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The Prosecution History of the
‘795 Patent



U.S. Patent No. 11,617,795B2 (the “’795 Patent”)

• Assignee: Genexa Inc. 

• Filing date: Aug. 4, 2022

• Issue date: Apr. 4, 2023

• Provisional filed: Nov. 2, 2017

• Earliest priority date: Jun. 8, 2021 
(CIP filing date)

• 24 claims (3 independent)
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Ex. 1001, cover page

See Pet. (Paper 2), 8-11 (citing to Ex. 1001 and Ex. 1003); Ex. 1003 (Crowley Decl.), ¶¶23, 32, 36 (citing to Ex. 1001).



The Specification of the ’795 Patent is a Wholesale Rewriting of 
the Original Application Filed by Genexa
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• The specification of the 
‘529 application does not 
mention:

• Any specific APIs, 
including 
acetaminophen

• Any specific 
formulation viscosity, 
let alone a preferred 
viscosity range

Ex. 1001, cover page

See Pet. (Paper 2), 9-10 (citing Ex. 1001, Ex. 1009 and Ex. 1003) ; Ex. 1003 (Crowley Decl.), ¶¶36 (citing Ex. 1001), 40-41 (citing Ex. 1009).

Ex. 1009, 1-2



No IDS and the Examiner Only Identified a Single Reference
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Ex. 1043, 1107-1108 Ex. 1002, 20 

See Pet. (Paper 2), 12-13 (citing Ex. 1002, Ex. 1043 and Ex. 1003); Ex. 1003 (Crowley Decl.), ¶¶ 38-39 (citing Ex. 1002 and Ex. 1043).



The Examiner Allowed the Claims of the ’795 Patent Without the 
Benefit of the Prior Art Cited in Grounds 1 and 2
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Ex. 1007, 23  

Examiner’s Reasons for Allowance

c

Ex. 1002, 17 

Ex. 1004, 8

Prior Art NOT Provided to the Examiner

See Pet. (Paper 2), 5 (citing Ex. 1004 and Ex. 1007), 11-13 (citing Ex. 1002 and Ex. 1003); Ex. 1003 (Crowley Decl.), ¶¶38-39 (citing Ex. 1002).

FR458

WO742
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Claim Construction



The ’795 Patent Defines “Agave Syrup” and “Syrup” Separately
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Ex. 1001

Ex. 1001, 2:6-13

See Pet. (Paper 2), 7 (citing Ex. 1003), 15-16 (citing Ex. 1001), ; Ex. 1003 (Crowley Decl.), ¶¶ 28 and 93-94 (citing Ex. 1001).



The ’795 Patent Does not Specify the Type or Viscosity of the 
Agave Syrup
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See Pet. (Paper 2), 14-15;  Reply (Paper 25), 20 and 22

Ex. 1001, 1:31-41

Ex. 1001, 2:40-56

Ex. 1001, 2:4-11

Ex. 1001, 5:11-19

Ex. 1001, 5:25-32

Ex. 1001, 4:42-51

Ex. 1001, 4:11-24



Patent Owner Agrees That “Agave Syrup” is Not Restricted to a 
Particular Type of Agave Syrup
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POR (Paper 20), 13



The Viscosity Limitations Only Pertain to the Pharmaceutical 
Syrup Formulations – Which Comprise More than Agave Syrup
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Ex. 1001, claims 1-4, 7, 15, 18-21

See Pet. (Paper 2), 14-15;  Reply (Paper 25), 10
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The Problems Purportedly
Addressed by the 795 Patent



The’795 Patent Purports to Address Several Known Problems
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Ex. 1001, 1:12-28

See Pet. (Paper 2), 5-6; Ex. 1003 (Crowley Decl.), ¶25; Reply (Paper 25), 7 



The Lack of Suitability of Solid Dosage Forms for the Very Young 
and the Elderly Were Known 
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Ex. 1004, 2:39-45

Ex. 1006. 1:13-20

See Pet. (Paper 2), 20 (citing Ex. 1004), 26 (citing Ex. 1006); Ex. 1003 (Crowley Decl.), ¶¶ 62 (citing Ex. 1004), 76 (citing Ex. 1006); Reply, 7 and 10.

FR458 WO133



The Terrible Taste of Liquid Forms of Certain Analgesics Was 
Known
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Ex. 1004, 2:39-45

Ex. 1006. 1:13-20

FR458 WO133

See Pet. (Paper 2), 20 (citing Ex. 1004), 26 (citing Ex. 1006); Ex. 1003 (Crowley Decl.), ¶¶ 62 (citing Ex. 1004), 76 (citing Ex. 1006); Reply, 7 and 10.



The Use of Unnatural and Artificial Excipients for Taste-Masking 
Bitter Analgesics Was Known
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Ex. 1008, [0008]-[0009]

Ex. 1004, 3:70-77

FR458 Heyer 2009

See Pet. (Paper 2),18 fn, 10 (citing Ex. 1008), 60 (citing Ex. 1004); Ex. 1003 (Crowley Decl.), App. D, 5, 19, 39.
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The Purported Solution Was
Also Known



The Solution Taught by the ’795 Patent
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Ex. 1001, abstract, 1:31-35

See Pet. (Paper 2), 6-7 (citing Ex. 1003); Ex. 1003 (Crowley Decl.), ¶¶ 24 (citing Ex. 1001), 26 (citing Ex. 1001). 



The Prior Art Cited in the Grounds Teaches Formulations with the 
Same Components
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Ex. 1004, 8
Ex. 1007, 23

See Pet. (Paper 2), 5 (citing Ex. 1004 and Ex. 1007), 20-21 (citing Ex, 1004), 29-54 (citing Ex. 1004),  56-68 (citing Ex. 1007), ; Ex. 1003 (Crowley Decl.), ¶¶ 65 (citing Ex. 1004), 69 (citing Ex. 1007). 

FR458 WO742



The ’795 Patent Acknowledges its Viscosity Ranges Are Borrowed 
from the Art
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Ex. 1001, col. 2, lns. 12-27

Oral 
Formulation 

Viscosity Range

Exhibit

100 to 3000 cPThe ’4666 Patent 
(Ex. 1005)

200 to 900 cPWO133 
(Ex. 1006)

20 to 1780 cPValinoti 2016 
(Ex. 1036)

2.8 to 412.3 cPNeves 2010
(Ex. 1046)

307.33-2408.33cPSubramaniam
(Ex. 2020)

Ex. 1005, 4:10-11, claim 11 
Ex. 1006, 8:1-3

Ex. 1036, abstract, table 2
Ex. 1046, abstract, table 4
Ex. 2020, abstract, table 1 

See Pet., (Paper 2), 7 (citing Ex. 1001, Ex. 1003, Ex. 1005 and Ex. 1006); Ex. 1003 (Crowley Decl.), ¶28 (citing Ex. 1001), ¶58 (citing Ex. 1036); Reply (Paper 25), 8, 15 (citing Ex. 1003, Ex. 1046 and Ex. 2020).

’795 Patent



The Disclosed Viscosities Are Typical For Oral Formulations That 
Are Pourable and Drinkable
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Ex. 1001, cover page

Ex. 1003, ¶28

Dr. Crowley’s Declaration
’795 Patent

See Pet., (Paper 2), 7 (citing Ex. 1001, Ex. 1003); Ex. 1003 (Crowley Decl.), ¶24 (citing Ex. 1001); Reply (Paper 25), 8-9 fn. 3 and 14-15 (citing Ex. 1003)
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The Claims of the “795 Patent



Claim 1 and Dependent Claims
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A pharmaceutical syrup formulation for oral administration comprising:1.

acetaminophen,(a)

agave syrup, and(b)

a diluent, wherein the syrup formulation has a viscosity of less than 1500 centipoise at about 22 
degrees;  wherein the acetaminophen is suspended in the syrup; and wherein the syrup is palatable. 

