint CC Br.) at 41, 46, 53
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Joint CC Brief

EX2050

Donovan’s District Court Contentions

56

EX2050 (Joint CC Br.) at 55
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Donovan Declaration

EX2069

Donovan’s District Court Declaration

57
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 28 (POR) at 43

Donovan Declaration

EX2069

Donovan’s District Court Declaration

58
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Donovan Declaration

EX2069

Donovan’s District Court Declaration
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Timeline of Shifting Constructions

60

January 17, 2025

Padagis files IPR petition 
with Donovan declaration, 
and does not construe 
“consisting of”
[Paper 2; EX1062]

DISTRICT 

COURT

PTAB

July 11, 2025

Donovan signs declaration, 
asserting indefiniteness and 
construction of “consisting of”
[EX2069]

August 15, 2025

Padagis files joint claim construction 
brief, asserting indefiniteness and 
construction of “consisting of”
[EX2050]

March 30, 2026

Padagis files 
stipulation on 

“consisting of”
[EX1083]

September 16, 2025

Institution Decision
[Paper 13]

January 5, 2026

Patent Owner’s 
Response
[Paper 28]

March  31, 2026

Padagis replies to 
POR with new 

Donovan declaration
 [Paper 43; EX1078]

J a n u a r y J u l y A u g u s t S e p t e m b e r D e c e m b e r J a n u a r y F e b r u a r y M a r c h

2 0 2 5 2 0 2 6
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May 8, 2026

Defendants serve invalidity 
contentions, asserting 

indefiniteness of “consisting of”
[EX1107]

IPR2025-00465, Paper 53 (Sur-Reply) at 20-22

Timeline of Shifting Constructions

61

January 17, 2025

Padagis files IPR petition 
with Donovan declaration, 
and does not construe 
“consisting of”
[Paper 2; EX1062]

DISTRICT 

COURT

July 11, 2025

Donovan signs declaration, 
asserting indefiniteness and 
construction of “consisting of”
[EX2069]

August 15, 2025

Padagis files joint claim construction 
brief, asserting indefiniteness and 
construction of “consisting of”
[EX2050]

March 30, 2026

Padagis files 
stipulation on 

“consisting of”
[EX1083]

September 16, 2025

Institution Decision
[Paper 13]

January 5, 2026

Patent Owner’s 
Response

[Paper 28]

March  31, 2026

Padagis replies to 
POR with new 

Donovan declaration
 [Paper 43; EX1078]

J a n u a r y J u l y A u g u s t S e p t e m b e r D e c e m b e r J a n u a r y F e b r u a r y M a r c h A p r i l  M a y

2 0 2 5 2 0 2 6

PTAB
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Defendants’ 

Preliminary Invalidity 

Contentions

62

Defendants’ Preliminary Invalidity Contentions at 188 n.20

Defendants’ Preliminary Invalidity Contentions at 8 n.3
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Defendants’ 
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Contentions

63
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Terumo v. Haemonetics (informative)

64

“Patent Owner argues that in its Petitions, Petitioner states the 

claims ‘need no construction’ and advances a plain and ordinary 

meaning for all claim terms, but that one week after institution, 

Petitioner argued in district court invalidity contentions that 

certain claims of the each of the challenged patents reciting a 

‘controller’ are indefinite.”

“As I have stated repeatedly, a petitioner should present a single 

construction and apply that construction consistently before the Board 

and the district court.”

Terumo BCT Inc. v. Haemonetics Corp., IPR2025-01374, Paper 20 (P.T.A.B. May 12, 2026) (informative)
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TikTok v. Shopsee (informative)

65

“In the Petition, Petitioner states that ‘[n]o express constructions are required to find the 

[challenged] claims invalid.’”

“Petitioner asserted certain claim terms are indefinite in district court and does 

not explain why different claim construction positions between district court 

and the Board are warranted….”

“Petitioner responds that it ‘has now stipulated that it will not pursue the aforesaid 

indefiniteness arguments if this proceeding is instituted.’”

“Petitioner has stipulated that it will continue to pursue different constructions and 

abandon the inconsistent construction in district court if the IPR is instituted. This is not 

in keeping with our precedent, and I decline to modify it to permit this approach.”

TikTok, Inc. v. Shopsee, Inc., IPR2025-01485, Paper 13 (Jan. 16, 2026) (informative)
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Ford Motor v. AutoConnect (informative)

66

“Patent Owner argues that Petitioner advances a ‘plain and ordinary 

meaning’ for claim terms in the Petitions, but recently served invalidity 

contentions in the related district court proceedings that argued all the 

challenged claims are indefinite.”

“In its briefing, Petitioner states that it will stipulate to withdraw all indefiniteness 

arguments against the challenged patents from the related litigation if the 

Board agrees to maintain and not vacate institution of these IPRs.…This 

stipulation, which Petitioner offered only after Petitioner’s actions ran afoul of 

Revvo and Tesla and only after Patent Owner brought those actions to the 

Office’s attention, is insufficient.”

