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Overview

• The ’344 Patent is entitled to a priority date of no later 

than the filing date of U.S. Application No. 19/378,956, 

March 3, 2003.

• The ’956 Application provides written description support 

for the claims.

• Based on the disclosure of the ’956 Application, a 

POSITA would have been able to predict whether a co-

crystal would form and could have utilized high-

throughput crystallization and screening to assess the 

conditions under which formation would occur.

DEMONSTRATIVE EXHIBIT - NOT EVIDENCE 2POR, at 1-2, 16-21, 21-25
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The Invention of the ’344 Patent

DEMONSTRATIVE EXHIBIT - NOT EVIDENCE 3



4POR, 3-4; EX1001, 1:8-16 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

Overview of the ’344 Patent

The ’344 Patent claims priority to at least 

as early as March 2003



5POR, 4; EX1001, claim 10 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

Overview of the ’344 Patent 



6POR, 4; EX1002, ¶ 65; EX2014, ¶ 30 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

Overview of the ’344 Patent

The Parties agree on the definition of 

“co-crystal”



7POR, 4; EX1001, 9:27-34 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

Overview of the ’344 Patent

The ’344 Patent describes the different 

components of the claimed co-crystals.



8POR, 5; EX1001, 3:35-37 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

Overview of the ’344 Patent

The ’344 Patent describes the different 

components of the claimed co-crystals.



9POR, 5; EX1001, Fig. 24 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

Overview of the ’344 Patent

The ’344 Patent describes how the claimed 

co-crystals are formed.



Overview of the ’344 Patent

DEMONSTRATIVE EXHIBIT - NOT EVIDENCE 10POR, 6; EX1001, 11:60-23:59; EX2014, App. C

The ’344 Patent provides 19 examples of co-crystals 

– illustrating the claim limitations of claims 10, 11, 

and 18.
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Background of the ’344 Patent 

DEMONSTRATIVE EXHIBIT - NOT EVIDENCE 11
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DEMONSTRATIVE EXHIBIT - NOT EVIDENCE 12

Principles of Hydrogen 
Bonding were Well-Known



13POR, 11; EX1002, ¶ 19; EX2014, ¶ 24 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

The Parties Agree on Definition of POSITA



14POR, 11; EX1002, ¶ 126; EX2014, ¶¶ 23-24, 59 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

The Parties Agree That Level of Skill is High



15POR, 7; EX2014, ¶ 38 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

Hydrogen Bonding Principles Were Well-Known



16POR, 7; EX2014, ¶¶ 39-43 EX2005 at 5 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

Dr. Margaret “Peggy” Etter Published Rules for Hydrogen 
Bonding in the 1990s 



17POR, 7; EX2014, ¶¶ 39-43; EX2016, 39:4-9 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

In 2002/2003, a POSITA Would Have Been Aware of Dr. Etter’s work



18Sur-Reply, 2-3; EX2017, 24:9-19. DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

Etter’s Rules Were and Remain Important in Field



1919
DEMONSTRATIVE EXHIBIT - NOT EVIDENCE 19

A POSITA Had Resources to 
Select Appropriate Solvents 
And Excipients



20POR, 9; EX2014, ¶ 45; EX2012 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

Background of the ’344 Patent

A POSITA would have been aware of 

guidance available from HHS that identified 

solvents not to use or to avoid.



21POR, 9; EX1001, 10:15-21 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

Background of the ’344 Patent

A POSITA would have had several 

references in hand to choose excipients.



22POR, 9; EX2015, 51:16-52:3 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

Background of the ’344 Patent

A POSITA would have had several 

references in hand to choose excipients.



2323

The ’956 Application Provides Written 
Description Support for the Claimed 
Co-crystals



24POR, 16; EX2014, ¶ 53 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

Written Description Support of the ’344 Patent

Written description support exists for the 

claimed pharmaceutical compositions.



