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Preliminary Statement

Claim construction

Level of ordinary skill in the art

The ’l3l patent

Background of ophthalmic formulations

The combination of Ogawa and Sallmann, in either direction, does not

render any claim of the ’ l31 patent obvious

A. No reason to focus on Ogawa and bromfenac preparations

B. Design need and market demands would not have led a POSA

in the direction that the inventors of the ’ 131 patent took

C. A POSA would not have combined Ogawa and Sallmann

1. Ogawa and the problem it sought to solve

2. Sallmann’s singular purpose does not align with

Ogawa’s

3. It would not have been obvious to modify Ogawa

Example 6 in View of Sallmann Example 2

4. Lupin’s arguments of motivation and expectation

of success ring hollow

D. Sallmann in View of Ogawa: another hindsight—laden
combination

1. The proposed combination destroys the essential

purpose of Sallmann and ignores the blaze marks
in the art

2. Lupin’s arguments to modify Sallmann in View of

Ogawa are legally insufficient, internally

inconsistent, and belied by the Very art Lupin cites
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VII. Compelling objective evidence of patentability

A. Tyloxapol’s unexpectedly superior chemical stabilizing effect

1.

2.

Testing against the closest prior art

A POSA’s expectation, if anything, of polysorbate
80

Tyloxap0l’s unexpectedly superior stabilizing
effect

Tyloxapol’s unexpectedly better maintenance of

preservative efficacy

B. Additional compelling objective evidence of patentability

VIII. Separate patentability of individual claims

A. Separate patentability of claims 4, 6, 10-12, 16, 18, 22-23, and
26
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IX. Conclusion
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