Ford Motor Co. v. AutoConnect Holdings LLC, IPR2025-01342, Paper 27 at 2–3 (P.T.A.B. May 12, 2026) (informative)
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Magnolia Med. v. Kurin (precedential)

67

“[P]arties seemingly take inconsistent positions, without sufficient reasoning, on 

overlapping issues between district court and the PTAB, suggesting that 

parties are misleading one tribunal or the other or pursuing alternative theories 

under a ‘wait and see’ approach presumably to gain a litigation advantage 

and/or settlement leverage.”

Magnolia Med. Techs., Inc. v. Kurin, Inc., IPR2026-00097, Paper 17 at 4 (P.T.A.B. May 14, 2026) (precedential)
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• No Collateral Estoppel

• Priority Date of ’414 and ’786 Patents

• Claim Construction

• Non-Obviousness

• Failure to Disclose All Limitations

• No Motivation to Combine

• Priority Date of Gwozdz-PCT

• Cartt-’784

• Petitioner’s Motion to Strike

• Patent Owner’s Motion to Strike

• Patent Owner’s Motion to Exclude

Agenda
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Asserted References

69

’414 Patent

’786 Patent

’546 Patent

WO2009/120933

Gwozdz-PCT
EX1009

US2006/0046962

Meezan 
EX1010
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Non-Obviousness:
“consisting of”

70
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All Claims Require “Consisting of”

71

’414 Patent

’786 Patent

’546 Patent 

Joint Claim 

Construction Brief
EX2050 at 27
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Gwozdz-PCT

EX1009

Water in Gwozdz-PCT

72

EX1009 (Gwozdz-PCT) at 10:3-16
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Petition

Paper 2

Water in Gwozdz-PCT

73

IPR2025-00465, Paper 2 (Petition) at 27
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Institution Decision

Paper 13

Water in Gwozdz-PCT

74

IPR2025-00465, Paper 13 (Institution Decision) at 32
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Meezan

EX1010

Water in Meezan

75

EX1010 ¶0074
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Meezan

EX1010

Water in Meezan

76

EX1010 ¶0053

EX1010 ¶0003
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77

“One cannot use hindsight reconstruction to pick and choose 

among isolated disclosures in the prior art . . . .”  

In re Fine, 837 F.2d 1071, 1075 (Fed. Cir. 1998)

“[W]hether there is something in the prior art as a whole to 

suggest the desirability, and thus the obviousness, in making 

the combination available”  

In re Fulton, 391 F.3d 1195, 1200 (Fed. Cir. 2004)
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Non-Obviousness:
n-dodecyl β-D-maltoside

78
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79

“The inventor’s own path itself never leads to a conclusion of 

obviousness; that is hindsight.” 

Otsuka Pharm. Co., Ltd. v. Sandoz, Inc., 678 F.3d 1280, 1296 (Fed. Cir. 2012)
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80

“What matters is the path that the person of ordinary skill in 

the art would have followed, as evidenced by the pertinent 

prior art….”  

Millenium Pharms., Inc. v. Sandoz Inc., 862 F.3d 1356, 1367 (Fed. Cir. 2017)
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81

“Care must be taken to avoid hindsight reconstruction by 

using the patent in suit as a guide through the maze of prior 

art references, combining the right references in the right 

way so as to achieve the result of the claims in suit.”

In re NTP, Inc., 654 F.3d 1279, 1299 (Fed. Cir. 2011)
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Asserted References (’414 and ’546 Patents)

82

’414 Patent

’546 Patent

WO2009/120933

Gwozdz-PCT
EX1009

US2006/0046962

Meezan 
EX1010
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Asserted References (’786 Patent)

83

’786 Patent

WO2009/120933

Gwozdz-PCT
EX1009

US2006/0046962

Meezan 
EX1010

US2008/0279784

Cartt-2008
EX1065
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Requirements for “n-dodecyl beta-D-maltoside”

84

’414 ’786
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Structure of n-dodecyl β-D-maltoside

85
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Linear vs. Branched

86

Linear

Branched
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Streitwieser

EX2051

n-alkanes

87

EX2051 at 9
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Oxtoby

EX2052

n-alkanes

88

EX2052 at 8
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All Limitations Required

89

“We first must determine whether [challenger] carried its burden

to prove that all claimed limitations are disclosed in the prior art. 

… [W]e consider motivation to combine and reasonable 

expectation of success only if all the elements of an invention 

are found in a combination of prior art references.”

PAR Pharm., Inc. v. TWI Pharms., Inc., 773 F.3d 1186, 1194 (Fed. Cir. 2014)

(internal citations omitted). 
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37 C.F.R. § 42.104(b)(4)

90

“The petition must specify where each element of the claim is 

found in the prior art patents or printed publications relied 

upon.”   

37 C.F.R. § 42.104(b)(4)
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Donovan Declaration

EX1062

Obviousness of “n-dodecyl β-D-maltoside” in Donovan’s Declaration

91
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Dr. Donovan

Donovan Testimony

92

Q. Do you have an understanding of what that “n” prefix means in the context of n-Dodecyl-beta-D-

maltoside?

A. It’s a structural arrangement indicator that escapes me at the moment.

Q. If I told you it it’s an indicator that stands for “normal,” would that make sense?

A. Oh, I -- it -- I mean, it makes sense because it’s in keeping that I know that what “n” -- I know that’s what 

“n” stands for, but what “normal” is being attributed to is where I -- I’m not willing to state that I know that 

clearly right now.

