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I, Assad Sawaya, declare as follows:

1. I am President of Altaire Pharmaceutical, Inc. I make this

declaration based upon my personal knowledge of the facts stated herein.

2. Altaire manufactured the products that are the subject of the

’623 patent (Phenylephrine HCl Ophthalmic Solution 2.5% and Phenylephrine

HCl Ophthalmic Solution 10%) for various customers, for at least 8 years prior to

the ’623 patent’s filing date. Altaire’s products have consistently had a label

instructing storage in a refrigerator “at 2°-8° C (36°-46° F).” (See, e.g., Exhibits

1004 and 1005 (excerpts reproduced and annotated below)).1

1 Exhibits 1004 and 1005 are dated as approved for print in September 2005 and

December 2004, respectively.
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3. Labels like those depicted above were provided on Altaire’s

Phenylephrine Hydrochloride Ophthalmic Solution sold and distributed over one

year prior to the ’623 patent’s filing. (See, e.g., Exhibit 1006 at 1 of 3 and 3 of 3

(reproduced and annotated below).

4. The above depicted product (Lot # 11578 (see id. at 2 of 3))

was sold and distributed over a year prior to the ’623 patent’s earliest filing date.

(See Exhibit 1007). Lot # 11578 was manufactured in December 2011 as a 2.5%

Phenylephrine Hydrochloride Ophthalmic Solution. Lot #11578 had an expiration
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date of December 2013, which means that it would maintain its chirality for

application to the eye when stored at 2°-8° C low temperature storage until that

date. (See Exhibit 1006 at 2 of 3 (noting a date of “12/13” indicating its

expiration date)).

5. Altaire also sold and distributed a 10% Phenylephrine

Hydrochloride Ophthalmic Solution. (See, e.g., Exhibit 1008 at 1 of 3 and 3 of 3

(reproduced below)).

6. Lot # 11581 (see id. at 2 of 3)) was sold and distributed over a

year prior to the ’623 patent’s earliest filing date. (See Exhibit 1009). Lot #

11581 was manufactured in January 2012 and had an expiration date of December
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2013, which means that it would maintain its chirality for application to the eye

when stored at 2°-8° C low temperature storage until that date. (See Exhibit 1008

at 2 of 3 (noting a date of “12/13” indicating its expiration date)).

7. After years of selling its Phenylephrine Hydrochloride

Ophthalmic Solution, Altaire was approached by Paragon’s CEO, Mr. Patrick

Witham, to enter into an agreement dated May 15, 2011 (“Agreement”) whereby

Altaire would provide the Chemistry, Manufacturing and Controls (or CMC)

sections regarding Altaire’s Phenylephrine HCl Ophthalmic Solution product for

the limited purposes of supporting a New Drug Application (or NDA) to be

submitted by Paragon to the Federal Food & Drug Administration (“FDA”).

8. The Agreement specified that:

a. Altaire’s CMC sections are provided for the limited

purposes of obtaining the NDAs contemplated by the

Agreement;

b. the Altaire information may not be used for any other

purpose; and

c. it is the specific intent of the parties that the Altaire

information is the proprietary and confidential information

of Altaire,

Exhibit 1003- Page 5 of 30f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
	� Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

	� Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
	� With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

	� Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
	� Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

	� Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


