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On February 11, 2021, Amarin Pharma, Inc. (Amarin) 

filed a petition for a writ of certiorari with the Supreme 

Court seeking reversal of the Federal Circuit’s decision to 

affirm a finding that Amarin’s patents are invalid as obvious 

under 35 U.S.C. § 103.1 According to Amarin, the district 

court erred in its analysis because it considered evidence 

of objective indicia of nonobviousness only after decid-

ing Amarin’s patents were prima facie obvious.2 In other 

words, according to Amarin, the court had “relegate[d] 

objective indicia to second-class status” by using a “prima 

facie framework,” rather than giving the evidence the “full 

and fair consideration” it deserved alongside the other 

Graham factors3 in an obviousness analysis.4

When conducting an obviousness analysis, Graham 

instructs courts to consider (1) “the scope and content of 

the prior art”; (2) “differences between the prior art and 

the claims at issue”; (3) “the level of ordinary skill in the 

pertinent art”; and (4) “secondary considerations,” which 

are also known as objective indicia of nonobviousness.5 

The Court noted that objective indicia (e.g., commercial 

success, long felt but unresolved needs, failure of others, 

and unexpected results)6 serve the important purpose of 

“guard[ing] against slipping into use of hindsight” when 

making a determination of obviousness.7

Amarin’s arguments showcase the diverging meth-

ods that some courts may use for considering objective 

indicia of nonobviousness. Echoing the sentiment of 

some decisions, Amarin argues that the Supreme Court 

has instructed courts to use a “totality of the evidence” 

approach when conducting an obviousness analysis—

that is, consideration of all Graham factors prior to mak-

ing any obviousness conclusion.8 Nonetheless, according 

to Amarin, the Federal Circuit has also authorized the 

use of a prima facie framework when considering such 

objective evidence.9 This, Amarin asserts, departs from 

the instructions set forth in Graham and erroneously shifts 

a burden of proof to the patent owner when defending 

against obviousness allegations.10 Amarin contends that 

this ultimately leads to over-invalidation of patents and 

suppression of innovation.11 While at the time of this writ-

ing it is unknown whether the Supreme Court will grant 

this petition, this article in the meantime explores case law 

setting forth the potentially different treatments given to 

objective indicia of nonobviousness in courts today.

The Totality of the Evidence 
Approach

Amarin argues that the Supreme Court should grant cer-

tiorari because, even though the Court has instructed the 

use of a “totality of the evidence” approach, the Federal 

Circuit and district courts alike have not been “consider[ing] 

all Graham factors including objective indicia … before 

reaching any obviousness conclusion.”12 Graham does not 

appear to use the language “totality of the evidence.”13 

But by the same token, Graham also does not suggest that 

objective indicia need only be considered if, and once, a 

prima face case of obviousness has been made based on the 

other factors.14 Furthermore, Graham did not discuss any 

precedent suggesting that objective indicia should be evalu-

ated as rebuttal evidence only after reaching an obviousness 

conclusion based solely on the first three Graham factors.15

Instead, Graham explains the importance of objec-

tive indicia of nonobviousness in a manner that is 



consistent with the totality of the evidence approach. For 

one, Graham explains that objective indicia “lend a helping 

hand to the judiciary which ... is most ill-fitted to discharge 

technological duties cast upon it by patent legislation.”16 

Additionally, objective indicia serve to “guard against 

slipping into use of hindsight” and to “resist the tempta-

tion to read into the prior art the teachings of the inven-

tion in issue.”17 Similarly, the Supreme Court reiterated 

the importance of guarding against hindsight in its more 

recent KSR decision, in which the Court explained that “[a] 

factfinder should be aware ... of the distortion caused by 

hindsight bias and must be cautious of arguments reliant 

upon ex post reasoning.”18 Additionally, the KSR decision 

described Graham as setting forth a “flexible” and “broad” 

obviousness inquiry where “the sequence of the[] ques-

tions might be reordered in any particular case.”19 In its 

petition, Amarin argues that that ability to “reorder” such 

questions is “incompatible with a mode of analysis like the 

Federal Circuit’s prime facie framework, where one factor 

is always considered last.”20 As Amarin’s petition suggests, 

a tension does appear to exist between the Supreme Court’s 

acknowledgement that the Graham factors may be “reor-

dered in any particular case,” with the suggestion that the 

Federal Circuit may have allowed a prima facie approach 

in which objective indicia would be considered only after a 

prima facie case of obviousness is made.21

The Federal Circuit has employed a “totality of the evi-

dence” approach where “all evidence relevant to obvious-

ness or nonobviousness [has been] considered, and [] 