Q. You don’t recall what structural information the “n” conveys in n-Dodecyl-beta-D-maltoside; is that 

correct?

A. Not at this moment to testify to.

Q. Okay. And that’s not an issue you investigated in the course of forming your opinions in this case, 

correct?

A. Not for a very long time. I probably looked at a description of n-Dodecyl-beta-D-maltoside and noted it, 

but it didn’t stick.

EX2070 at 193:2-25
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Meezan

EX1010

Meezan’s Disclosure of Alkyl Groups 

93
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Meezan’s Disclosure of Alkyl Groups 

94

EX1010

IPR2025-00465, EX1062 at 47-48
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Meezan’s Disclosure of Alkyl Groups 

95

Q. Paragraph 149 describes that the DDM it discloses 

has highly branched alkyl chains, correct? . . . And 

the DDM it describes in Meezan it describes as 

having highly branched alkyl chains, correct?

. . .

A. Yes, in this example

Q. Okay. Are you aware of any other example in the 

patent application that discloses anything specific 

about the structure of the alkyl chain of the DDM or 

the TDM or any other alkyl chain?

. . .

A. I could... let's see. I did not put that to memory, so 

I'd have to look at the other examples to make sure 

of that

Q. Sitting here right now, you're unaware of any such 

disclosure?

A. That's correct.

Dr. Donovan

EX2070 (Donovan Dep.) at 119:15–120:22

EX1010
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New Exhibits in Reply

96

“The Board did not err in refusing the reply brief as improper 

under 37 C.F.R. § 42.23(b) because IBS relied on an entirely 

new rationale.”

A “new theory of invalidity by reference to new evidence, 

citing ‘a number of non-patent literature references which 

were not relied upon to support unpatentability in the 

Petition.’”

Intelligent Bio-Systems, Inc. v. Illumina Cambridge Ltd., 821 F.3d 1359, 1369 (2016)
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Donovan Reply Decl.

EX1078

IUPAC

97

IPR2025-00465, EX1078 (Donovan Reply Decl.)
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IUPAC

98

EX1079 at 4–6
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EX1075

Prosecution History of Meezan

99

EX1075 at 6
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100

“[T]here is no sufficient indication on this record to establish a 

reasonable likelihood that the [challenged exhibits] are 

available prior art for an inter partes review, as they are not 

part of the patent.” 

Apple Inc., v. DoDots Licensing Solutions LLC, IPR2023-00939, Paper 12 at 15–17 (P.T.A.B. Jan. 3, 2024)
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Maggio Decl.

EX1076

Maggio Declaration

101

EX1076 at 1,3
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Non-Obviousness:
No Reason to Modify Gwozdz-PCT

102
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Gwozdz-PCT

EX1009

Gwozdz-PCT Does Not Identify Any Deficiencies 

103

EX1009 at 9:28-34
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Gwozdz-PCT

EX1009

No Reason to Modify Gwozdz-PCT

104

EX1009 at 5:1–7



IPR2025-00464, -00465, -00466; Patent Owner’s Presentation, Slide #

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 28 (POR) at 48–49

Gwozdz-PCT

EX1009

Gwozdz-PCT Does Not Identify Any Deficiencies 

105

EX1009 at 9:19–25
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Gwozdz-PCT

EX1009

Gwozdz-PCT Does Not Identify Any Deficiencies 

106

EX1009 at 7:3–11
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IPR Petition

Paper 2

Gwozdz-PCT Does Not Identify Any Deficiencies 

107
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108

“Board does not explain why a person of skill in the art would 

conclude that [the primary reference] needed to be modified.”

In re Anova Hearing Labs, Inc., 809 Fed. App’x 840, 843 (Fed. Cir. 2020)

“Adding a redundant feature does not constitute a reason to 

combine.”

Ex Parte Tsai-Ching Lu, et al., Appeal 2022-000521, 2022 WL 4957922, at *3 (P.T.A.B. Sept. 30, 2022)
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109

“[O]bviousness concerns whether a skilled artisan not only could 

have made but would have been motivated to make the 

combinations or modifications of prior art to arrive at the 

claimed invention.”

Virtek Vision Int’l ULC v. Assembly Guidance Sys., Inc., 97 F.4th 882, 886-87 (Fed. Cir. 2024)

“The obviousness inquiry does not merely ask whether a skilled 

artisan could combine the references, but instead asks whether 

‘they would have been motivated to do so.’”

Adidas AG v. Nike, Inc., 963 F.3d 1355, 1359 (Fed. Cir. 2020)
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Non-Obviousness:
Effect of Other Excipients
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Ethanol
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’414’546 ’786
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 28 (POR) at 50–51

Rowe

EX1016

Ethanol Deactivation

112

EX1016 at 13-14
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Rowe

EX1016

Skin Penetrant
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EX1016 at 13
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Dr. Donovan

Dr. Donovan Testimony:

114

Q. What is the third of the functions that Rowe discloses ethanol 

possesses?

…

A. Third category: “Skin Penetrant.”

Q. That’s another word of saying an absorption enhancer, right?

A. Yes.
EX2070 at 169:21–170:4
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“Adding a redundant feature does not constitute a reason to 

combine.”

