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Inherency
Historically used in anticipation analysis.
•

Inherent = “necessary and inevitable”
― Kennecott Corp. v. Kyocera Int'l, Inc., 835 F.2d 1419 (Fed. Cir. 1987)

•

“[A] prior art reference may anticipate without disclosing a feature of
the claimed invention if that missing characteristic is necessarily
present, or inherent, in the single anticipating reference.”
― Continental Can v. Monsanto, 948 F.2d 1264 (Fed. Cir. 1991).

•

To support an anticipation rejection based on inherency, examiner must
provide factual and technical grounds establishing that the inherent
feature necessarily flows from the teachings of the prior art.
― Possibility or even probability insufficient.

― Glaxo Inc. v. Novopharm Ltd., 52 F.3d 1043 (Fed. Cir. 1995)
― Pers. Web Techs., LLC v. Apple, Inc., 917 F.3d 1376 (Fed. Cir. 2019)
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Inherent Anticipation:
Three Important Concepts
1. Necessarily Present/Natural Result
―

Most cases adhere to this standard,

2. Accidental Anticipation
―

Prior accidental acts may constitute anticipation.

3. Recognition
―
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Recognition of inherent characteristic by a POSA typically not
required.

Necessarily Present:
In re Omeprazole Patent Litigation,
483 F.3d 1364 (Fed. Cir. 2007)
• Claims to a process of making Prilosec with three layers: a drug core,
a separating middle layer formed in situ, and a protective outer
layer.
• Prior art taught a method where the separating middle layer
automatically formed.
• “The district court did not settle for proof that in situ formation [of
the separating layer] could result [from the prior art process]…;
rather, the district court credited evidence that in situ formation
does result [from the prior art process].”
• FC: Affirmed. Holding of inherent anticipation.
9

Necessarily Present:
In re Montgomery,
677 F.3d 1375 (Fed. Cir. 2012)
• Claims directed to method of treating or preventing strokes by
administering renin-angiotensin system (RAS) inhibitor.
• Prior art described a protocol using a RAS inhibitor to prevent
“myocardial infarction, stroke, or cardiovascular death.”
• The publication stated that over 9,000 patients were enrolled, and
the treatment arm had been given drug for a month.
• But results showing effectiveness were not published until after
the priority date.
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Montgomery (con’t)
• Other art showed that 85% of patients had lowered
blood pressure following drug treatment, a known risk
factor of strokes.
• FC: Affirmed as inherently anticipated.
• “[T]here is no question here that treating stroke-prone patients
with [the RAS inhibitor] does in fact inevitably treat or prevent
stroke.
• “Montgomery does not dispute that [the RAS inhibitor] is in fact
effective at preventing or treating stroke, which is the entire
premise of his patent.”
11

Montgomery (con’t)
• FC (con’t):
• “In all relevant respects, [the prior art study] is identical to the
patent itself, which does not disclose actual results from the
administration of [the RAS inhibitor] for these purposes.”
• “Montgomery conceded at oral argument that [the study’s]
authors could have obtained the patent claims at issue based
the [study] reference, so it cannot be that this reference fails
to anticipate.”
• “We have repeatedly held that “[n]ewly discovered results of
known processes directed to the same purpose are not
patentable because such results are inherent.”
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Accidental Anticipation:
Tilghman v. Proctor, 102 U.S. 707 (1880)
• Patent for process of separating fats
and oils to obtain fat acids for making
candles and soaps.
• Prior art was the use of animal fat as a
lubricant in steam engines, which
likely produced the same acids.
• “We do not regard the accidental
formation of fat acid [when tallow is
used as a piston lubricant]...as of any
consequence in his inquiry.”
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Tilghman v. Proctor (con’t)
“If the acids were accidentally
and unwittingly produced, whilst
the operators were in pursuit of
other and different results,
without exciting attention and
without its even being known
what was done or how it had been
done, it would be absurd to say
that this was an anticipation of
Tilghman's discovery.
14

Accidental Anticipation:
Ansonia Brass & Copper, 144 U.S. 11 (1892)
•

Patent claimed products and methods of
insulating electric conductors and rendering
the coating incombustible.

•

Prior art insulation methods unknowingly
produced same incombustible insulation on
burglar alarm wires.

•

Affirmed holding of anticipation.
•
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“It is true that the [prior art] insulator . . . was
not intended to be, and perhaps was not known
to be, incombustible. . . ; but, as already
observed, the testimony indicates that the
[prior art] insulator . . . was in fact nearly, if
not quite, as incombustible as that made by the
plaintiff.”