considered collectively.”22 For example, in Cyclobenzaprine, 

the Federal Circuit held that “the most relevant objective 

considerations, when considered as a part of the totality of 

the evidence, support a nonobviousness finding.”23 There, 

the panel instructed that courts “may not defer examination 

of the objective considerations until after the fact finder 

makes an obviousness finding.”24 Furthermore, the Federal 

Circuit emphasized that Graham “did not characterize the 

objective factors as after-the-fact considerations or relegate 

them to secondary status.”25 Similarly, in Stratoflex, the 

Federal Circuit recognized that objective indicia “may often 

be the most probative and cogent evidence in the record,” 

emphasizing that they are “to be considered as part of all the 

evidence, not just when the decisionmaker remains in doubt 

after reviewing the art.”26 Put another way, the fact finder 

“may not defer examination of the objective considerations 

until after the fact finder makes an obviousness finding.”27

The Prima Facie Obviousness 
Framework

Despite its own precedent requiring that the totality 

of evidence approach be used when evaluating objective 

indicia of nonobviousness, some Federal Circuit panels 

have appeared to at times embrace a prime facie obvi-

ousness framework. For instance, in Intercontinental, a 

Federal Circuit panel rejected the argument that “objec-

tive indicia must be evaluated before drawing a conclu-

sion about whether a reasonable jury could find that 

a relevant skilled artisan had a motivation to combine 

the prior art.”28 Rather, that panel stated that as long as 

objective indicia was considered “merely before drawing 

the ultimate obviousness conclusion,” this would be suf-

ficient.29 Similarly, the Federal Circuit panel in Merck 

affirmed a district court decision that first reached a 

prima facie obviousness conclusion and then appeared 

to put a burden on the patent owner to “overcome [that] 

strong prima facie case of obviousness” with objec-

tive indicia.30 Other Federal Circuit cases have similarly 

employed this framework.31

Objective Indicia of 
Nonobviousness Approach 
May Still Need to Be 
Established

A comparison between decisions including Graham, 

KSR, Cyclobenzaprine, and Stratoflex, which employ 

a totality of  evidence approach, and other decisions 

such as Intercontinental and Merck, which appear to 

employ a prima facie framework, reflects a tension in 

the approaches that courts sometimes use when con-

ducting an obviousness analysis. Taking into consider-

ation the Federal Circuit’s precedent in Cyclobenzaprine 

and Stratoflex, the court’s apparent endorsements of 

a prima facie obviousness framework have created 

confusion in the law that may need to be reconciled. 

As Judge Reyna explained when dissenting-in-part in 

Intercontinental, the Federal Circuit’s seminal decisions 

on the subject have “made no ‘prima facie’ finding of 

obviousness, did not relegate objective indicia into an 

afterthought, and reserved its legal conclusion for after 

discussion of  all relevant factual inquiries.”32 Despite 

this, even the Federal Circuit has recognized that “it 

has inconsistently articulated the burden of  proof 

applicable to an obviousness defense in district court 

litigation.”33

The concern with the prima facie approach expressed 

by Amarin and some courts is that it “erroneously shifts 

the burden of proof to the patentee to show nonobvi-

ousness—all in contravention of [the Supreme] Court’s 

precedent.”34 Judge Newman, dissenting in Merck, elabo-

rated on the consequences of using a prima facie frame-

work, explaining that it “convert[s] three of the four 

Graham factors into a self-standing ‘prima facie’ case,” 
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while requiring objective indicia to “achieve rebuttal 

weight.”35 Consequently, this can distort the burden of 

proof and in turn render objective indicia ineffective as 

“independent evidence of nonobviousness.”36 For similar 

reasons, the burden-shifting framework in the context of 

obviousness was rejected by the Federal Circuit panel in 

Cyclobenzaprine.37 The panel in that case found error in 

the district court’s decision to assume that “it was [the 

patent owner’s] burden to disprove the court’s initial 

obviousness finding.”38

As Amarin argues in its certiorari petition, a clarifica-

tion of how objective indicia of nonobviousness should 

be evaluated may be needed to reconcile past inconsisten-

cies in case law and to properly guide future decisions of 

the courts. At the time of this article, the Supreme Court 

has not addressed the petition. However, whether in this 

or a future case, further clarification from the courts 

about how to address objective indicia of nonobvious-

ness when considering obviousness challenges may be 

beneficial for patent owners and litigants.
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