Ex Parte Tsai-Ching Lu, et al., Appeal 2022-000521, 2022 WL 4957922, at *3 (P.T.A.B. Sept. 30, 2022)
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Tocopherols
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Q. [O]ne of the reasons for the cautions that are stated here, to preserve in 

tight containers, to protect from light, to cover with a blanket of inert gas, 

was a concern that Vitamin E might oxidize; is that right?

A. Oftentimes, those same instructions are provided for materials that 

oxidize.

Q. And is that a form of degradation?

A. I -- yeah, I believe that would be a generally-accepted definition. It's a 

chemical change in the substance and -- and, yeah, we -- in 

pharmaceuticals, we usually refer to those as “degradants.

IPR2025-00465, Paper 28 (POR) at 51–52

Dr. Donovan

Dr. Donovan Testimony:
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EX2070 at 284:1–13
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Non-Obviousness:
Motivation to Combine with Meezan
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“[P]rior art must be considered for all its teachings, not 

selectively”  

Henny Penny Corp. v. Frymaster LLC, 938 F.3d 1324, 1332 (Fed. Cir. 2019)
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Gwozdz-PCT

EX1009

The Embodiments of Gwozdz-PCT

120

EX1009 (Gwozdz-PCT) at 8:32-9:18
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Gwozdz-PCT

EX1009

The Embodiments of Gwozdz-PCT: Nasal
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EX1009 (Gwozdz-PCT) at 9:19–10:2
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Gwozdz-PCT

EX1009

The Embodiments of Gwozdz-PCT: Injections
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EX1009 (Gwozdz-PCT) at 10:3–16
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Gwozdz-PCT

EX1009

The Embodiments of Gwozdz-PCT: Oral
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EX1009 (Gwozdz-PCT) at 10:17–11:16
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Gwozdz-PCT

EX1009

The Embodiments of Gwozdz-PCT: Parenteral
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EX1009 (Gwozdz-PCT) at 11:17–26
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Gwozdz-PCT

EX1009

The Embodiments of Gwozdz-PCT: Topical

125

EX1009 (Gwozdz-PCT) at 11:27–12:11
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Gwozdz-PCT

EX1009

The Embodiments of Gwozdz-PCT: Transdermal
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EX1009 (Gwozdz-PCT) at 12:28–13:3
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Gwozdz-PCT

EX1009

The Embodiments of Gwozdz-PCT: “other pharmaceutically acceptable 
additives”
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EX1009 (Gwozdz-PCT) at 10:3–16
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New Embodiments in Reply

128

“[A] reply argument is proper when it responds to the patent 

owner’s arguments or the Board's observations without 

‘point[ing] to any new embodiments’ of a prior art reference not 

previously identified in the petition.”

Corephotonics, Ltd. v. Apple Inc., 84 F.4th 990, 1008-1009 (Fed. Cir. 2023)

“It is not permissible for a reply to include ‘previously unidentified 

portions of a prior-art reference to make a meaningfully distinct 

contention [and cite] several new non-patent literature 

references’ to support obviousness opinions.”

Apple Inc. v. Andrea Elecs. Corp., 949 F.3d 697, 706 (Fed. Cir. 2020)
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Bioavailability

129

Gwozdz-PCT Brown Declaration

EX1009 (Gwozdz-PCT) at 11:17-26

IPR2025-00465, EX2073 ¶109
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“One cannot use hindsight reconstruction to pick and choose 

among isolated disclosures in the prior art ….”  

In re Fine, 837 F.2d 1071, 1075 (Fed. Cir. 1998)

“[W]hether there is something in the prior art as a whole to 

suggest the desirability, and thus the obviousness, in making 

the combination available”  

In re Fulton, 391 F.3d 1195, 1200 (Fed. Cir. 2004)
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Diazepam

131

’414

’786

C16H13ClN2O

285 Daltons

Dr. Donovan

Q. Would you consider diazepam a small molecule?

A. I would consider it a small organic molecule, yes.
EX2070 at 43:22–25
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Macromolecules in Meezan

132
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Dr. Donovan

Macromolecules

133

Q. And you would agree that none of the examples test the effect of an alkyl glycoside or a saccharide alkyl ester 

as an absorption enhancer for a small molecule, correct?

A. All of the examples starting on page 13 and beyond I believe are focused on -- (reviewing document) -- either 

involved studying usual blood glucose decrease after administration of insulin or miacalcin concentration or the 

concentration of salmon calcitonin, likely. 

Q. And both of those compounds, insulin and salmon calcitonin, are not small molecules whatever they might 

otherwise be, fair?

A.   They are not considered to be small molecules

. . .