Recognition: Schering Corp. v. Geneva,
339 F.3d 1373 (Fed. Cir. 2003), review en banc
denied, 348 F.3d 992 (Fed. Cir. 2003)
• Compound claims to DCL, a natural
metabolite of loratadine (Claritin®).
• Prior art patent on loratadine taught
administration to humans.
• Affirmed summary judgment holding of
inherent anticipation because DCL was
the natural result of the use of
loratadine in humans.
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Schering Corp. v. Geneva (con’t)
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•

Did not overrule the “accidental” discovery
standard.

•

Found that DCL was the “natural result” of
prior art teachings, which is distinguishable
from “accidental” results from “unusual
circumstances.”

•

“At the outset, this court rejects the
contention that inherent anticipation
requires recognition in the prior art.”

•

“As this case holds, these broad compound
claims are inherently anticipated by a prior
art disclosure of a drug that metabolizes into
the claimed compound.”

Inherent Anticipation of a Method Claim
King Pharmaceuticals, Inc. v. Eon Labs, Inc., 616 F.3d 1267 (Fed. Cir.
2010)
Independent claims:

•

― Claim 1. “a method of increasing the oral bioavailability of metaxalone to a
patient receiving metaxalone therapy” by “administering to the patient a
therapeutically effective amount of metaxalone in a pharmaceutical
composition with food.”
― Claim 21 depends from claim 1 and adds the limitation: “informing the patient
that administration of a therapeutically effective amount of metaxalone in a
pharmaceutical composition with food results in an increase in the maximal
plasma concentration (Cmax) and extent of absorption (AUC(last)) of
metaxalone compared to administration without food.”

King argued that prior art did not disclose increasing the bioavailability of the
drug by taking it with food.

•
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King v. Eon (con’t)
•

DC: Anticipated
― Prior art references “all teach administering metaxalone with food-which
inherently increases metaxalone's bioavailability[.]”

•

FC: Affirmed.
― No suggestion in specification that the specific food conditions disclosed were
necessary for increasing metaxalone's bioavailability.
― “According to the ′128 patent, the natural result of taking metaxalone with
food is an increase in the bioavailability of the drug. The prior art discloses
taking metaxalone with food, but not the natural result of this process.
However, because the prior art methods in their “normal and usual operation
... perform the function which [King] claims in [the ′128 patent], then such
[patent] will be considered, to have been anticipated by the [prior art].”
― “The ‘informing’ limitation adds no novelty to the method, which is otherwise
anticipated by the prior art.”
19

Recent Inherent Anticipation Case
• Enzo Life Scis., Inc. v. Becton, Dickinson & Co., 780 Fed. Appx.
903 (Fed. Cir. 2019) (unpublished)
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•

Claim 1. A non-porous solid support comprising one or more amine(s), hydroxyl(s) or
epoxide(s) thereon, wherein at least one single-stranded nucleic acid is fixed or
immobilized in hybridizable form to said non-porous solid support via said one or more
amine(s), hydroxyl(s) or epoxide(s).

•

Claim 17. An array comprising various single-stranded nucleic acids fixed or immobilized
in hybridizable form to a non-porous solid support.

•

PTAB: FWD claims unpatentable as anticipated or obvious.
―

Prior art reference Fish disclosed the hybridizable form limitation because it
teaches ssDNA bound to the PLL-coated wells and being capable of hybridizing
“is the inherent result of ssDNA being fixed to PLL-treated non-porous solid
supports.”

―

“’actual hybridization is not a requirement of any challenged claim.’…The
claims only recite ‘hybridizable form,’ and the …parties' stipulated construction
required that the single-stranded nucleic acid be ‘capable of binding through
Watson-Crick base pairing’ and did not require ‘actual hybridization.’”

Recent Inherent Anticipation Case
• Enzo (con’t)
•

FC: Affirmed.
― “[S]ubstantial evidence supports the Board's finding that
the single-stranded nucleic acid of Fish is inherently
hybridizable.”
― Expert testimony that “a characteristic of single-stranded
nucleic acids is that their bases are available to pair with
complementary bases through Watson-Crick pairing. …
That is what a single-stranded nucleic acid does in the
presence of complementary bases. Unless purposely
prohibited, the binding capability is inherent in the nature
of a single-stranded nucleic acid.”
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Inherency and Obviousness
“That which may be inherent is not necessarily known; obviousness cannot be
predicated on what is unknown.”

•
•

“By its own terms, § 103 eliminates much of the problem of inherency. Under § 103,
obviousness analysis is geared to the knowledge of the PHOSITA. Equally important,
such knowledge is measured at the time the invention was made. Hindsight
reconstruction of the invention, looking back at the prior art to second-guess the
inventor once the invention is available, is anathema to an obviousness assessment.
But inherency is all about hindsight-a recognition today that an invention was
present in the prior art, even though it was not understood to be there at the time.”