(c)

The pharmaceutical syrup formulation of claim 1, wherein the syrup formulation has a viscosity of 
less than 1000 centipoise at about 22 degrees

2.

The pharmaceutical syrup formulation of claim 1, wherein the syrup formulation has a viscosity of 
less than 750 centipoise at about 22 degrees

3. 

The pharmaceutical syrup formulation of claim 1, wherein the syrup formulation has a viscosity of 
less than 600 centipoise at about 22 degrees

4.

The pharmaceutical syrup formulation of claim 1, wherein 0.01 to 2 grams of acetaminophen is 
suspended per 100mL of the syrup

5

The pharmaceutical syrup formulation of claim 1, wherein 0.01 to 1 grams of acetaminophen is 
suspended per 100mL of the syrup

6.

Ex. 1001, claims 1-6

See Pet., (Paper 2), 8



Claim 7 and Dependent Claims
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A stable pharmaceutical syrup formulation for oral 
administration comprising:

7.

acetaminophen;(a)

agave syrup; (b)

acidic preservative;(c)

a flavoring agent, and(d)

a diluent, wherein the syrup formulation has a viscosity of 
less than 1500 centipoise at about 22 degrees, and 
wherein the acetaminophen is suspended in the syrup.

(e)

The pharmaceutical syrup formulation of claim 7, wherein 
the acetaminophen is between 0.01 to 2% of the 
formulation weight.

8.

The pharmaceutical syrup formulation of claim 7, wherein 
the diluent is about 5% of the formulation by weight.

9.

The pharmaceutical syrup formulation of claim 7, wherein 
the agave syrup is less than 98% of the formulation by 
weight. 

10. 

The pharmaceutical syrup formulation of claim 7, wherein 
the agave syrup is less than 95% of the formulation by 
weight. 

11.

The pharmaceutical syrup formulation of claim 7, wherein 
the diluent is water.

12.

The pharmaceutical syrup formulation of claim 7, wherein 
the agave syrup is about 95% of the formulation by weight.

13.

The pharmaceutical syrup formulation of claim 13, wherein 
the acidic preservative comprises citric acid.

14.

The pharmaceutical syrup formulation of claim 7, wherein 
the composition is a medicinal preparation formulated as a 
syrup; and wherein the composition has a viscosity from 
about 1500 centipoise to about 400 centipoise at about 22 
degrees. 

15.

The pharmaceutical syrup formulation of claim 7, wherein 
the formulation is orally administered for veterinary and 
human use.

16.

The pharmaceutical syrup formulation of claim 7, wherein 
the flavoring agent is a bitter-taste-blocking ingredient. 

17.

Ex. 1001, claims 7-17 See Pet., (Paper 2), 8-9



Claim 18 and Dependent Claims
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A stable, palatable pharmaceutical syrup 
formulation for oral administration consisting 
essentially of:

18.

a therapeutically effective amount of acetaminophen;(a)

agave syrup; (b)

acidic preservative;(c)

a flavoring agent, and(d)

a diluent, wherein the syrup formulation has a viscosity 
of less than 1500 centipoise at about 22 degrees and the 
acetaminophen is suspended in the syrup.

(e)

The formulation of claim 18, wherein the pharmaceutical  
syrup formulation has a viscosity of less than 1000 
centipoise at about 22 degrees.

19.

The formulation of claim 18, wherein the pharmaceutical  
syrup formulation has a viscosity of less than 1500 
centipoise at about 22 degrees.

20.

The formulation of claim 18, wherein the pharmaceutical  
syrup formulation has a viscosity of less than 1500 
centipoise at about 22 degrees.

21. 

The formulation of claim 18, wherein the agave syrup is less 
than 98% of the formulation by weight.

22.

The formulation of claim 18, wherein the agave syrup is less 
than 95% of the formulation by weight.

23.

The formulation of claim 18, wherein the agave syrup is 
about 95% of the formulation by weight.

24.

Ex. 1001, claim 18-24

See Pet., (Paper 2), 9
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The State of the Art



The ‘795 Patent Does Not Teach Anything New

Rather, it is
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KSR Intern. Co. v. Teleflex Inc., 550 U.S. 398, 417 (2007)

“simply arrang[ing] old [ingredients] with each 
performing the same function it had been known to 
perform…[a] predictable use of prior art elements 

according to their established functions”

See Pet. (Paper 2), 29, 55.



Patent Owner and its Expert Agree that Agave is a Known 
Sweetener
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Ex. 2009 (Berkland Decl.), ¶43

See POR (Paper 20), 4 (citing Ex. 2009); Reply (Paper 25), 3 fn. 1 (citing Ex. 2009) 



The Benefits of Using Agave Syrup in Oral Pharmaceutical 
Formulations Were Known to a POSITA

The prior art teaches replacing refined 
or artificial sweeteners with natural 
agave syrup in oral medicines to:

• Reduce calorie intake

• Promote colon health through 
improved digestion and intestinal 
microflora growth

• Lower-glycemic index

• Provide essential vitamins and 
minerals  (vitamins B,C,D,E, Ca, Fe, P, 
Mg, K, Se, Cr)

• Reduce inflammation 
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Ex. 1008, cover page

See Pet. (Paper 2), 3-4 (citing Ex. 1008); Ex. 1003 (Crowley Decl.), ¶¶53 and 70 (citing Ex. 1008).



Agave Syrup’s Properties Are Described in the Prior Art
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Ex. 1007, 7:5-23 (cited on page 22 of the Petition)  

Ex. 1027, 22 (cited in Ex. 1003 at ¶52*)

*Ex. 1003, ¶ 52 is cited in the Petition at pp. 4fn.1 and15 and it notes that “[t]he viscosity of agave syrup is reported to be around 212mPa-S, or 212cP”

Ex. 1031, 1 (cited on p. 1 of POR and in Ex. 1003 at ¶52*)

Ex. 1008, [0005] (cited on page 15 of the Petition)¶ 

Ex. 1030, (cited in Reply (Paper 25), 10 fn 4 for the proposition that 
this reference “reports agave syrup with a viscosity of 212cP”)*



DEMONSTRATIVE – NOT AN EXHIBIT 32

FR458 Disclosure 
 



FR458 Overview
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Ex. 1004, cover page See Pet. (Paper 2), 19-21; Ex. 1003 (Crowley Decl.), ¶¶61-65.



FR458 Discloses Oral Pharmaceutical Formulations Based on 
Low-Glycemic Index Organic Agave Syrup
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Ex. 1004, 3:58-77

See Pet. (Paper 2), 29-30; Ex. 1003 (Crowley Decl.), ¶¶107, 114,  App. D, 5, 19, 38-39.

Ex. 1004, 12

Claims



FR458 Discloses Oral Pharmaceutical Formulations that Include 
Acetaminophen Suspended in Agave Syrup
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See Pet. (Paper 2), 19-21, 30; Ex. 1003 (Crowley Decl.), ¶122,  App. D, 8-10, 25-27, 44-47.

Ex. 1004, 3:86-90

Ex. 1004, 5:127-133

Ex. 1004, 8 Ex. 1004, 10



FR458 Teaches the Use of the Same Compositions as the ’795 
Patent For the Same Reasons

DEMONSTRATIVE – NOT AN EXHIBIT 36

Ex. 1004, 8

Ex. 1004, 3:70-77

Ex. 1001, 1: 31-41

Ex. 1001, 1: 23-28

See Pet. (Paper 2), 5-7 (citing Ex. 1001), 19-21 (citing Ex. 1004), 29-54 (citing Ex. 1001 and 1004), 60 (citing Ex. 1003); Ex. 1003 (Crowley Decl.), ¶¶24-25 (citing Ex. 1001), 63 (citing Ex. 1004).