Q. And when you discussed Exendin and Glucagon, those are also peptides, proteins?

A. Yes, they are peptides.

Q. Okay. Not small molecules?

A. Yes.

EX2070 at 141:9–142:1, 143:14–18
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Non-Obviousness:
Motivation to Select a Dodecyl Maltoside
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Meezan

135

Meezan

EX1010

EX1010 at ¶ [0061]
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Meezan

136

Institution Decision

Paper 13
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Meezan

EX1010

No Reason to Modify
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No Reason to Modify

138

“The mere fact that these possible arrangements existed in the 

prior art does not provide a reason that a skilled artisan would 

have [made the combination]” 

Virtek Vision Int’l ULC v. Assembly Guidance Sys., Inc., 97 F.4th 882, 887 (Fed. Cir. 2024)
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Meezan

EX1010

Preference for TDM

139
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Meezan

EX1010

Preference for TDM
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Meezan

EX1010

Preference for TDM
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Meezan

EX1010

Preference for TDM
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Meezan

EX1010

Preference for TDM
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Meezan

EX1010

Preference for TDM
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Meezan

EX1010

Preference for TDM
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Meezan

EX1010

Preference for TDM
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Preference for TDM
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EX1010 (Meezan) ¶ [0158]

EX1010 (Meezan) ¶ [0164]
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Preference for TDM

148

EX1010 (Meezan) ¶ [0166]

EX1010 (Meezan) ¶ [0158]
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149

“[W]here a defendant merely throws metaphorical darts at a 

board filled with combinatorial prior art possibilities, courts 

should not succumb to hindsight claims of obviousness”  

In re Kubin, 561 F.3d 1351, 1359 (Fed. Cir. 2009)
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• No Collateral Estoppel

• Priority Date of ’414 and ’786 Patents

• Claim Construction

• Non-Obviousness

• Failure to Disclose All Limitations

• No Motivation to Combine

• Priority Date of Gwozdz-PCT

• Cartt-’784

• Petitioner’s Motion to Strike

• Patent Owner’s Motion to Strike

• Patent Owner’s Motion to Exclude

Agenda
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Gwozdz-PCT Is Not Entitled to Its Priority Date

151

“[T]he cited content” relied on to support the unpatentability 

analysis must also be “adequately supported by the written 

description of the provisional application.”

In re Riggs, 131 F.4th 1377, 1384-85 (Fed. Cir. 2025)



IPR2025-00464, -00465, -00466; Patent Owner’s Presentation, Slide #

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 2 (Petition) at 27

Petition

Paper 2

Petition Relies on “Pharmaceutically Acceptable Additives”
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Institution Decision

Paper 13

Board Decision
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Comparison of Gwozdz PCT and Gwozdz Provisional
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EX1064

Provisional

EX1009

PCT
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• No Collateral Estoppel

• Priority Date of ’414 and ’786 Patents

• Claim Construction

• Non-Obviousness

• Failure to Disclose All Limitations

• No Motivation to Combine

• Priority Date of Gwozdz-PCT

• Cartt-’784

• Petitioner’s Motion to Strike

• Patent Owner’s Motion to Strike

• Patent Owner’s Motion to Exclude

Agenda
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156

IPR2025-00466, Paper 2 (Petition) at 6

Petition

Paper 2

Grounds of Invalidity (’786 Patent)
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Cartt-784

157

Cartt-784

EX1065
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Cartt-784
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Cartt-784

EX1065
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Cartt-784

EX1065

Cartt-784
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Dr. Donovan

Dr. Donovan Testimony

160

Q. Certainly. Not as a criticism, but just to make the record clear, in the 

eleven minutes that you took to review Cartt, did you identify any 

embodiments in Cartt of a formulation that did not include particulates?

A. And so I didn't look through every paragraph to see if there was an 

embodiment hidden in there. Looking at the examples, all of the 

examples contained particles containing an active pharmaceutical 

ingredient.

Q. Okay. Thank you.
EX2070 at 177:14–25
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• No Collateral Estoppel

• Priority Date of ’414 and ’786 Patents

• Claim Construction

• Non-Obviousness

• Failure to Disclose All Limitations

• No Motivation to Combine

• Priority Date of Gwozdz-PCT

• Cartt-’784

• Petitioner’s Motion to Strike

• Patent Owner’s Motion to Strike

• Patent Owner’s Motion to Exclude

Agenda
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“For cross-examination testimony, the scope of the examination 

is limited to the scope of the direct testimony.”

37 C.F.R. § 42.53(d)(5)(ii)

IPR2025-00465, Paper 44 (Mot. to Strike) at 2.

Inventor Declarations of Limited Scope

162



IPR2025-00464, -00465, -00466; Patent Owner’s Presentation, Slide #

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 28 (POR) at 32–33.

Provisions of 35 U.S.C. § 103(C) (pre-AIA)
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(1) Subject matter developed by another person, which qualifies as prior art only under one or more of 

subsections (e), (f), and (g) of section 102, shall not preclude patentability under this section where the 

subject matter and the claimed invention were, at the time the claimed invention was made, owned by the 

same person or subject to an obligation of assignment to the same person.

(2) For purposes of this subsection, subject matter developed by another person and a claimed invention 

shall be deemed to have been owned by the same person or subject to an obligation of assignment to the 

same person if —

(A) the claimed invention was made by or on behalf of parties to a joint research agreement that was in 

effect on or before the date the claimed invention was made;

(B) the claimed invention was made as a result of activities undertaken within the scope of the joint 

research agreement; and

(C) the application for patent for the claimed invention discloses or is amended to disclose the names of

the parties to the joint research agreement.

