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INTEREST OF AMICUS CURIAE

The Pharmaceutical Research and Manufacturers of America

(“PhRMA”) represents the country’s leading research-based pharmaceutical and

biotechnology companies.1 PhRMA’s members are devoted to discovering and

developing innovative medicines, treatments, and vaccines that save, prolong, and

improve the quality of the lives of countless individuals worldwide, on a daily

basis. These efforts consume enormous resources. In 2016 alone, PhRMA

members invested approximately $65.5 billion in their research and development

efforts.

PhRMA works to protect its members’ investments by supporting

public policies that promote innovation in the pharmaceutical industry, including a

robust system of patent protection. To that end, PhRMA frequently participates as

an amicus in cases that involve significant issues that impact patent rights. This

case presents such an issue. 2 On August 14, 2017, PhRMA submitted an amicus

1 A complete list of PhRMA members is available at
http://www.phrma.org/about/members. Members include Allergan plc and Teva
US Specialty Medicines. Plaintiff-appellant Allergan, Inc. is an indirect subsidiary
of the former; defendant-appellee Teva Pharmaceuticals, USA, Inc. is a corporate
affiliate of the latter.
2 The above-listed attorneys from Arnold & Porter Kaye Scholer LLP authored
this brief, with input from PhRMA. No party’s counsel authored any portion of
this brief or contributed money intended to fund preparation or submission of the
brief. Arnold & Porter Kaye Scholer LLP attorneys represent plaintiff-appellant
Allergan, Inc. in unrelated matters but do not represent Allergan, Inc. with respect
to the patents-in-suit.
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brief regarding the issue addressed herein in Acorda Therapeutics, Inc. v. Roxane

Labs., Inc., Appeal Nos. 2017-2078, 2134 (Fed. Cir. 2017).

Plaintiffs/appellants Allergan, Inc. and The Saint Regis Mohawk

Tribe have consented to PhRMA’s filing of its amicus curiae brief.

Defendants/appellees Teva Pharmaceutical USA, Inc., Akorn, Inc., Mylan

Pharmaceuticals Inc., and Mylan, Inc. take no position on PhRMA filing its amicus

curiae brief.

ARGUMENT

The importance of objective indicia as evidence of nonobviousness is

well-established. Yet here, the district court simply dismissed entirely Allergan’s

showing that its Restasis® product was a commercial success and met a long-felt

need, crediting the product’s success, not to the inventions claimed in the patents-

in-suit, but rather to prior art “blocking patents” that covered Restasis. The district

court reached its conclusion without requiring any proof at all that the earlier

patents had, in fact, prevented research by others. The district court’s approach

effectively eliminates commercial success and long-felt need from among the

objective indicia that can serve as proof of the nonobviousness of patents that

claim improvements upon already patented inventions. If this Court does not

reverse course on this issue, the consequent weakening of improvement patents

will likely deter innovative pharmaceutical companies – such as the members of
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PhRMA – from dedicating meaningful resources to improving upon existing

therapies which already enjoy patent protection. That, in turn, could deprive

society of vital scientific advances and better patient outcomes.

I. Significance of Objective Indicia as Proof of Nonobviousness

“Objective indicia of nonobviousness play a critical role in the

obviousness analysis.” Leo Pharm. Prods., Ltd. v. Rea, 726 F.3d 1346, 1358 (Fed.

Cir. 2013). Such so-called secondary considerations “can establish that ‘an

invention appearing to have been obvious in light of the prior art was not’ and may

be the ‘the most probative and cogent evidence in the record.’” Apple Inc. v. Int’l

Trade Comm’n, 725 F.3d 1356, 1366 (Fed. Cir. 2013). Objective indicia “are ‘not

just a cumulative or confirmatory part of the obviousness calculus but constitute

independent evidence of nonobviousness.’” Leo, 726 F.3d at 1358.

This Court has described secondary considerations of nonobviousness

as “objective guideposts” that serve as “powerful tools for courts faced with the

difficult task of avoiding subconscious reliance on hindsight” in that they “help

turn back the clock and place the claims in the context that led to their invention.”