FR458 ‘795 Patent
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WO742 Disclosure 
 



WO742 Overview 
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Ex. 1007, cover page See Pet. (Paper 2), 22-24; Ex. 1003 (Crowley Decl.), ¶¶66-70.
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Ex. 1007, 9:18-25

WO742 Discloses An Orally-Acceptable Pharmaceutical Carrier 
Based on Agave Syrup

See Pet. (Paper 2), 22; Ex. 1003 (Crowley Decl.), ¶67.



WO742 Teaches the Same Composition as the ’795 Patent
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See Pet. (Paper 2), 5-9 (citing Ex. 1001), 22-24 and 56-68 (citing Ex. 1007); Ex. 1003 (Crowley Decl.), ¶¶ 24-26 (citing Ex. 1001), ¶¶ 66-70 and 199-265(citing Ex. 1007).

Ex. 1007, 23

Ex. 1001, 1: 31-35

WO742 ‘795 Patent
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Patent Owneris Wrong Abouta
POSITA’s Knowledge of Agave
Syia058) 
 



In these formulations, agave syrup is an
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“old [ingredient]… performing the 
same function it had been known to 
perform”

A POSITA Would Have Viewed the  Use of Agave Syrup as an 
Ingredient in an Oral Pharmaceutical Formulations as Predictable

KSR Intern. Co. v. Teleflex Inc., 550 U.S. 398, 417 (2007)
(citing Sakraida v. Ag pro, Inc., 425 U.S. 273, 282 (1976))

See Pet. (Paper 2), 29, 55; Reply (Paper 25), 3-4 fn. 1.



Patent Owner Complains That Petitioner Has Not Provided 
Evidence that Agave is an “Old” Oral Formulation Ingredient
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POR (Paper 20), 1

POR (Paper 20), 2
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Patent Owner Ignores the Prior Art Cited in the Grounds that 
Describe Using Agave Syrup for Exactly This Purpose

Ex. 1007, 23

Ex. 1004, 8

See Pet. (Paper 2), 19-22 (citing Ex. 1004), 22-24 (citing Ex. 1007);  Ex. 1003 (Crowley Decl.), ¶¶61-65 (citing Ex. 1004), ¶¶66-70 (citing Ex. 1007); Reply (Paper 25), 2-3.

FR458 WO742

Published January 24, 2014 Published February 9, 2012
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Patent Owner Ignores the Prior Art that Describes Using Agave 
Syrup for Exactly This Purpose

Heyer, 2009

Published June 11, 2009 

See Pet. (Paper 2), 27; Ex. 1003 (Crowley Decl.),  ¶70, 130 fn. 29.

Ex. 1008, cover

Ex. 1008, abstract Ex. 1008, [0003]
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Patent Owner and its Expert Ignore this Textbook Which 
Describes Using Agave Syrup for Exactly This Purpose

Ex. 1033, 356 (cited in Petition at p. 5 
and Ex. 1003 at ¶53*)

*Ex. 1003 (Crowley Decl.), ¶53 (cite Ex. 1033 discussing pediatric formulations) is cited on p. 5 of the Petition ( “many others had proposed using agave syrup in medicines much earlier.”)  

Published 2014



Patent Owner Ignores This Peer-Reviewed Article Cited in the 
Petition Which Describe an Agave Syrup-Based Cough Treatment 
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Ex. 1043, 1108 (cited in the Petition at pp. 12-13 and in Ex. 1003 at para ¶39)

Ex. 1043, 1107

Published 2014
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Patent Owner Also Ignores That Agave Syrup-Based Oral Liquid 
Health Products Were Available Commercially

Ex. 1052, 2 (cited in Reply (Paper 25) at 4 fn1)

Reply (Paper 25), 4 fn1

Marketing Start Date: February 1, 2019 
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Patent Owner Also Ignores That Agave Syrup-Based Oral Liquid 
Health Products Were Available Commercially

Ex. 1048, 3-5 (cited in Reply (Paper 25) at 4 fn1)

Marketing Start Date: February 15, 2017 

Reply (Paper 25), 4 fn1



A POSITA Would Know How to Modify an Agave Syrup to Achieve 
a Desired Viscosity 
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See Pet. (Paper 2), 4 (citing Ex. 1003).

Petition

Dr. Crowley’s Declaration

Pet. (Paper 2), 4 fn. 1 (cited in Reply at page 21)

Ex. 1003, ¶52 (cited in Petition at 4 fn. 1 and Reply at page 20)



Patent Owner Asserts that a POSITA Could Only Select an 
Appropriate Agave Syrup Viscosity with the ’795 Patent’s Teachings.
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Sur-Reply (Paper 29), 18

Ex. 1051, 138:7-21

Ex. 1051, 139:4-17 See Reply (Paper 25), 11, 19 and 21 (citing Ex. 1051).



The ’795 Patent Says Nothing About the Viscosity of the Agave 
Syrup

DEMONSTRATIVE – NOT AN EXHIBIT 52

See Reply(Paper 25), 20 and 22

Ex. 1001, 1:31-41

Ex. 1001, 2:40-56

Ex. 1001, 2:4-11

Ex. 1001, 5:11-19

Ex. 1001, 5:25-32

Ex. 1001, 4:42-51

Ex. 1001, 4:11-24



The ’795 Patent Explains That the Desired Formulation Viscosity 
Can Be Achieved By Adding Water. 
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Ex. 1001, 4:42-52
Ex. 1001, 4:15-17

See Pet. (Paper 2), 7-8; Reply (Paper 25),  19-20; Ex. 2009 (Berkland Decl.), ¶¶62-63

Ex. 1001, 5:25-32
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The Challenged Claims AreAll
Invalid



PGR2023-00051 Grounds of Institution
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References/Basis35 U.S.C. §
Claims 

Challenged
Grounds

a) FR458 and the ‘4666 Patent.
b) FR458 and WO133.
c) FR458, the ‘4666 Patent, and WO133.

1031-241

a) WO742 and the ‘4666 Patent.
b) WO742 and WO133.
c) WO742, the ‘4666 Patent, and WO133.

1031-172

In the alternative, the following terms are indefinite 
because they are not defined in the specification:
a) “palatable”
b) “stable”
c) “consisting essentially of”

112(b)1-243

See Pet. (Paper 2), 2-3
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The Challenged ClaimsAreAll
Obvious 
 



Patent Owner’s Complaint that Petitioner’s Grounds 1 and 2 are 
Ambiguous is Incorrect
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POR (Paper 20), 37

See Reply(Paper 25), 6-7



The Petition Clearly Articulates Three Separate Prior Art 
Combinations For Each Obviousness Ground
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When the Petition describes the prior art combinations cited in Grounds 1 
and 2, it expressly describes the three separate combinations in each

Pet. (Paper 2), 28, fn14

See Reply(Paper 25), 6-7

Pet. (Paper 2), 54, fn26

Ground 1 Ground 2



Afterwards, the Use of And/Or Is Confined to Headers
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See Reply (Paper 25), 6

Pet. (Paper 2), 29



Dr. Crowley Clearly Articulates the Three Separate Combinations 
of Prior Art Relied on in Each Obviousness Ground
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Ex. 1003, ¶129 See Pet. (Paper 2), 33
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Motivation to Combine and

Reasonable Expectation of Success 
DEMONSTRATIVE- NOT AN EXHIBIT 



Genexa Does Not Dispute 

• June 8, 2021, is the earliest possible priority date to which the ’795 Patent is 
entitled.

• FR458, the ‘4666 Patent, WO133 and WO742 are prior art to the ’795 Patent.