(3) For purposes of paragraph (2), the term “joint research agreement” means a written contract, grant, or 

cooperative agreement entered into by two or more persons or entities for the performance of 

experimental, developmental, or research work in the field of the claimed invention.

35 U.S.C. § 103(C) (pre-AIA)
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(2) For purposes of this subsection, subject matter developed by another person and a claimed invention shall be 

deemed to have been owned by the same person or subject to an obligation of assignment to the same person if—

(A) the claimed invention was made by or on behalf of parties to a joint research agreement that was in effect on 

or before the date the claimed invention was made;

(B) the claimed invention was made as a result of activities undertaken within the scope of the joint research 

agreement; and

(C) the application for patent for the claimed invention discloses or is amended to disclose the names of the 

parties to the joint research agreement.

35 U.S.C. § 103(C)(2) (pre-AIA)
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No Need to Expunge Exhibits

165

“Although Petitioner further requests that we expunge [the 

declaration], we decline to do so in interest of a complete 

record upon any appeal.”

New World Med., Inc. v. Microsurgical Tech., Inc., IPR2020-01573, Paper 49 at 5 & n.3 (P.T.A.B. Nov. 5, 2021)

“Rather than striking any material from the record, we adopt a 

practical approach that preserves the record for appeal.”

3M Co. v. Bay Materials, LLC, IPR2022-01214, Paper 77 at 40 (P.T.A.B. Jan. 16, 2024)
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• No Collateral Estoppel

• Priority Date of ’414 and ’786 Patents

• Claim Construction

• Non-Obviousness

• Failure to Disclose All Limitations

• No Motivation to Combine

• Priority Date of Gwozdz-PCT

• Cartt-’784

• Petitioner’s Motion to Strike

• Patent Owner’s Motion to Strike

• Patent Owner’s Motion to Exclude
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EX1075

New Exhibits in Reply
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Apple Inc., v. DoDots Licensing Solutions

168

“[T]here is no sufficient indication on this record to establish a 

reasonable likelihood that the [challenged exhibits] are 

available prior art for an inter partes review, as they are not 

part of the patent.” 

Apple Inc., v. DoDots Licensing Solutions LLC, IPR2023-00939, Paper 12 at 15-17 (P.T.A.B. Jan. 3, 2024)
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EX1076

New Exhibits in Reply
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Dr. Donovan

Dr. Donovan Did Not Know the Meaning of “n-”
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Q. Do you have an understanding of what that “n” prefix means in the context of n-Dodecyl-beta-D-maltoside?

A. It’s a structural arrangement indicator that escapes me at the moment.

Q. If I told you it it’s an indicator that stands for “normal,” would that make sense?

A. Oh, I -- it -- I mean, it makes sense because it’s in keeping that I know that what “n” -- I know that’s what “n” 

stands for, but what “normal” is being attributed to is where I -- I’m not willing to state that I know that clearly 

right now.

Q. You don’t recall what structural information the “n” conveys in n-Dodecyl-beta-D-maltoside; is that correct?

A. Not at this moment to testify to.

Q. Okay. And that’s not an issue you investigated in the course of forming your opinions in this case, correct?

A. Not for a very long time. I probably looked at a description of n-Dodecyl-beta-D-maltoside and noted it, but it 

didn’t stick.
EX2070 at 193:2–25
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 48 at 2

Uncited Exhibits Should Be Excluded for Relevance

172

“The Board may exclude or give no weight to the evidence 

where a party has failed to state its relevance or to identify 

specific portions of the evidence that support the challenge.”

37 C.F.R. § 42.104(b)(5)
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 60 at 1

Uncited Exhibits Should Be Excluded for Relevance
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Exhibit Cited by Petitioner Cited by Dr. Donovan

EX1073

EX1074

EX1075

EX1076

EX1080
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EX1075 and EX1076 Should Be Excluded for Hearsay

174

“(c) Hearsay. “Hearsay” means a statement that:

(1) the declarant does not make while testifying at the 

current trial or hearing; and

(2) a party offers in evidence to prove the truth of the 

matter asserted in the statement.”

Federal Rule of Evidence 801
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EX1078

Dr. Donovan’s Reliance on EX1075
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EX1078 at 25–26
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEIPR2025-00465, Paper 60 at 5

Rule 703

176

“An expert may base an opinion on facts or data in the case 

that the expert has been made aware of or personally 

observed. If experts in the particular field would reasonably 

rely on those kinds of facts or data in forming an opinion on 

the subject, they need not be admissible for the opinion to be 

admitted.”

Federal Rules of Evidence 703
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Table of Independent Claim of U.S. Patent No. 11,241,414
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Claim Element Claim Language from ’414 Patent

1(Preamble) 1. A pharmaceutical solution for nasal administration consisting of:

1(a) diazepam or a pharmaceutically acceptable salt thereof; 

1(b)
one or more natural or synthetic tocopherols or tocotrienols, or any combinations thereof, in an amount from 

30% to 95% (w/w);

1(c) ethanol and benzyl alcohol in a combined amount from 10% to 70% (w/w); and 

1(d) n-dodecyl beta-D-maltoside.
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Table of Dependent Claims of U.S. Patent No. 11,241,414
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Claim Language from ’414 Patent

2. The pharmaceutical solution of claim 1, wherein the diazepam or pharmaceutically acceptable salt thereof is present in the 

pharmaceutical solution in a concentration from 1 to 20% (w/v).