•

•

Burk & Lemley, William and Mary Law Review, 2005.

“[A] retrospective view of inherency is not a substitute for some teaching or
suggestion which supports the selection and use of the various elements in the
particular claimed combination.”

•
•
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In re Spormann, 363 F.2d 444 (CCPA 1966).

In re Newell, 891 F.2d 899 (Fed. Cir. 1989).

Does Inherency Have Any Role In An
Obviousness Determination?
• Yes inherency may supply a missing claim limitation in an
obviousness analysis.
•
•

“We have recognized that inherency may supply a missing claim limitation
in an obviousness analysis.”
― PAR Pharms. v. TWI Pharms., 773 F.3d 1186 (Fed. Cir. 2014).
“[A] desirable result…inherent in the obvious combination of
references…does not confer patentability on the claimed combination.”
― In re Paul, 252 F.2d 306, 309 (CCPA 1958).

• But the inherency doctrine is narrowly circumscribed when
applied to obviousness determinations.
•

•
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“[T]he use of inherency, a doctrine originally rooted in anticipation, must
be carefully circumscribed in the context of obviousness.”
― PAR Pharm., Inc. v. TWI Pharm., Inc., 773 F.3d 1186 (Fed. Cir.
2014).
Whether a missing claim limitation is inherent in an obvious analysis is
highly fact dependent.

Inherency in Obviousness: Important Concepts
1. Tension Between Inherency and Obviousness
2. Inherency and Motivation / Expectation of Success
3. Inherency and Objective Indicia
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Properties Not Appreciated or Recognized
May Not Be Inherently Obvious
• Application of Shetty, 566 F.2d 81 (CCPA 1977)
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•

Claimed compound found to be obvious over prior art disclosing
structurally similar compounds known to have anti-viral activity.

•

Although the compound had appetite-suppressing activity, there was no
showing that these results were unexpected.

•

But the claims directed to a method of curbing appetite, by administering
the claimed formulations, were found nonobvious.

•

The Board had determined that, because the appetite suppression was
inherent to the composition, the method of use was obvious. The Court
reversed, stating: “’[Inherency] is quite immaterial if, as the record
establishes here, one of ordinary skill in the art would not appreciate or
recognize the inherent result.’”

Properties That Are Not Unexpected
May Be Inherently Obvious
•

Santarus, Inc. v. Par Pharms., Inc., 694 F.3d 1344 (2012)
•

Claim 1 of the ‘885 patent:
•
•
•

•
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A method of treating a gastric acid related disorder in a patient in need
thereof, comprising:
providing a solid pharmaceutical composition for oral administration . . .
wherein upon oral administration of the pharmaceutical composition to
the subject, an initial serum concentration of the proton pump inhibitor
greater than about 0.1 µg/ml is obtained at any time within about 30
minutes after administration of the composition.

FC: Rejected Santarus’s argument that prior art did not disclose
ingredients and ratios of claimed formulation. But Santarus also argued
that the claim was nonobvious because prior art did not disclose the
claimed blood serum concentration levels.

Santarus, Inc. v. Par Pharms., Inc. (con’t)
• FC: The claimed blood serum levels do not render the claim
nonobvious:
•

“The initial blood serum concentration resulting from administering a PPI
dosage is an inherent property of the formulation, and an obvious
formulation cannot become nonobvious simply by administering it to a
patient and claiming the resulting serum concentrations.”

•

“To hold otherwise would allow any formulation – no matter how obvious –
to become patentable merely by testing and claiming an inherent
property.”

• Is this consistent with Application of Shetty? What if the
inherent property is a new pharmaceutical use?
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Properties That Are Not Unexpected
May Be Inherently Obvious
•

Acorda Therapeutics, Inc. v. Roxane Labs., Inc., 903 F.3d 1310 (Fed.
Cir. 2018)
•

DC: Acorda claims invalid for obviousness.
―

•
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“the prior art taught that a dose of 10 mg sustained-release 4-AP twice daily
would result in serum levels within the range claimed in the Acorda patents.”

FC: Affirmed.
―

“Hayes discloses that when a sustained-release formulation of 4-AP is
administered in a 10 mg dose twice daily, and steady-state conditions are
reached, the result is a 4-AP average serum level of 20.8 +/- 5.7 ng/ml (15.1-26.5
ng/ml, which is within, and in fact covers most of, the Acorda patents' claimed
range).”

―

“the pharmacokinetic results reported in Hayes are inherent properties of that
formulation.”