• All the limitations of independent claims 1, 7 and 18 are disclosed by the 
prior art cited in the Petition except potentially the viscosity limitations.*

• The limitations of dependent claims 10-12, 14, 16 and 22-23 are disclosed by 
the prior art cited in the Petition. 
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See POR (Paper 20), generally

* Genexa states that “none of the proposed combinations disclose viscosities that meet the claim limitations.”  See POR at 3. But Genexa 
never explains how the individual teachings of the ’4666 patent and WO133 do not disclose the claimed viscosity ranges.
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Intel Corporation v. PACT XPP Schweiz AG, 61 F.4th 1373, 1379 (Fed. Cir. 2023) 
(citing KSR Int’l Co. v. Teleflex Inc., 550 U.S. 398, 420-421 (2007))

KSR’s Flexible Motivation to Combine Standard Still Stands

“The motivation-to-combine analysis is a flexible one. 
‘[A]ny need or problem known in the field of 

endeavor at the time of the invention and addressed 
by the patent can provide a reason for combining the 

elements in the manner claimed…’”

See Pet. (Paper 2), 27; Reply (25), 7-8



The Prior Art Cited in Ground 1 Are In the Same Field of Art and 
Address the Same Problem as The ’795 Patent
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Pet. (Paper 2), 28



FR458 and the ’4666 Patent Also Address Another Problem in the 
Art 
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See Pet. (Paper 2), 28-29; Ex. 1003 (Crowley Decl.), ¶101; Rely (Paper 25), 3. 

Ex. 1005, 2: 15-21

The ‘4666 Patent

Ex. 1004, 3: 70-77

FR458
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Intel Corporation v. PACT XPP Schweiz AG, 61 F.4th 1373, 1379 (Fed. Cir. 2023) 
(citing KSR Int’l Co. v. Teleflex Inc., 550 U.S. 398, 420-421 (2007))

A POSITA Exercises Ordinary Creativity When Combining 
References

“And ‘[a] person of ordinary skill is also a person of ordinary 

creativity, not an automaton.’ So. ‘in many cases[,] a person of ordinary 

skill will be able to fit the teachings of multiple patents together like 

pieces of a puzzle. 

That’s why the motivation-to-combine analysis ‘need not seek out precise 

teachings directed to the specific subject matter of the challenged claim, 

for a court can take account of the inferences and creative steps that 

a person of ordinary skill in the art would employ.’”

See Pet. (Paper 2), 27; Reply (Paper 25), 7-8.



A POSA Would Have Been Motivated to Combine the Teachings of 
FR458 and WO133 and/or the ‘4666 Patent
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Pet. (Paper 2), 29
Ex. 1003, ¶2

See Pet. (Paper 2), 19-20, 25-26; Ex. 1003 (Crowley Decl.), ¶¶62, 74, 80, 100-103; Reply (Paper 25), 2-3
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Pet. (Paper 2), 55

The Prior Art Cited in Ground 2 Are In the Same Field of Art and 
Pertain to Oral Formulations with Analgesic
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Pet. (Paper 2), 55

A POSITA Would Combine WO742’s Safer Antitussive Formulation 
with the Analgesic Formulations of the Secondary References 



A POSA Would Have Been Motivated to Combine the Teachings of 
WO742 and WO133 and/or the ‘4666 Patent Like Puzzle Pieces
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Ex. 1003, ¶¶2-3

Pet. (Paper 2), 55

Pet. (Paper 2), 55

See Pet. (Paper 2),22-23, 25-26; Ex. 1003 (Crowley Decl.), ¶¶67, 74, 80, 195-198; Reply (Paper 25), 4-5
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KSR Int’l Co. v. Teleflex Inc., 550 U.S. 398, 416 (2007)

As Noted by the Board, a POSITA’s Predictable Use of Prior Art 
Elements is Obvious

“The combination of familiar elements according to known 
methods is likely to be obvious when it does no more than yield 

predictable results.”

See Institution Decision (Paper 8), 22



A POSITA Would Have Had a Reasonable Expectation of Success in 
Combining the Prior Art Elements from Grounds 1 and 2

DEMONSTRATIVE – NOT AN EXHIBIT 72

Ex. 1003, ¶102

See Pet. (Paper 2), 29, 55; Reply (Paper 25), 3-4; Ex. 1003 (Crowley Decl.), ¶¶ 102, 197. 
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Genexa's Lack of Motivation to

Combine and Reasonable

Expectation of Success Arguments
Fail 
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The Crux of Genexa’s Arguments: 
An Allegedly Incorrectly Presumed Viscosity for Agave Syrup
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POR (Paper 20), 24

POR (Paper 20), 28 



The Submitted Evidence Shows That Agave Syrup Can Have a 
Viscosity of 212cP
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Ex. 1030, (cited in Reply (Paper 25), 10 fn 4 for the proposition that this 
reference “reports agave syrup with a viscosity of 212cP”)

POR (Paper 20), 28

See also Pet. (Paper 2), 31, 57; Ex. 1003 (Crowley Decl.), ¶¶50, 52 (also noting that agave syrup has been reported to have a viscosity of 212cP)

Patent Owner Response Soto 2011



The Petition Explains Agave Syrup Can Have Thicker or Thinner 
Consistency (i.e., Viscosity)
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Pet. (Paper 2), 4 fn 1

Pet. (Paper 2), 22
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*Ex. 1003 (Crowley Decl.), ¶52 also notes that “[t]he viscosity of agave syrup is reported to be around 212mPa-S, or 212cP”

WO742 Soto 2011

Vera-Guzmán 2011

The Petition Explains Agave Syrup Can Have Thicker or Thinner 
Consistency (i.e., Viscosity)

Ex. 1030, (cited in Reply (Paper 25), 10 fn 4 for the proposition that this 
reference “reports agave syrup with a viscosity of 212cP”)*

Ex. 1007, 7:15-23 (cited on page 22 of the Petition)  

Ex. 1031, 1 (cited on p. 1 of POR and in Ex. 1003 at ¶52*)



Dr. Crowley Explains That Agave Syrup Can Have Other Viscosities
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See Pet. (Paper 2), 14-15; Ex. 1003 (Crowley Decl.), ¶¶50-52

Ex. 1003, ¶93

Ex. 1003, ¶68
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Patent Owner’s Focus on the Viscosity of Agave Syrup is a Red 
Herring

A pharmaceutical syrup formulation for oral administration comprising:1.

acetaminophen,(a)

agave syrup, and(b)

a diluent, wherein the syrup formulation has a viscosity of less than 1500 centipoise at about 22 
degrees;  wherein the acetaminophen is suspended in the syrup; and wherein the syrup is palatable. 

(c)

Ex. 1001, claims 1-4

The claims do not recite a viscosity for the agave syrup

See Reply (Paper 25), 10 
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The ’795 Patent Only Discusses Acceptable Viscosities for the 
Final Syrup Formulation 

Ex. 1001, 2: 9-27

See Pet. (Paper 2), 14-16;Ex. 1003 (Crowley Decl.), ¶¶ 28, 93-94; Reply (Paper 25), 10 



WO133 and the ‘4666 Patent Disclose the Independent Claims’ 
Viscosity Limitations

DEMONSTRATIVE – NOT AN EXHIBIT 81

POR (Paper 20), 24 

Pet. (Paper 2), 31 

Patent Owner Response
Petition

See also Pet. (Paper 2), 57; Institution Decision (Paper 8) at 24-25; Reply (Paper 25), 10-12 



WO133 and the ‘4666 Patent Also Disclose the Dependent 
Claims’ Viscosity Limitations 
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Pet. (Paper 2), 34 

Patent Owner Response
Petition

POR (Paper 20), 24 

See also Pet. (Paper 2), 60; Ex. 1003 (Crowley Decl.), ¶¶ 132-133, 227-228; Reply (Paper 25), 10-12 



Dr. Berkland Asserts that a POSITA Would Expect Example 1 of 
FR458 to Have a Viscosity <200 cP If Made with 212cP Agave Syrup
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Ex. 2009 (Berkland Decl.), ¶150 (cited in Reply (Paper 25), 11,  11 fn. 5)  

Ex. 1004, 8: Example 1, 199-204 (cited in the Petition at p. 32)

See also Reply (Paper 25), 1



“[I]t is well settled that ‘a disclosure 
that anticipates under §102 also 

renders the claim invalid under §103, 
for ‘anticipation is the epitome of 

obviousness.’”
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Realtime Data, LLC v. Iancu, 912 F.3d 1368, 1373 (Fed. Cir. 2019)