3. The pharmaceutical solution of claim 1, wherein the diazepam or pharmaceutically acceptable salt thereof is present in the 

pharmaceutical solution in a concentration from 10 mg/mL to 250 mg/mL.

4. The pharmaceutical solution of claim 3, wherein the diazepam or pharmaceutically acceptable salt thereof is present in the 

pharmaceutical solution in a concentration from 20 mg/mL to 50 mg/mL.

5. The pharmaceutical solution of claim 1, wherein the one or more natural or synthetic tocopherols or tocotrienols are selected 

from the group consisting of: α-tocopherol, β-tocopherol, γ-tocopherol, δ-tocopherol, α-tocotrienol, β-tocotrienol, γ-tocotrienol, 

δ-tocotrienol, tocophersolan, and any combinations thereof.

6. The pharmaceutical solution of claim 1, wherein the one or more natural or synthetic tocopherols or tocotrienols, or any 

combinations thereof, is in an amount from 45% to 85% (w/w).

7. The pharmaceutical solution of claim 6, wherein the one or more natural or synthetic tocopherols or tocotrienols, or any 

combinations thereof, is in an amount from 60% to 75% (w/w).

8. The pharmaceutical solution of claim 1, wherein the ethanol and benzyl alcohol is in a combined amount from 15% to 55% 

(w/w).

9. The pharmaceutical solution of claim 8, wherein the ethanol and benzyl alcohol is in a combined amount from 25% to 40% 

(w/w).
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Table of Dependent Claims of U.S. Patent No. 11,241,414
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Claim Language from ’414 Patent

10. The pharmaceutical solution of claim 1, wherein the solution consists of diazepam, vitamin E, ethanol, benzyl alcohol, and n-dodecyl 

beta-D-maltoside.

11. A pharmaceutical solution for nasal administration consisting of: diazepam or a pharmaceutically acceptable salt thereof; one or more 

natural or synthetic α-tocopherols, or any combinations thereof, in an amount from 30% to 95% (w/w); ethanol and benzyl alcohol in 

a combined amount from 10% to 70% (w/w); and n-dodecyl beta-D-maltoside.

12. The pharmaceutical solution of claim 11, wherein the diazepam or pharmaceutically acceptable salt thereof is present in the 

pharmaceutical solution in a concentration from 1 to 20% (w/v).

13. The pharmaceutical solution of claim 11, wherein the diazepam or pharmaceutically acceptable salt thereof is present in the 

pharmaceutical solution in a concentration from 10 mg/mL to 250 mg/mL.

14. The pharmaceutical solution of claim 13, wherein the diazepam or pharmaceutically acceptable salt thereof is present in the 

pharmaceutical solution in a concentration from 20 mg/mL to 50 mg/mL.

15. The pharmaceutical solution of claim 11, wherein the one or more natural or synthetic α-tocopherols, or any combinations thereof is in 

an amount from 45% to 85% (w/w).

16. The pharmaceutical solution of claim 15, wherein the one or more natural or synthetic α-tocopherols, or any combinations thereof is 

in an amount from 60% to 75% (w/w).

17. The pharmaceutical solution of claim 11, wherein the ethanol and benzyl alcohol is in a combined amount from 15% to 55% (w/w).

18. The pharmaceutical solution of claim 17, wherein the ethanol and benzyl alcohol is in a combined amount from 25% to 40% (w/w).
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Table of Independent Claims of U.S. Patent No. 11,793,786
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Claim Element Claim Language from ’786 Patent

1(Preamble) 1. A pharmaceutical solution for nasal administration consisting of:

1(a) a therapeutically effective amount of diazepam or a pharmaceutically acceptable salt thereof;

1(b)

one or more natural or synthetic tocopherols or tocotrienols selected from the group consisting of α-tocopherol, 

β-tocopherol, γ-tocopherol, δ-tocopherol, α-tocotrienol, β-tocotrienol, γ-tocotrienol, δ-tocotrienol, tocophersolan, 

any isomers thereof, any esters thereof, and any combinations thereof, in an amount from 30% to 95% (w/w);

1(c)
one or more alcohols in an amount from 10% to 70% (w/w), wherein the one or more alcohols comprises benzyl 

alcohol; and

1(d) n-dodecyl beta-D-maltoside.

11(Preamble) 11. A pharmaceutical solution for nasal administration consisting of:

11(a) a therapeutically effective amount of diazepam or a pharmaceutically acceptable salt thereof;

11(b)

one or more natural or synthetic α-tocopherols selected from the group consisting of tocopherol, β-tocopherol, γ-

tocopherol, δ-tocopherol, tocophersolan, any isomers thereof, any esters thereof, and any combinations thereof, 

in an amount from 30% to 95% (w/w);

11(c)
one of more alcohols in an amount from 10% to 70% (w/w)), wherein the one or more alcohols comprises 

benzyl alcohol;

11(d) and n-dodecyl beta-D-maltoside.
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Table of Dependent Claims of U.S. Patent No. 11,793,786
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Claim Language from ’786 Patent

2. The pharmaceutical solution of claim 1, wherein the therapeutically effective amount of diazepam or pharmaceutically acceptable salt 

thereof is present in the pharmaceutical solution in a concentration from 1 to 20% (w/v).