―

“Acorda itself therefore assumed that a person of skill would know that a
regimen of 10 mg twice-daily dosing of sustained-release 4-AP—regardless of the
specifics of the rest of the formulation—would achieve that pharmacokinetic
profile.

―

No contradictory evidence.

Unexpected Benefits May Not Be
Inherently Obvious
• Allergan, Inc. v. Sandoz, Inc., 726 F.3d 1286 (Fed. Cir. 2013)
•

Claims at issue were directed to compositions and methods of using compositions
comprising brimonidine, timolol and BAK “for the treatment of glaucoma or ocular
hypertension from 3 to 2 times a day without loss of efficacy . . .”

•

FC: Composition claims are obvious.
― “the evidence of record establishes a motivation to combine brimonidine and
timolol into a fixed combination product.”

•

FC: Method claims are not obvious.
― “Sandoz has failed to point to evidence in the prior art that would allow us to
conclude that the addition of timolol to brimonidine dosed twice per day
would eliminate the afternoon trough issue. At the outset, we note that
Sandoz does not argue that this efficacy limitation is inherent to fixed
combination products containing timolol and brimonidine, nor that a dose
reduction without loss of efficacy would inherently flow from the obvious
fixed-combination of timolol and brimonidine.”
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Allergan, Inc. v. Sandoz, Inc. (con’t)
• Dissent: “I think that the different results as
between [the composition and method claims]
cannot be reconciled . . . . ‘[n]ewly discovered
results of known processes directed to the same
purpose are not patentable.’”
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Use of Inherency in an Obviousness Analysis
Must Be Carefully Circumscribed
•

Par Pharma., Inc. v. TWI Pharms., Inc., 773 F.3d 1186 (Fed. Cir. 2014)
•

Claim 1 of the ‘576 patent: A method of increasing the body mass in a
patient suffering from anorexia . . . comprising administering to the human
patient a [specific nano-sized] megestrol formulation . . . wherein after a
single administration . . . there is no substantial difference in the Cmax .
. . when the formulation is administered to the subject in the fed versus
a fasted state.”

•

DC: Obvious.
― The known high viscosity and high interpatient variability of prior art
megestrol formulation would have motivated a person of ordinary skill in
the art to create a method of treatment using nanoparticles.
― Although the prior art did not recognize any food effect with megestrol, a
reduced food effect is an inherent property of a nanoparticle formulation
and does not render it nonobvious.
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Par Pharma., Inc. v. TWI Pharms., Inc. (con’t)
• FC: Vacate and remand.
•

“We have recognized that inherency may supply a missing claim limitation in an obviousness
analysis . . . . We have, however, also explained that the use of inherency, a doctrine originally
rooted in anticipation, must be carefully circumscribed in the context of obviousness.”

•

“Thus, our early precedent, and that of our predecessor court, established that the concept of
inherency must be limited when applied to obviousness, and is present only when the limitation
at issue is the ‘natural result’ of the combination of prior art elements.”

•

“A party must, therefore, meet a high standard in order to rely on inherency to establish the
existence of a claim limitation in the prior art in an obviousness analysis – the limitation at issue
necessarily must be present, or the natural result of the combination of elements explicitly
disclosed by the prior art.”

•

“While it may be true that a reduction in particle size naturally results in some improvement in
the food effect, the district court failed to conclude that the reduction in particle size naturally
results in “no substantial difference in the food effect.”
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Par Pharma., Inc. v. TWI Pharms., Inc. (con’t)
• FC (con’t):

•
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•

“The district court’s analysis . . ignores the claim limitations at issue. . . .
The district court’s broad diktats regarding the effect of particle size on
bioavailability and food effect are not commensurate with the actual
limitations at issue. . . the district court failed to conclude that the
reduction in particle size naturally results in ‘no substantial difference’ in
the food effect.”

•

“We therefore vacate the district court’s inherency analysis and remand
for the district court to determine if TWI has presented clear and
convincing evidence that demonstrates the food effect as claimed is
necessarily present in the prior art combination.”

On Remand: The district court determined that the claims were
obvious because the food effect was inherent in the prior art
combination. The court also found the claims invalid for lack of
enablement. The CAFC summarily affirmed under Rule 36.

Use of Inherency in an Obviousness
Analysis Must Be Carefully Circumscribed
•

Pers. Web Techs., LLC v. Apple, Inc., 917 F.3d 1376 (Fed. Cir. 2019)
•

PTAB FWD all claims unpatentable for obviousness.
―

•
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“Woodhill inherently teaches comparing a Binary Object Identifier to a
plurality of Binary Object Identifiers.”
FC: Reversed.
―

“While it is possible that Woodhill's system utilizes an unstated Binary
Object Identifier lookup table to locate binary objects of a previous version
of a file that is going to be restored (column 17 of Woodhill), mere
possibility is not enough.” cites Par Pharm.