Patent Owner’s Expert Asserts that The Formulation Cited in 
Example 1 of FR458 Would Have a Viscosity <200cP

See also Reply (Paper 25), 1



Dr. Berkland’s Testimony is Inconsistent
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Dr. Berkland’s Written Testimony Dr. Berkland’s Oral Testimony

Reply (Paper 25), 11,  11 fn. 5 

Ex. 2009 (Berkland Decl.), ¶150

Ex. 1004, 8

Ex. 1051, 168:15-169:7



Genexa Argues that the Non-Overlapping Viscosities of the ’4666 
Patent and WO133 “Teach Away” from the Combination
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POR (Paper 20), 34-35

Reply (Paper 25), 9-10
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The Disclosed Viscosities of the ’4666 Patent and WO133 Overlap

Moreover, a lack of overlap between the viscosity ranges taught by WO133 
and the ’4666 Patent would not affect the 2-reference combinations

The ‘4666 Patent WO133

Ex. 1006, 8:1-3 (cited in Petition at pages 31, 58)

Reply (Paper 25), 9

Ex. 1005, claim 11 (cited in Petition at pages 31, 34, 52-53, 58, 60)

Ex. 1005, col.4, lns. 9-17 (cited in Petition at pages 31, 58 and Ex. 1003 at paras 119, 168, 191*)

* These paragraphs of Ex. 1003 are cited at pages 31-32, 45 and 52-53 
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Claim 11 Does Not Include an “Apparent Error” that a POSITA 
Would “Mentally Disregard”

Genexa Argues However, the ’4666 Patent:

• Describes 1000-3000cP as a preferred range. 
(Cited at para 168 of Ex 1003*)

• States “[f]inished products of somewhat less 
thickness” are acceptable. (Cited at para 168 of Ex. 
1003* and in Reply at page 13, fn. 9)

• Includes independent claims without viscosity 
requirements. (Cited in Reply at page 13, fn. 9)

• Recites a very simple stabilized formulation in 
claim 7 that allows ingredients with viscosities 
below 1000cP, upon which claim 11 depends. 
(Cited in Reply at page 13, fn. 9)

Patent Owner’s “lack of overlap” arguments are 
predicated on ignoring the explicit disclosure of the ’4666 
Patent and accepting that the 100-3000cP disclosure is an 

obvious error.

* Para 168 of Ex. 1003 is cited in the Pet. (Paper 2) at 44-45

POR (Paper 20), 30-31 



Even if the ’4666 Patent’s Viscosity is  ~1000-3000 cP that Aligns with “Viscosities 
of the type used with pharmaceutical suspensions or syrup formulations”
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Viscosity range taught 
by the ’795 Patent 

specification

WO133

the ’4666 Patent                                                

Somewhat less 
thickness

Viscosity ranges taught 
by the prior art cited in 

the Grounds

Oral Formulation Viscosity RangeExhibit

100 to 3000 cPThe ’4666 Patent (Ex. 1005)
200 to 900 cPWO133 (Ex. 1006)
20 to 1780 cPValinoti 2016 (Ex. 1036)

2.8 to 412.3 cPNeves 2010 (Ex. 1046)
307.33-2408.33cPSubramaniam (Ex. 2020)

Reply (Paper 25), 15

Petition (Paper 2), 32 fn. 17; Ex. 1001, 2: 13-27

See Ex. 1005, 4:10-11, claim 11, Ex. 1006, 8:1-3, Ex. 1036, abstract, table 2, Ex. 1046, abstract, table 4, Ex. 2020, abstract, table 1, which are cited in Pet., (Paper 2), 7 (citing 
Ex. 1001, Ex. 1003, Ex. 1005 and Ex. 1006); Ex. 1003 (Crowley Decl.), ¶28 (citing Ex. 1001), ¶58 (citing Ex. 1036); and Reply (Paper 25) at 8 and 15. 
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POR (Paper 20), 45-46

Dr. Crowley’s Statements Regarding Suspensions That Are 
Considered “Readily Pourable”  Do Not “Teach Away”

• “Readily pourable” is not a claim 
limitation (Reply (Paper 25) at pp. 8-9)

• These are statements made in Dr. 
Crowley’s declaration and are 
NOT statements present in the 
prior art references cited for 
obviousness in Grounds 1 and 2, 
so they cannot “teach away” from 
the viscosity limitations of the 
claimed invention (Reply (Paper 25) at 
p. 8)

Reply (Paper 25), 8, 8 fn. 3, 15 



Moreover, Dr. Crowley Never Argued Against Viscosities Higher than 20-
150cP 
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• He repeatedly states (and the prior art confirms) 
that oral formulations with viscosities more than 
10x greater than 150cP are pourable and 
drinkable. (Ex. 1003, ¶¶28, 58, 216, 227, which are cited in the 
Petition at pages 31 and 57 and in the Reply (Paper 25) at pp. 8, fn. 3)

• He cites to p. 768 of Ex. 1012, which teaches that 
“very high viscosity” is generally not desirable 
because it pours with difficult and is difficult to 
redisperse. (Ex. 1003, ¶59*)

• He cites to p. 1537 of Ex. 1013, which teaches that 
viscosities of 3650cP and 4380cP impair the 
dissolution characteristics of immediate release 
acetaminophen(Ex. 1003, ¶59*)

What Dr. Crowley actually said:

Ex. 1003 (Crowley Decl.), ¶59 (cited in the Petition at pages 7 and 31.) 

Cited in the Petition (Paper 2), at p. 31 and the Reply (Paper 25) at p.  8, p. 8 fn. 3, 15 
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The Prior Art DisclosesAll of

the Claim Limitations That

Genexa Challenges



Genexa Does Not Dispute 

• June 8, 2021, is the earliest possible priority date to which the ’795 
Patent is entitled.

• FR458, the ‘4666 Patent, WO133 and WO742 are prior art to the ’795 
Patent.

• All the limitations of independent claims 1, 7 and 18 are disclosed by 
the prior art cited in the Petition except for the viscosity limitations.*

• The limitations of dependent claims 10-12, 14, 16 and 22-23 are 
disclosed by the prior art cited in the Petition. 
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* Genexa states that “none of the proposed combinations disclose viscosities that meet the claim limitations.”  See POR at 
3.  But Genexa never explains how the individual teachings of the ’4666 patent and WO133 do not disclose the claimed 
viscosity ranges.



Genexa Only Disputes

• The viscosity limitations are disclosed by the prior art cited in the 
Petition.*

• Claim 11 of the ‘4666 Patent discloses a formulation viscosity range of 
100-3000cP.

• The limitations of dependent claims are disclosed by the prior art cited 
in the Petition . 2-6, 8-9, 19-21, and 24 are disclosed by the prior art 
cited in the Petition. 
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* Genexa states that “none of the proposed combinations disclose viscosities that meet the claim limitations.”  See POR at 
3.  But Genexa never explains how the individual teachings of the ’4666 patent and WO133 do not disclose the claimed 
viscosity ranges.
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Claims 1-24



The Overlapping Viscosity Ranges Taught By the Prior Art and the 
’795 Patent Created a Presumption of Obviousness
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Genentech, Inc. v. Hospira, Inc. 946 F.3d 1333, 1341 (Fed. Cir. 2020)

“If the relevant comparison between a disputed claim limitation and 
the prior art pertains to a range of overlapping values, ‘we and our 

predecessor courts have consistently held that even a slight overlap in 
the range establishes a prima facie case of obviousness.”