Mintz v. Dietz & Watson, Inc., 679 F.3d 1372, 1378 (Fed. Cir. 2012). Accord In re

Cyclobenzaprine Hydrochloride Extended-Release Capsule Patent Litig., 676 F.3d

1063, 1079 (Fed. Cir. 2012) (“The objective considerations, when considered with
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the balance of the obviousness evidence in the record, guard as a check against

hindsight bias.”) As the Mintz court observed:

Technical advance, like much of human endeavor, often
occurs through incremental steps toward greater goals.
These marginal advances in retrospect may seem
deceptively simple, particularly when retracing the path
already blazed by the inventor. . . . [T]his court requires
consideration of these objective indicia because they
“provide objective evidence of how the patented device
is viewed in the marketplace, by those directly interested
in the product.”

Mintz, 679 F.3d at 1378.

In concurring in part in Apple, 725 F.3d at 1375, Judge Reyna put it

this way:

[A]n invention’s recognition in the related industry and
its success in the marketplace, along with the other
Graham factors, could constitute strong evidence of
innovation which could negate an obviousness
finding. . . . Our patent laws are designed to foster
optimal incentives for innovation, yet too often the
genius of an invention is dismissed by combination of
known elements viewed through glasses of hindsight. . . .
I encourage courts . . . to treat evidence corresponding to
the factors identified in Graham as strong, if not the best,
evidence of innovation – i.e., the manner in which the
industry and the marketplace responded to the disclosure
in a patent.

II. The District Court Gave No Weight to the Fact That
Restasis Is a Commercial Success and Met a Long-Felt Need

Judge Bryson, who tried this case in the district court, was

unequivocal in finding that Restasis was a commercially successful product:

Case: 18-1130      Document: 46     Page: 10     Filed: 01/16/2018



5

There is no doubt that Restasis has been a commercial
success. . . . Allergan introduced evidence that Restasis
has generated very large sales and considerable profits.
In the year 2015, . . . Restasis had net sales of $1.2 billion
on which the company generated a pre-tax profit of
approximately $975 million. . . . And one of the
defendants’ own representatives admitted that he
regarded Restasis as a successful product.

(Appx100-01).

The district court likewise determined that although Restasis was “not

a panacea,” it “satisfied a long-felt but unmet need” for patients suffering from dry

eye. (Appx101). Indeed, prior to Restasis, dry eye was treated with artificial tear

drops which do not “increase the natural production of tears or address the

inflammation that is typically associated with dry eye” and thus provide relief that

is “temporary and merely palliative in nature.” (Appx101). By contrast, Restasis

is FDA-approved “to increase tear production in patients whose tear production is

presumed to be suppressed due to ocular inflammation.” (Appx17).

The district court nonetheless essentially disregarded Restasis’s

commercial success, finding that the success of Restasis was “attributable mainly

to the patent protection” – U.S. Patent No. 4,839,342 (“Kaswan”) and 5,474,979

(“Ding ’979”) – that “Allergan has enjoyed for cyclosporin/castor oil emulsions

over the past quarter century.” (Appx103). The court similarly found that Restasis

had met the need for an anti-inflammatory ophthalmic product, “not because

Allergan was at the forefront of innovation in a competitive setting, but because it
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had enjoyed a long period of patent protection, which ensured that it would be the

only party that would be able to invent and exploit a cyclosporin/castor oil

product.” (Appx104). The district court concluded, “based principally on the

presence of the blocking patents that suppressed any competition in

cyclosporin/glyceride emulsion formulations, . . . that the objective consideration

evidence does not significantly support a finding of non-obviousness.” (Appx105).

The court cited no proof that any research work aimed at improving upon the

treatments available for dry eye before Restasis had actually been “blocked” or

“suppressed” by the Kaswan and Ding ’979 patents.

The district court relied on this Court’s decisions in Merck & Co. v.

Teva Pharm. USA, Inc., 395 F.3d 1364 (Fed. Cir. 2005), and Galderma Labs., L.P.

v. Tolmar, Inc., 737 F.3d 731 (Fed. Cir. 2013).3 Evidently, the district court

understood Merck and Galderma as having established a bright-line rule which

precludes commercial success and long-felt need as objective indicia of

nonobviousness in the case of patents on improvements on already patented

technology. In the absence of evidence, the district court speculated about how the

Kaswan and Ding ’979 patents influenced the course of scientific advancement in

the field.