―

Pers. Web. “suggested equally plausible, if not more plausible,
understanding[.]”

―

“Because we find that the proposed, theoretical Binary Object Identifier
look-up table that Apple and the Board rely on does not necessarily exist in
Woodhill, the Board's reliance on inherency for that element in its
obviousness analysis was improper. Apple provided no other basis for this
element of comparing a content-based identifier to a plurality of values
being disclosed or otherwise obvious to a skilled artisan at the time of the
invention.” (emphasis in original)

In re Cyclobenzaprine,
676 F.3d 1063 (Fed. Cir. 2012)
•

Claims directed to an extended-release dosage form
for muscle spasms reciting specific pharmacokinetic
(PK) data that provides a therapeutically effective
plasma concentration.

•

Prior art was immediate release formulation.

•

Because all experts and parties agreed no known
PK/PD relationship existed, no way to match dose
for an extended-release formulation to achieve a
therapeutic effect.

•

FC: Invalidity judgment reversed and vacated.
•
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“The fact that a skilled artisan could have predicted a
particular blood plasma concentration, however, does
not mean that such knowledge would have provided a
skilled artisan a reasonable expectation of success in
calculating a blood plasma concentration that was
therapeutically effective.”

Millennium Pharms., Inc. v. Sandoz,
862 F.3d 1356 (Fed. Cir. 2017)
• Claimed compound is the boronate ester of bortezomib and
D-mannitol.
• Bortezomib and its properties as a proteasome inhibitor were
known in the prior art, but the compound had never been
previously FDA approved because of its instability, rapid
degradation in liquid formulations, and insolubility.
• Inventor of ‘446 patent discovered that lyophilization with the
standard bulking agent mannitol lead to formation of boronate
ester. This new compound exhibited a dramatic improvement
in dissolution and stability.
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Millennium Pharms., Inc. v. Sandoz (con’t)
• DC: All claims obvious.
•
•

Lyophilization was a known approach when liquid formulations had failed,
mannitol was a known bulking agent, and the boronate ester, though
unforeseen, was the inherent result of an obvious process.
Millennium had conceded as a matter of law that the claimed ester is the
‘natural result’ of freeze-drying bortezomib with mannitol.

• FC: Reversed.
•
•
•
•
•
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“The district court . . .clearly erred in its consideration of inherency.”
“[T]he inventor’s own path itself never leads to a conclusion of
obviousness: that is hindsight.”
“No expert testified that they foresaw, or expected, or would have
intended, the reaction between bortezomib and mannitol, or that the
resulting ester would have the long-sought properties and advantages.”
Chemical modifications would have been unattractive to a POSITA.
“[T]he district court [also] clearly erred in its examination of the objective
indicia of unexpected results and long-felt need.”

Honeywell Int’l Inc. v. Mexichem Amanco Holding S.A.,
865 F.3d 1348 (Fed. Cir. 2017)
• Composition claims of Honeywell’s ‘366 patent directed to
heat transfer compositions comprising 1,1,1,2tetrafluoropropene (“HFO-1234yf), and a polyalkylene glycol
(“PAG”) lubricant.
• PTAB: Obvious.
•
•
•
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HFO-1234yf was a known refrigerant, the drawbacks of HFO-1234yf
(toxicity, flammability, reactivity, etc.) would not have deterred one of
ordinary skill in the art, and PAGs were known lubricants.
Stability and miscibility of HFO-1234yf and PAG were unexpected but are
inherent properties.
Because of overall unpredictability as to stability in the art, one of
ordinary skill in the art would have arrived at the combination of HFO1234yf and PAG through routine testing.

Honeywell v. Mexichem (con’t)
• FC: Vacated and remanded.
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•

“The Board committed legal error by improperly relying on
inherency to find obviousness . . .the use of inherency in
obviousness must be carefully circumscribed . . . “

•

“What is important regarding properties that may be inherent, but
unknown, is whether they are unexpected. All properties of a
composition are inherent in that composition, but unexpected
properties may cause what appears to be an obvious composition
to be unobvious.”

•

[The PTAB engaged in] reverse reasoning. Unpredictability of
results equates more with nonobviousness than with obviousness .
. . . Thus, reasoning that one would no more have expected
failure than success is not a valid ground for holding an invention
to have been obvious.”