Reply (Paper 25), 13-14 



Claim 1: “…the syrup formulation has a viscosity of less 
than 1500 centipoise at about 22 degrees…”

Claim 2: “…the syrup formulation has a viscosity of less 
than 1000 centipoise at about 22 degrees…”

Claim 3: “…the syrup formulation has a viscosity of less 
than 750 centipoise at about 22 degrees…”

Claim 4: “…the syrup formulation has a viscosity of less 
than 600 centipoise at about 22 degrees…”

Claim 15: “…the composition has a viscosity from about 
1500 centipoise to about 400 centipoise at about 22 
degrees…” 
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The ’4666 Patent Discloses Oral Formulations That Meet All of the 
Viscosity Limitations of the Challenged Claims

Ex. 1005, 4:9-17, claim 11

✅

✅

✅

✅

✅

Ranges 
overlap?

Ex. 1001, claims 1-4, 15

Pet. (Paper 2), 25, 31, 34, 44, 52-53, 58, 60, 66; Ex. 1003 (Crowley Decl.), ¶¶74, 119, 132, 167-169, 191;Reply (Paper 25), 12-15 



Ex. 1006, 8:1-3 

Claim 1: “…the syrup formulation has a viscosity of less 
than 1500 centipoise at about 22 degrees…”

Claim 2: “…the syrup formulation has a viscosity of less 
than 1000 centipoise at about 22 degrees…”

Claim 3: “…the syrup formulation has a viscosity of less 
than 750 centipoise at about 22 degrees…”

Claim 4: “…the syrup formulation has a viscosity of less 
than 600 centipoise at about 22 degrees…”

Claim 15: “…the composition has a viscosity from about 
1500 centipoise to about 400 centipoise at about 22 
degrees…” 
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WO133 Discloses Oral Formulations That Meet All of the Viscosity 
Limitations of the Challenged Claims

✅

✅

✅

✅

✅

Ranges 
overlap?

Pet. (Paper 2), 26, 31, 34, 44, 52-53, 58, 60, 66; Ex. 1003 (Crowley Decl.), ¶¶68, 80, 119, 132, 167-169, 191; Reply (Paper 25), 12-15 

Ex. 1001, claims 1-4, 15



The Presumption that the Viscosity Ranges Claimed By the ’795 
Are Obvious Has Not Been Rebutted

Genexa has failed to show:
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“teaching away, unexpected results or criticality, 
or other pertinent objective indicia indicating 

that the overlapping range would not have been 
obvious in light of that prior art.”

E.I. DuPont de Nemours & Company v. Synvina C.V., 904 F.3d 996, 1008 (C.A.Fed., 2018)



Claims 5, 6 and 8
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Claims 5, 6 & 8 of the ’795 Patent

Ex. 1001, claims 5-6, 8

The pharmaceutical syrup formulation of claim 1, wherein 0.01 to 
2 grams of acetaminophen is suspended per 100mL of the syrup.

5.

The pharmaceutical syrup formulation of claim 1, wherein 0.01 to 
1 grams of acetaminophen is suspended per 100mL of the syrup

6.

The pharmaceutical syrup formulation of claim 7, wherein the 
acetaminophen is between 0.01 to 2% of the formulation weight.

8.



Claim 5: “wherein 0.01 to 2 grams of acetaminophen is 
suspended per 100mL of the syrup”

Claim 6: “wherein 0.01 to 1 grams of acetaminophen is 
suspended per 100mL of the syrup”
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WO742 Discloses An Acetaminophen Concentration That Fall 
Within the Acetaminophen Concentration Ranges of Claims 5 & 6

✅

✅

Falls within 
range?

The formulation in Example IX 
includes 1g per 100mL of 

acetaminophen 

Ex. 1007, 23

Pet. (Paper 2), 60-61, 64; Ex. 1003 (Crowley Decl.), ¶¶229-232, 245-246; Reply (Paper 25), 16-18, 16 fn.1
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FR458 and WO133 Teach Acetaminophen Concentration Ranges 
That Overlap With Those of Claims 5, 6 and 8

Claim 5: “wherein 0.01 to 2 grams of acetaminophen is 
suspended per 100mL of the syrup”

Claim 6: “wherein 0.01 to 1 grams of acetaminophen is 
suspended per 100mL of the syrup”

Claim 8: “wherein the acetaminophen is between 0.01 to 
2% of the formulation by weight”

✅

✅

Falls within 
range?

✅

FR458 WO133

Ex. 1004, 3: 78-85  Ex. 1005, 2:14-19 

Ex. 1001, claim 5-6, 8 

Claim 5: “wherein 0.01 to 2 grams of acetaminophen is 
suspended per 100mL of the syrup”

Claim 6: “wherein 0.01 to 1 grams of acetaminophen is 
suspended per 100mL of the syrup”

Claim 8: “wherein the acetaminophen is between 0.01 to 
2% of the formulation by weight”

✅

✅

Falls within 
range?

✅

Pet. (Paper 2), 34-38, 42; Ex. 1003 (Crowley Decl.), ¶¶134-137, 153-154; Reply (Paper 25), 16-18



The Overlapping Viscosity Ranges Taught By the Prior Art and the 
’795 Patent Created a Presumption of Obviousness
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Genentech, Inc. v. Hospira, Inc. 946 F.3d 1333, 1341 (Fed. Cir. 2020)

“If the relevant comparison between a disputed claim limitation and 
the prior art pertains to a range of overlapping values, ‘we and our 

predecessor courts have consistently held that even a slight overlap in 
the range establishes a prima facie case of obviousness.”

Reply (Paper 25), 13-14 



Genexa Incorrectly Argues That The Ranges Disclosed by FR458 
and WO133 Are So Broad That Overlapping Ranges Do Not Apply
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Genetics Inst., LLC v. Novartis 
Vaccines & Diagnostics, Inc. does 
not apply here. In that case, the 

court found no prima facie case of 
obviousness due to the unusually 

broad ranges in the prior art, 
which encompassed many distinct  

compositions* requiring 
nonobvious invention.

*The disclosed prior art range included 68,000 
truncated protein variants made up of 2,332 

amino acids, which differed in terms of the size 
and location of the amino acid deletions, and 

the degree of permitted amino acid 
substitutions

POR (Paper 20), 65

Reply (Paper 25), 17-18, 18 fn. 12
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Genexa Ignores the Narrower API Concentration Ranges Taught 
by FR458 and WO133

Patent Owner Response
FR458

WO133

POR (Paper 20), 65

Ex. 1004, 3:78-85

Ex. 1006, 2:14-19

Pet. (Paper 2), 34-35, 38; Ex. 1003 (Crowley Decl.), ¶136; Reply (Paper 25), 17



Genexa Also Ignores that the Claimed Acetaminophen Ranges Are 
Very Broad Themselves
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Difference between 
upper and lower 
concentrations

Acetaminophen concentrationClaim

200x0.01 to 2 grams of acetaminophen is suspended 
per 100mL of the syrup

5.

100x0.01 to 1 grams of acetaminophen is suspended 
per 100mL of the syrup

6.

200xbetween 0.01 to 2% of the formulation weight.8.

Pet. (Paper 2), 34-36; Ex. 1003 (Crowley Decl.), ¶121 fn. 27; Reply (Paper 25), 18

Ex. 1001, claims 5-6, 8
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A POSITA Would Understand that Practical Limits Exist for the 
Acetaminophen Concentration in an Oral Formulation

Pet. (Paper 2), 35-36; Ex. 1003 (Crowley Decl.), ¶134 (Table 2).

Pet. (Paper 2),  36



Claims 13 and 24
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Claims 13 and 24 of the ’795 Patent

The pharmaceutical syrup formulation of claim 7, wherein the 
agave syrup is about 95% of the formulation by weight.

13.

The pharmaceutical syrup formulation of claim 18, wherein the 
agave syrup is about 95% of the formulation by weight.

24.