3 Judge Bryson was a member of the panel that decided Galderma.
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There is, however, a clear distinction between those cases and this one

in that, in those cases, other researchers may well have been dissuaded by the fact

that the patentees already had first generation products on the market that were

covered by the earlier patents. Merck previously had a daily Fosamax® product

and was seeking to enforce a patent to an improved once-weekly formulation.

Galderma earlier had a Differin® 0.1% formulation and the patents at issue covered

second generation Differin Gel 0.3%. Here, on the other hand, Allergan had no

prior FDA-approved cyclosporin/castor oil product which would have discouraged

research on a Restasis-like dry eye treatment that would enhance tear production.

Moreover, shortly after the decision below, this Court decided Merck

Sharp & Dohme Corp. v. Hospira, Inc., 874 F.3d 724, 730 (Fed. Cir. 2017),

making clear that the mere “existence of another patent” licensed by the patentee is

not grounds for discounting evidence of commercial success. The court explained:

“[M]ultiple patents do not necessarily detract from evidence of commercial success

of a product or process, which speaks to the merits of the invention, not to how

many patents are owned by a patentee.” Id. at 731. The court characterized

commercial success as “a fact-specific inquiry that may be relevant to an inference

of nonobviousness, even given the existence of other relevant patents.” Id.
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III. The Prior Art Patents Did Not Preclude All Development of
Improved Treatments for Dry Eye

Notwithstanding the fact specific nature of commercial success as

evidence of nonobvious, the district court ignored the fact that the Kaswan and

Ding ’979 patents did not, in fact, prevent all research regarding the development

of cyclosporin/castor oil products for increasing tear production, much less

products with ingredients not within the Kaswan and Ding ’979 claims that would

similarly treat dry eye by increasing tear production.

Cyclosporin and castor oil – the key components of Restasis – were

known and readily available long before the Kaswan patent issued in June 1989

and the Ding ’979 patent issued in December 1995. The Kaswan patent

specification explains that, before the application for that patent was filed, others

had been using cyclosporin as a topical eye treatment for various conditions.

(Kaswan at 3:7-50). Dr. Kaswan plainly had sought to develop a cyclosporin-

based topical dry eye treatment, but the work disclosed in the four Examples

disclosed in her patent had not progressed beyond the treatment of dogs. In

addition, Sandoz had attempted to “develop a treatment consisting of cyclosporin

in corn oil,” but failed because “it was not well tolerated by patients.” (Appx104).

Ultimately, Sandoz abandoned the effort and licensed the Kaswan patent to

Allergan in 1993. (Appx6). Others unsuccessfully attempted to develop

cyclosporin-based eye treatments as well. (Appx104). Thus, before the Kaswan
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and Ding ’979 patents, researchers could have, but did not, develop

cyclosporin/castor oil treatments for dry eye that gained FDA approval as Restasis

did.

Moreover, the district court failed to take account of the fact that even

the issuance of the Kaswan and Ding ’979 patents did not preclude research

conducted outside of the United States or development work protected under 35

U.S.C. § 271(e)(1), the results of which could, at a minimum, have been licensed

to Allergan. And had the answer to the dry eye problem been obvious, as the

district court concluded, researchers could have published that remedy without

infringing.

Furthermore, after the Kaswan patent expired on August 2, 2009, the

Ding ’979 patent did not preclude development of a topical dry eye treatment

containing cyclosporin and castor oil, provided that it did not contain other

ingredients specified in the Ding ’979 claims such as polysorbate 80 and Pemulen.

The district court, however, required no evidence that the Kaswan and

Ding ’979 patents actually prevented anyone from developing a dry eye treatment

that would promote tear production as Restasis does. Nor did the district court

point to evidence that anyone other than Allergan had sought to license the Kaswan

patent from Sandoz or to evidence that anyone had sought to license the Kaswan

and Ding ’979 patents from Allergan.
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In the face of Allergan’s evidence that Restasis was a commercial

success and filled an unmet need, in order to meet their heavy burden of proving

invalidity by clear and convincing evidence, the accused infringers should have

had to demonstrate that the Kaswan and Ding ’979 patents actually blocked

researchers from achieving an improved dry eye treatment. To overcome that

showing, defendants should have had to establish that others were, in fact, blocked

by the earlier patents held by Allergan from solving the dry eye problem. “[T]he

party challenging validity bears the burden of persuasion throughout the litigation.”