Southwire Co. v. Cerro Wire LLC,
870 F.3d 1306 (Fed Cir. 2017)
• Claims of ‘301 patent directed to a “method of manufacturing
a finished electrical cable having a conductor core and a
jacket,” where the jacket material incorporates a lubricant
that migrates to the outer surface of the jacket.
•

The finished electrical cable manufactured by this method exhibits a
reduced coefficient of friction such that “an amount of force required to
install said cable through corresponding holes in an arrangement of 2” by
4” wood blocks having holes drilled at 15° through the broad face and the
center-lines of the holes are offset 10” and pulled through at 45° to the
horizontal from the last block is at least about 30% in comparison to an
amount of force required to install a non-lubricated cable . . .”

• PTAB: Obvious.
•
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Because prior art “teaches reducing the coefficient of friction using a
lubricant, it inherently teaches the 30% reduction limitation because it
renders it ‘obvious to have selected [lubricant] amounts’ that achieve the
claimed reduction.”

Southwire Co. v. Cerro Wire LLC (con’t)
• FC: Affirmed.
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•

The Board erred in relying on inherency in making its obviousness
determination…. [But] we also conclude that the Board's error was
harmless because, although it improperly invoked inherency, it
need not have.”

•

“While ‘[w]e have recognized that inherency may supply a missing
claim limitation in an obviousness analysis’ . . . . ‘the limitation at
issue necessarily must be present’ in order to be inherently
disclosed by the reference.”

•

“We conclude that the Board erred in relying on inherency without
finding that [the prior art] necessarily would achieve a 30%
reduction in pulling force . . .”

Southwire Co. v. Cerro Wire LLC (con’t)
• FC (con’t):
• Where “’all process limitations . . . are expressly disclosed
by [the prior art reference], except for the functionally
expressed [limitation at issue]’ the PTO can require the
applicant ‘to prove that the subject matter shown to be in
the prior art does not possess the characteristic relied on.’”
• “In the absence of any evidence that the claimed 30%
reduction would have been unexpected in light of the [prior
art] disclosure, there is no indication that the limitation is
anything other than mere quantification of the results of a
known process.”
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Application of Southwire
•

In re Ikeda Food Research Co., Ltd., 758 Fed. Appx. 952 (Fed. Cir. 2019)
•

Limitation at issue: “wherein enzymatic activity to maltose in the enzymatic reaction
layer is 5% or less relative to the enzymatic activity to glucose;”

•

PTAB upheld examiner’s rejection of claims for obviousness.

•

―

“employing the FAD-GDH enzyme preparation described in Senior with the
biosensor described in the Yugawa patents would have rendered the
Challenged Claims obvious to a PHOSITA.”

―

“Senior's disclosed enzyme preparation inherently contains the same
enzymatic specificity for glucose relative to maltose as the Challenged
Claims.”

Ikeda: PTAB erred in relying upon inherency to supply a claim limitation.
―
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“Senior's enzyme preparation was contaminated with about 7,000 times more
protein than the ['668 application]'s preparation," these impurities cause
Senior's preparation to "differ[] vastly" from the '668 application's preparation
in how it reacts with maltose.”

Ikeda (con’t)
• FC: Affirmed rejection.
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•

“Substantial evidence supports the PTAB's conclusion that Senior's FAD-GDH
enzyme preparation inherently discloses the Challenged Claims' lowmaltose activity limitation.”

•

“identical enzymatic activity…necessarily includes having the same
substrate specificity.”

•

“The PTAB properly adhered to our precedent regarding the prima facie
framework to conclude that Ikeda failed to present sufficient evidence to
rebut the substantial evidence supporting that Senior's FAD-GDH enzyme
preparation inherently discloses the '668 application’s claimed low maltose
activity relative to glucose.”

•

“In the absence of any evidence that the claimed [low activity] would
have been unexpected in light of [Senior's] disclosure, there is no
indication that the limitation is anything other than mere quantification of
the results of a known process.”

Endo Pharms. v. Custopharm,
894 F.3d 1374 (Fed. Cir. 2018)
• Endo’s patent claimed a new dosage and
formulation:

― 750 mg testosterone undecanoate;
― vehicle containing a mixture of castor oil and benzyl
benzoate;
― castor oil is 42% or less by volume.

• The prior-art described small clinical studies:

― disclosing use of castor oil but not a co-solvent;
― it was not known until after the priority date that
the vehicle used was 40% castor oil and 60% benzyl
benzoate.