3. The pharmaceutical solution of claim 1, wherein the therapeutically effective amount of diazepam or pharmaceutically acceptable salt 

thereof is present in the pharmaceutical solution in a concentration from 10 mg/mL to 250 mg/mL.

4. The pharmaceutical solution of claim 3, wherein the therapeutically effective amount of diazepam or pharmaceutically acceptable salt 

thereof is present in the pharmaceutical solution in a concentration from 20 mg/mL to 50 mg/mL.

5. The pharmaceutical solution of claim 1, wherein the one or more natural or synthetic tocopherols or tocotrienols is in an amount from 

45% to 85% (w/w).

6. The pharmaceutical solution of claim 5, wherein the one or more natural or synthetic tocopherols or tocotrienols is in an amount from 

60% to 75% (w/w).

7. The pharmaceutical solution of claim 1, wherein the one or more alcohols is benzyl alcohol and a second alcohol selected from 

ethanol, propyl alcohol, butyl alcohol, pentanol, any isomers thereof, and any combinations thereof.

8. The pharmaceutical solution of claim 1, wherein the one or more alcohols are in an amount from 15% to 55% (w/w).

9. The pharmaceutical solution of claim 8, wherein the one or more alcohols are in an amount from 25% to 40% (w/w).
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Claim Language from ’786 Patent

10. The pharmaceutical solution of claim 1, wherein the solution consists of diazepam, vitamin E, benzyl alcohol, and n-dodecyl 

beta-D-maltoside.

12. The pharmaceutical solution of claim 11, wherein the therapeutically effective amount of diazepam or pharmaceutically 

acceptable salt thereof is present in the pharmaceutical solution in a concentration from 1 to 20% (w/v).

13. The pharmaceutical solution of claim 11, wherein the therapeutically effective amount of diazepam or pharmaceutically 

acceptable salt thereof is present in the pharmaceutical solution in a concentration from 10 mg/mL to 250 mg/mL.

14. The pharmaceutical solution of claim 13, wherein the therapeutically effective amount of diazepam or pharmaceutically 

acceptable salt thereof is present in the pharmaceutical solution in a concentration from 20 mg/mL to 50 mg/mL.

15. The pharmaceutical solution of claim 11, wherein the one or more natural or synthetic tocopherols is in an amount from 45% 

to 85% (w/w).

16. The pharmaceutical solution of claim 15, wherein the one or more natural or synthetic tocopherols is in an amount from 60% 

to 75% (w/w).

17. The pharmaceutical solution of claim 11, wherein the one or more alcohols is benzyl alcohol and a second alcohol selected 

from ethanol, propyl alcohol, butyl alcohol, pentanol, any isomers thereof, and any combinations thereof.

18. The pharmaceutical solution of claim 11, wherein the one or more alcohols are in an amount from 15% to 55% (w/w).
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Claim Element Claim Language from ’546 Patent

1(Preamble)* 1. A pharmaceutical Solution for nasal administration consisting of:

1(a)* a benzodiazepine drug;

1(b)*
one or more natural or synthetic tocopherols or tocotrienols, or any combinations thereof, in an amount from 

about 30% to about 95% (w/w):

1(c)* ethanol and benzyl alcohol in a combined amount from about 10% to about 70% (w/w); and

1(d)* an alkyl glycoside.

15*
15. The pharmaceutical solution of claim 1, wherein the alkyl glycoside is present in pharmaceutical solution in 

a concentration of at least about 0.01% (w/w).

16*
16. The pharmaceutical solution of claim 15, wherein the alkyl glycoside is present in the pharmaceutical 

solution in an amount of 0.01% to 1% (w/w).

17 17. The solution of claim 1, consisting of diazepam, Vitamin E, ethanol, benzyl alcohol and dodecyl maltoside.

22 22. The solution of claim 16, wherein the alkyl glycoside is dodecyl maltoside.

* Claims 1, 15, and 16 have been statutorily disclaimed.
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IPR2025-00465, EX1001

’414 Patent

’414 Patent Claim 1



IPR2025-00464, -00465, -00466; Patent Owner’s Presentation, Slide #

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

186

IPR2025-00466, EX1001

’786 Patent

’786 Patent Claim 1
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IPR2025-00464, EX1001

’546 Patent

’546 Patent Claims 17 and 22
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IPR2025-00465, EX1001

’414 Patent

’414 Patent Claim 1
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IPR2025-00466, EX1001

’786 Patent

’786 Patent Claim 1
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IPR2025-00465, Paper 2 (Petition) at 6

Paper 2

Petition

Grounds of Invalidity (’414 Patent)
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IPR2025-00466, Paper 2 (Petition) at 6

Paper 2

Petition

Grounds of Invalidity (’786 Patent)
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IPR2025-00464, Paper 2 (Petition) at 5

Paper 2

Petition

Ground of Invalidity (’546 Patent)
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