Ex. 1001,  claims 13, 24



The Amount of Agave Syrup is a Design Choice that is Within a 
POSITA’s Skill Set
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Heyer 2009

Ex. 1003,  ¶162

Ex. 1003,  ¶164

Ex. 1008,  [0023]

Pet. (Paper 2), 4 (citing Ex. 1008), 27 (citing Ex. 1008), 43-44 (citing Ex. 1003); Reply (Paper 25), 21-22, 22 fn. 13 (citing Ex. 1003 and Ex. 1008) 
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Patent Owner Wrongly Argues that Petition Makes a Conclusory 
Assertion “About 95%” Agave Syrup Being a Design Choice 

POR (Paper 20), 56

Pet. (Paper 2), 43
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“About 95%” Agave Syrup per Formulation Weight Is an Obvious 
Design Choice

“[About 95% agave syrup per formulation 
weight] provides no novel or unexpected 

result. [About 95% agave syrup] would be an 
obvious matter of design within the skill of the 
art... [U]se of [about 95% agave syrup] in the 

manner claimed is well known…”

Application of Kuhle, 526 F.2d 553, 555 (Cust. & Pat.App. 1975)

Reply (Paper 25), 21-22
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The ’795 Patent Does Not Teach Any Novel or Unexpected Result 
Related to “About 95%” Agave Syrup Per Formulation Weight

The ’795 Patent also does not specify the properties of the agave syrup 
used in its formulation, including its water content and viscosity.

Ex. 1001, 2:40-56

Ex. 1001, 5:10-19 (Example 1)

Pet., (Paper 2), 7, 14-15, 51-52;  Reply (Paper 25), 21-22, 22 fn. 13



Claim 9
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FR458, the ’4666 and WO742 Each Teach Including Water in a 
Quantity Sufficient to Achieve a Desired Final Volume
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Pet. (Paper 2), 64 

Pet., (Paper 2), 30, 64;  Ex. 1003 (Crowley Decl.), ¶¶116-117, 247; Reply (Paper 25), 19-20



Genexa Argues that KinderFarms Fails to Justify Why a POSITA 
Would Alter FR458 and WO742’s Examples to Achieve 5% Diluent
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POR (Paper 25), 55  

Reply (Paper 25), 19-20



A POSITA Would Have Understood the Advantage of Limiting the 
Amount of Diluent
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Ex. 1003(Crowley Decl. ), ¶155  

Pet. (Paper 2), 42-43; Reply (Paper 25), 19-20
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Claim 18’s Formulation

“Consisting Essentially Of”is
Disclosed 
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Claim 18

DEMONSTRATIVE – NOT AN EXHIBIT 120

A stable, palatable pharmaceutical syrup formulation for oral administration consisting 
essentially of:

18.

a therapeutically effective amount of acetaminophen,(a)

agave syrup, (b)

acidic preservative,(c)

a flavoring agent, and(d)

a diluent, wherein the syrup formulation has a viscosity of less than 1500 centipoise at about 22 
degrees; and 
wherein the acetaminophen is suspended in the syrup.

(e)

Ex. 1001, Claim 18  



“Consisting Essentially Of” Includes Unlisted Ingredients that Do 
Not Affect the Basic and Novel Properties of the Invention
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“By using the term ‘consisting essentially of,’ the 
drafter signals that the invention necessarily includes 

the listed ingredients and is open to unlisted 
ingredients that do not materially affect the basic 

and novel properties of the invention.”

AVX Corporation v. Greatbatch Ltd., IPR2014-01361, *3-*4 (PTAB Feb. 19, 2015)
(citing PPG Indus. V. Guardian Indus., 156 F.3d 1351, 1354 (Fed. Cir. 1998).

Pet. (Paper 2), 17, 48



The “Novel and Basic” Properties of the Invention Disclosed By the 
’795 Patent Are Unclear
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Pet. (Paper 2), 17-19, 18 fn. 11-12, 49, 71; Ex. 1003 (Crowley Decl.), ¶¶ 98, 179

Ex. 1003 (Crowley Decl.), ¶179 



If the “Novel and Basic” Properties Require Excluding Unnatural 
and Artificial Ingredients, Then FR458 Teaches This

These ingredients do not materially affect 
the basic and novel properties of the 
invention of the ’795 Patent

• Xanthan gum: Natural polysaccharide 
produced through fermentation of 
carbohydrates by Xanthomonas campestris. 
Used as a suspending agent and a viscosity 
increasing agent.

• Agar agar: Natural polysaccharide derived 
from algae. Used as a viscosity increasing 
agent.

• Glycerin: Occurs naturally in animal and 
vegetable fats and oils. Used as a sweetener 
and a viscosity agent. 
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Ex. 1004, 8  

Pet. (Paper 2), 49-50, 71; Ex. 1003 (Crowley Decl.), ¶¶ 179, 181 (citing Ex. 1029)
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Claim 18 and its Dependent
Claims are Indefinite



The Definiteness Requirement Applies to a “Consisting Essentially 
of” Claim
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“Because the basic and novel properties of an invention are 
part of the construction of a claim containing the phrase 
‘consisting essentially of,’ the Nautilus standard applies to 

the assessment of an invention's basic and novel properties. 
Accordingly, the construction of the basic and novel 

properties is governed by 35 U.S.C. § 112, ¶ 2 and the 
accompanying analysis from Nautilus.”

Horizon Pharma Ireland Limited v. Actavis Laboratories, UT, Inc., at *8 (D. N. J. Aug. 17, 2016).

Pet. (Paper 2), 70-72



The “Novel and Basic” Properties of the Claimed Invention Are 
Indefinite
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While one may argue that the formulations 
of claim 18 exclude unnatural and artificial 

ingredients, that is inconsistent with 
sections of the specification. 

Ex. 1003 (Crowley Decl.), ¶179 

Pet. (Paper 2), 7 (citing Ex. 1001), 17-19 (citing Ex. 1003), 18 fns. 11 and 12 (citing Ex. 1003), 49, and 71-72 (citing Ex. 1003); Ex. 1003 (Crowley Decl.), ¶¶ 98 (citing Ex. 1001), 179, 273

Ex. 1001, 3:64-4:3 



Patent Owner Has Not Provided Any Arguments Regarding Claim 
18 or the Basic and Novel Properties of the Claimed Invention
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POR (Paper 20), 68

The specification and the Patent Owner’s failure to explain what 
are the “the basic and novel properties of the invention” are is 
an admission that “consisting essentially of” does not meet the 

requirements of 35 U.S.C. §112(b)

Pet. (Paper 2), 71-72
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Dr. Berkland’s Testimony
Should Be Given Less Weight



Dr. Berkland Has Failed to Consider the Scope of the Challenged 
Claims
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Reply (Paper 25), 22



Dr. Berkland Failed to Consider the Scope of the Challenged 
Claims
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A pharmaceutical syrup formulation for oral administration comprising:1.

acetaminophen,(a)

agave syrup, and(b)

a diluent, wherein the syrup formulation has a viscosity of less than 1500 centipoise at about 22 
degrees;  wherein the acetaminophen is suspended in the syrup; and wherein the syrup is palatable. 

(c)

Ex. 1001, 5: 34-41 (claim 1)

Reply (Paper 25), 22

Ex. 1051, 33:4-11



Dr. Berkland Failed to Consider the Scope of the Challenged 
Claims
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A pharmaceutical syrup formulation for oral administration comprising:1.

acetaminophen,(a)

agave syrup, and(b)

a diluent, wherein the syrup formulation has a viscosity of less than 1500 centipoise at about 22 
degrees;  wherein the acetaminophen is suspended in the syrup; and wherein the syrup is palatable. 

(c)

Ex. 1001, claim 1

Ex. 1051, 38:13-22 (objection omitted)

Reply (Paper 25), 22

Ex. 1051, 120:18-23



Dr. Berkland Failed to Consider the Scope of the Challenged 
Claims
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A stable, palatable pharmaceutical syrup formulation for oral administration consisting 
essentially of:

18.

a therapeutically effective amount of acetaminophen,(a)

agave syrup, (b)

acidic preservative,(c)

a flavoring agent, and(d)

a diluent, wherein the syrup formulation has a viscosity of less than 1500 centipoise at about 22 
degrees; and  wherein the acetaminophen is suspended in the syrup.