• Custopharm argued a skilled artisan would have
“derived” that the claimed vehicle was used
based on the composition’s PK performance.
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Endo (con’t)
•

Issue: Is the claimed vehicle inherently disclosed/obvious in light of
the composition’s pharmacokinetic performance?
― Judge Robinson said no: Custopharm failed to show that the
undisclosed limitations were the “natural result” or “necessarily
present” in the prior art publications.
― Custopharm failed to establish that alternative vehicles could not
have been used in the prior art publications.
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Endo (con’t)
• Federal Circuit affirmed the vehicle was not inherently
disclosed/obvious:
― “To establish that a prior art reference inherently—rather than expressly—
discloses a claim limitation, the limitation at issue necessarily must be present or
[is] the natural result of the combination of elements explicitly disclosed by the
prior art.”
― No argument or evidence that the PK performance could “only be attributed to
the claimed vehicle formulation.”
― Expert testimony that prior art was replete with many other potential cosolvents; additionally, that a co-solvent was not even necessary.

• Custopharm does not establish inherency of the claimed
formulation simply “because it was later revealed to be
the actual formulation” used in the prior art.
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Hospira, Inc. v. Fresenius Kabi USA, LLC,
946 F.3d 1322 (Fed. Cir. 2020)
•

Claim 1. A ready to use liquid pharmaceutical composition for
parenteral administration to a subject, comprising
dexmedetomidine or a pharmaceutically acceptable salt thereof
disposed within a sealed glass container, wherein the liquid
pharmaceutical composition when stored in the glass container
for at least five months exhibits no more than about 2% decrease
in the concentration of dexmedetomidine.

•

DC: claim invalid as obvious.
― “The ‘about 2%’ limitation of the '106 Patent is inherent in a 4
µg/mL dexmedetomidine HCl formulation, stored in a Type I
glass vial sealed with a coated rubber stopper, and stored at
room temperature for five months.”
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Hospira (con’t)
•

FC: Affirmed.
― “Extrinsic evidence can be used to demonstrate what is "necessarily present"
in a prior art embodiment even if the extrinsic evidence is not itself prior
art.”
― “Moreover, the work of the inventor or the patentee can be used as the
evidence of inherency. … The later evidence is not itself prior art; it only
helps to elucidate what the prior art consisted of.”
― Factual finding re 2% limitation “necessarily present” in the prior art was
supported.
― “If a property of a composition is in fact inherent, there is no question of a
reasonable expectation of success in achieving it. The claimed
dexmedetomidine formulation already is, as the evidence in this case shows,
possessed of the about 2% limitation.”
― “It is well-settled that the inclusion of an inherent, but undisclosed, property
of a composition does not render a claim to the composition nonobvious.”
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Persion Pharms. v. Alvogen,
945 F.3d 1184 (Fed. Cir. 2019)
•

Hydrocodone (opioid) is primarily metabolized in the
liver.

•

Persion’s patents claim methods of treating pain using
hydrocodone:
― in patients having hepatic impairment;
― in an extended-release formulation, wherein hydrocodone
is the only active ingredient;
― the dosage unit provides a release profile meeting specific
PK parameters.

•

Alvogen argued obviousness over:
― Devane: the claimed ER formulation of hydrocodone alone,
but not used in hepatically-impaired patients
― Vicodin and Lortab: IR formulations of hydrocodone plus
acetaminophen
― Jain: studies of ER Vicodin in hepatically impaired patients,
concluding that the PK parameters were “similar” in both
normal subjects and subjects with hepatic impairment.
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Persion (con’t)
•

Issue: Are the claimed method, formulation, and PK parameters
obvious/inherent over the prior art?
― Judge Bryson (sitting by designation) said yes:
― In light of the teachings of Jain and the Vicodien/Lortab labels, a
POSA would have been motivated to administer the ER hydrocodone
formulation of Devane to hepatically impaired patients with a
reasonable expectation of success; and
― The PK parameters were “inherent in any obviousness combination
that contains the Devane formulation” because they were
“necessarily present” in the ER formulation described in both
Devane and the asserted patents.
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Persion (con’t)
•

Federal Circuit affirmed the obviousness and inherency findings:
― Affirmed the factual findings of both motivation and reasonable expectation of
success to administer the Devane formulation to hepatically impaired patients.
― “There was no dispute that the Devane formulation, which was identical to the
Zohydro ER formulation described in the patents-in-suit, necessarily exhibited the
claimed parameters under these conditions.”
― “An obvious formulation cannot become nonobvious simply by administering it to
a patient and claiming the resulting … inherent property.”
― “In this context, the district court did not err by finding that the PK limitations of
the asserted claims were inherent and added no patentable weight to the PK
claims.”
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L’Oréal USA, Inc. v. Olaplex, Inc., 2021 U.S. App. LEXIS 2457
(Fed. Cir. Jan. 28, 2021) (unpublished)
• PTAB: Claims 1–13, 19–23, and 29–30 of Olaplex U.S. Patent No.
9,668,954 unpatentable as obvious; “breakage claims” not
unpatentable.
•

The breakage-decrease requirements limited the scope of the invention.