In re Cyclobenzaprine Hydrochloride, 676 F.3d at 1078 n.5.

IV. A Patentee’s Proof of a Nexus Between the Claimed
Invention and the Commercial Success Should Suffice

“‘Evidence of commercial success . . . is only significant if there is a

nexus between the claimed invention and the commercial success. . . . However,

‘if the feature that creates the commercial success was known in the prior art, the

success is not pertinent.’” Galderma, 737 F.3d at 740 (citation omitted). See also

Software Rights Archive, LLC v. Facebook, Inc., 659 F. App’x 627, 639 (Fed. Cir.

2016) (“‘[W]here the offered secondary consideration actually results from

something other than what is both claimed and novel in the claim, there is no nexus

to the merits of the claimed invention. . . . If commercial success is due to an

element in the prior art, no nexus exists.’” (citation omitted)). “The burden of
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proof as to this . . . nexus resides with the patentee.” Demaco Corp. v. F. Von

Langsdorff Licensing Ltd., 851 F.2d 1387, 1392 (Fed. Cir. 1988).

Hence, in the context of an improvement patent, to prove that its

product was a commercial success the patentee must establish that the success of

the invention is attributable to the improvement. The patentee should be required

to show no more than that. As Judge Lourie, joined by Judges Michel and

Newman stated, in dissenting from denial of en banc rehearing in the Merck case:

Commercial success is a fact question, and, once it is
established, as found here by the trial court, the only
other question is whether the success is attributable to the
claimed invention (“nexus”), rather than to other factors
such as market power, advertising, demand for all
products of a given type, a rising economy that ‘lifts all
boats,’ etc. It is not negatived by any inability of others
to test various formulations because of the existence of
another patent. Success is success.

Merck & Co. v. Teva Pharm. USA, Inc., 405 F.3d 1338, 1339 (Fed. Cir. 2005).

Judge Lourie criticized the decision in Merck as “especially unsound in the context

of an improvement patent, as here, because it holds in effect that commercial

success for an improvement is irrelevant when a prior patent dominates the basic

invention.” Id.

Once the patentee has demonstrated that the claimed invention is a

commercial success and that the requisite nexus exists between that success and

the invention, the patentee should not be required to prove more to gain the benefit

Case: 18-1130      Document: 46     Page: 17     Filed: 01/16/2018



12

of that objective evidence of nonobviousness. Here, the district court’s decision

improperly nullified Allergan’s evidence regarding commercial success and long-

felt need and should be reversed.

V. The Harmful Impact of the District Court’s Approach

The district court’s application of Merck and Galderma here

effectively eliminates commercial success and long-felt need as objective indicia

of the nonobviousness of improvement patents. Yet, the nature of scientific

research is such that much of the research and development conducted by

pharmaceutical companies is directed to improving existing products. Frequently,

the resulting incremental advances are of great import to patients. As Judge

Newman stated in her dissent in Galderma: “[T]he court places new obstacles in

the path of improvement patents, a change of law that is particularly pernicious in

the arts where small differences may have large consequences or benefits.” 737

F.3d at 749-50.

The bottom line is that the approach employed by the district court,

which vitiates proof that a patented improvement was commercially successful or

satisfied a long-felt need, weakens patent rights protecting pharmaceuticals and

diminishes the incentive to invest in research and development, particularly that

directed to improving existing products. That could deprive patients of advances

which would save, prolong, or improve the quality of lives. This Court should
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reaffirm the availability of commercial success and satisfaction of a long-felt need

as objective indicia of the nonobviousness of improvement patents so as not to

stifle innovation and investment by pharmaceutical companies in building upon

already patented work.

CONCLUSION

For the foregoing reasons, amicus curiae urge the Court to reverse the

decision of the court below.

Respectfully submitted,

/s/ Aaron Stiefel
Aaron Stiefel
ARNOLD & PORTER KAYE SCHOLER LLP
250 W. 55th Street
New York, NY 10019
(212) 836-8000

David E. Korn
PHARMACEUTICAL RESEARCH

AND MANUFACTURERS OF AMERICA

950 F Street, NW, Suite 300
Washington, DC 20004
(202) 835-3400
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