(e)

Ex. 1001, claim 18

Ex. 1051, 160:11-16 (objection omitted)

Ex. 1051, 161:2-9 (objection omitted)
Reply (Paper 25), 22



Dr. Berkland’s Testimony is Unreliable
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Ex. 2009, ¶121

Ex. 1031, 1 Reply (Paper 25), 11 fn. 6
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The POSITA
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The POSITA

Genexa’s POSITAKinderFarms’ POSITA
Would have access to one or more team members 
having experience in pharmaceutical formulation 
and pharmaceutical regulatory approvals. 

He or she has:

• A bachelor of science degree in a relevant life 
sciences field (e.g., chemistry, biochemistry, or 
pharmacy), with at least two years of work or 
laboratory experience in pharmaceutical 
formulation; or

• Three to four years of work or laboratory 
experience in pharmaceutical formulations.

May work alone or as part of a team developing 
pharmaceutical formulations. 

He or she has: 

• A bachelor of science degree in a life sciences 
discipline relevant to pharmaceutical sciences 
(e.g., chemistry, biochemistry, biology or 
pharmacy) and would likely have work 
experience or other laboratory experience; or

• An advanced degree in a relevant life sciences 
discipline and less work or laboratory 
experience; or 

• No bachelor degree and several years of 
experience in the pharmaceutical industry 
and/or working in a laboratory.

Pet.  (Paper 2), 13-14, 13 fns. 6-7; Ex. 1003 (Crowley Decl.), ¶¶90-91, 53 fns. 13 and 14; POR (Paper 20), 10-12; Ex. 2009 (Berkland Decl.), ¶¶19-23
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The Prior Art Discloses The

Unchallenged Limitations



The Cited Prior Art Teaches “a Stable Pharmaceutical Syrup 
Formulation for Oral Administration” 
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Ex. 1004, 3:58-61 

Ex. 1005, abstract

Ex. 1006, 2:14-25

Ex. 1007, 9:18-25

See Pet. (Paper 2), 29-28, 38-39; 56, 61-62; Ex. 1003 (Crowley Decl.), ¶¶106-108, 138-143, 201-203, 233-237, App. D, 1-2, 15-16, 49-51, 62-64; Reply (Paper 25), 12 fn. 8 

WO133

FR458 WO742

The ‘4666 Patent



Genexa Does Not Dispute that “a Stable Pharmaceutical Syrup 
Formulation for Oral Administration” is Disclosed
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Ex. 1003, ¶142

See POR (Paper 20) and Sur-Reply (Paper 29), generally



The Cited Prior Art Teaches “a Diluent” that is Water
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See Pet. (Paper 2) ,  30, 39, 42-43, 57, 61-62, 64-65; Ex. 1003 (Crowley Decl.), ¶¶,116-118, 155-156, 159-160, 211-214, 247-248, 251-252, App. D, 6-7, 23-24, 30-32, 42-44, 54-55, 70-71, 76-78   

FR458 WO742The ’4666 Patent

Ex. 1004, 8 Ex. 1005, 4
Ex. 1007, 23



Genexa Does Not Dispute that “a Diluent” that is Water is 
Disclosed
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See POR (Paper 20), generally; Sur-Reply (Paper 29), generally

Pet. (Paper 2), 42



The Cited Prior Art Teaches “Acetaminophen Suspended in the 
Syrup” 
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Ex. 1004, 8:199-204

Ex. 1006, 3:8-15

Ex. 1007, 13:7-10

See Pet. (Paper 2), 20-24, 25-26, 32-33, 39, 41-42, 47, 58-59; Ex. 1003 (Crowley Decl.), ¶¶65, 77, 80, 122-123, 126, 138, 175, 100, fn. 20, ¶¶ 219-220, 233, App. D, 8-10, 25-27, 44-47, 56-58, 72, 74, 

FR458 WO742

WO133



Genexa Does Not Dispute that “Acetaminophen Suspended in the 
Syrup” is Disclosed
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See POR (Paper 20), generally; Sur-Reply (Paper 29), generally

Pet. (Paper 2),  32-33



The Cited Prior Art Teaches “the Syrup is Palatable”
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See Pet. (Paper 2), 16, 33, 38-39, 47-51, 58-59, 61, 63, 68-69; Ex. 1003 (Crowley Decl.), ¶¶73,  76,  95, 124-129, 148-150, 173, 177-178, 221-224, 240-242, App. D, 10-12, 35-37, 58-59 .

Ex. 1006, 1:4-6

Ex. 1005, 2:15-21

Ex. 1007, 23

Ex. 1004, 2:39-45

FR458

WO133

WO742

The ‘4666 Patent



Genexa Does Not Dispute that “the Syrup is Palatable” is Disclosed
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See POR (Paper 20), generally; Sur-Reply (Paper 29), generally

Ex. 1003 (Crowley Decl.), ¶128



The Cited Prior Art Teaches an “Acidic Preservative” That 
Comprises “Citric Acid”
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See Pet. (Paper 2), 40, 44, 47, 48, 61, 63, 66; Ex. 1003 (Crowley Decl.), ¶¶63, 65, 144-147, 165-166, 175-176, 238, 256-257, App. D., 20-21, 32-33, 39-40, 68, 78 

Ex. 1004, 8

Ex. 1006, 7:20-26

FR458
WO133



Genexa Does Not Dispute that an “Acidic Preservative” That 
Comprise Citric Acid is Disclosed
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See POR (Paper 20), generally; Sur-Reply (Paper 29), generally

Ex. 1003 (Crowley Decl.), ¶¶145-146



The Cited Prior Art Teaches “a Flavoring Agent” That is a “Bitter-
Taste-Blocking Ingredient”
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See Pet. (Paper 2), 25, 40-41, 46, 63, 67-68; Ex. 1003 (Crowley Decl.), ¶¶148-150, 173-175, 240-242, 264-265, App. D, 21-23, 34-35, 40-42, 68-70, 
79-81

Ex. 1007, 23

Ex. 1006,  5:21-26 

Ex. 1005, 2:15-21  

WO133

The ‘4666 Patent

WO742



Genexa Does Not Dispute that “a Flavoring Agent” That is a 
“Bitter-Taste-Blocking Ingredient” is Disclosed
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See POR (Paper 20), generally, Sur-Reply (Paper 29), generally

Ex. 1003 (Crowley Decl.), ¶173



The Cited Prior Art Teaches “Wherein the Agave Syrup is Less 
Than [98% or 95%] of the Formulation by Weight”

DEMONSTRATIVE – NOT AN EXHIBIT 149

See Pet. (Paper 2), 43-44, 53-54, 65; Ex. 1003 (Crowley Decl.), ¶¶157-158, 249-250, App. D, 29-30, 48-48, 75-76  

Ex. 1007, 23Ex. 1004, 8

FR458
WO742



Genexa Does Not Dispute that “Wherein the Agave Syrup is Less 
Than [98% or 95%] of the Formulation by Weight” is Disclosed
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See POR (Paper 20), generally; Sur-Reply (Paper 29), generally
Ex. 1003 (Crowley Decl.), ¶¶157, 249



The Prior Art Teaches “Wherein the Formulation is Orally 
Administered for Veterinary and Human Use”
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See Pet. (Paper), 45, 45 fn. 23, 67; Ex. 1003 (Crowley Decl.), ¶¶170-172, 261-263, App. D, 33-34, 79

Ex. 1007, 9:26-28

Ex. 1006, 1:13-17

Ex. 1005, 1:6-15

WO742

WO133 The ‘4666 Patent



Genexa Does Not Dispute that “Wherein the Formulation is Orally 
Administered for Veterinary and Human Use” is Disclosed
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See POR (Paper 20), generally; Sur-Reply (Paper 29), generally

Ex. 1003, ¶170