Written Description Support of the ’344 Patent

DEMONSTRATIVE EXHIBIT - NOT EVIDENCE 25POR, 16; EX1001, 11:60-23:59; EX2014, App. C

The ’344 Patent provides 19 examples of co-crystals 

– illustrating the claim limitations of claims 10, 11, 

and 18.



26POR, 16; EX2014, ¶ 54 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

Written Description Support of the ’344 Patent

Written description support exists for the 

claimed pharmaceutical compositions.



Written Description Support of the ’344 Patent

DEMONSTRATIVE EXHIBIT - NOT EVIDENCE 27POR, 16; EX1001, Fig. 24



The Specification Did Not Need To Cite Etter’s Rules

DEMONSTRATIVE EXHIBIT - NOT EVIDENCE 28Sur-Reply, 3



Preformulation Work Would Give POSITA Significant 
Knowledge Before Starting The Process

DEMONSTRATIVE EXHIBIT - NOT EVIDENCE 29POR, 8-9

A POSITA would also have understood the basic principles of 

formulating a pharmaceutical composition, including testing the 

various properties of a formulation such as solubility.  Id. First, a 

POSITA would need to understand the goals of formulating the 

pharmaceutical composition, such as the desired stability.  EX2015 

(Appel Deposition) at 33:17-35:17.  Then a POSITA would enter 

the pre-formulation stage, where they would run tests to 

understand the physicochemical properties of the drug, such as the 

pH and solubility.  Id. at 35:19-36:14.  Based on the 

physicochemical properties of the API, a POSITA would ascertain 

how that API may be appropriately formulated so that there is good 

bioavailability.  Id. at 36:22-38:4.  This process would be the same 

for formulating an API not in a co-crystal as well as formulating a 

multiple-component co-crystal comprising an API.  Id. at 72:7-

74:16.



Preformulation Work Would Give POSITA Significant 
Knowledge Before Starting The Process

DEMONSTRATIVE EXHIBIT - NOT EVIDENCE 30POR, 8-9; Ex 2014, ¶ 44

A POSA, in 2002/2003, would have viewed co-crystallization of an API as a 

purification step in the formulation of a pharmaceutical composition.  See Ex. 2011 

(Morissette) at 276 (“Most APIs . . . are purified and isolated by crystallization 

from an appropriate solvent during the final step in the synthetic process.”).  Put 

differently, by the time a POSA arrived at the co-crystallization stage of the 

formulation process for a given API, he or she would have already tested and 

understood the solubility parameters of that API and any suitable co-formers, the 

types of available solvents and co-formers appropriate for pharmaceutical use, and 

the solvent(s) and co-former(s) in which the API and co-former prospects would or 

would not be soluble. 



POSITA Would Have Understood Which APIs and Co-
Crystals Would Form a Synthon

DEMONSTRATIVE EXHIBIT - NOT EVIDENCE 31Sur-Reply, 10



Dr. Ward Identified Common Structural Features

DEMONSTRATIVE EXHIBIT - NOT EVIDENCE 32Sur-Reply, 10-11
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The ’956 Application Enables the 
Claimed Co-Crystals



34POR, 22; EX2016, 31:2-8 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

Enablement of the ’344 Patent

The level of skill in the art is high.



35POR, 10-11; EX2014, ¶ 49 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

A POSITA Would Have Been Aware of High-Throughput Screening



36POR, 22-25; EX2014, ¶ 64 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

Enablement of the ’344 Patent

The quantity of experimentation necessary 

is low – in favor of enablement.



37POR, 22-25; EX2014, ¶ 74 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

Enablement of the ’344 Patent

The state and predictability of the art weigh 

in favor of enablement.



38POR, 22-25; EX2014, ¶¶ 77-79, App. C DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

Enablement of the ’344 Patent

The amount of direction or guidance 

presented and presence of working 

examples weigh in favor of enablement



39POR, 25; EX2014, ¶¶ 80-81 DEMONSTRATIVE EXHIBIT - NOT EVIDENCE

Enablement of the ’344 Patent

The nature of the invention weighs in favor 

of enablement.