• Representative claim found unpatentable recites:
• A method for bleaching hair comprising:
a) mixing a bleach powder and a developer to form a bleaching formulation;
b) mixing an active agent formulation comprising an active agent with the bleaching
formulation to form a mixture, wherein the active agent is maleic acid; and
c) applying the mixture to the hair;
• wherein the active agent in the mixture is a concentration ranging from about 0.1
% by weight to about 50% by weight.

• Representative “breakage claim” recites:
•
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The method of claim 1, wherein following step (c) breakage of the hair is
decreased by at least 5% compared to hair bleached with the bleaching
formulation in the absence of the active agent.

L’Oréal USA, Inc. v. Olaplex, Inc., 2021 U.S. App. LEXIS 2457
(Fed. Cir. Jan. 28, 2021) (unpublished)
FC: Affirmed.

•

•

A POSITA would have had reason to combine the prior art reference to carry out
the claimed process recited in the group of claims it found to be unpatentable.
― No differences between the combined teachings of the prior art and the claimed
invention.
― Well-known in the art to add conditioners to bleaching mixtures to counteract bleach
damage.
― Concentration range limitations of the ’954 patent were taught in the prior art.

•

A POSITA would have had a reasonable expection of success combining the prior
art.
― “substantial overlap” in ingredients for the prior art formulations.

•

Olaplex’s objective evidence of nonobviousness given little weight.

•

BUT L’Oréal failed to establish that the breakage claims’ limitations were inherent
in the prior art.
― While the combination of the teachings of the prior art were shown to reduce hair breakage, L’Oréal had
not shown that it was “necessarily so for any or all of the breakage claims.” or even “every formulation
meeting the broad claim 1 concentration range.”
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Inherency at the USPTO:
Watch the Shifting Burden
• Ex parte Yin, Appeal No. 2020-004017 (P.T.A.B. Dec. 23, 2020)

•

Claim 1. A tantalum powder comprising tantalum and hydrogen doped therein and nitrogen doped therein,
wherein a value of hydrogen (H) content (ppm) of the tantalum powder divided by Brunauer-Emmett-Teller
(BET) surface area (m<2>/g) of the tantalum powder (H/BET) is greater than 100, wherein the tantalum
powder has (a) a hydrogen content of from 300 ppm to 1200 ppm, (b) a nitrogen content of from 500 ppm to
3,500 ppm, and (c) a BET range of from 3 m<2>/g to about 10 m<2>/g.
Claim 15 (depends from claim 1 and recites): “[a]n anode for a capacitor comprising the tantalum powder
according to claim 1.”
Claim 18 recites “[t]he anode of claim 15, wherein the hydrogen content of the anode is below 1 ppm.”

•

Examiner rejected as obvious over Mizusaki.

•

•

― Mizusaki teaches a tantalum powder containing a hydrogen content of preferably 400-600 ppm,
a nitrogen content of preferably 3000 ppm to about 3500 ppm, and a BET of preferably 4-6
m<2>/g.
― Using these preferred values, the H/BET value is 66.7 to 150, which overlaps the claimed range
for H/BET of 100 or more.
― “the H/BET value is an unknown property that is inherently present in Mizusaki, and thus does
not confer patentability.”
― “[T]here is a sound basis for believing that claimed tantalum powder and that disclosed in
Mizusaki are the same, thereby shifting the burden to Appellant to show that they are not.”
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Inherency at the USPTO:
Watch the Shifting Burden
• Yin, Appeal No. 2020-004017 (P.T.A.B. Dec. 23, 2020)
•

Board: Rejection sustained.
― Prima facie established by overlapping ranges.
― use of Mizusaki's preferred amounts for hydrogen content and BET surface area produce H/BET
values ranging from 66.7 to 150.
― “Where a missing claim limitation is the natural result of the combination of prior art elements,
inherency may supply it in an obvious analysis. PAR Pharm., Inc. v. TWi Pharms., Inc., 773 F.3d
1187, 1195-96 (Fed. Cir. 2014). The limitation at issue--the H/BET value--is merely the division of
one number by another, both of which are taught in Mizusaki.
― Appellant’s evidence of unexpected results insufficient to rebut (not commensurate in scope with
the claims and conclusory).
― “Based on Mizusaki's disclosure, one of ordinary skill in the art would have had a reasonable expectation
of success in achieving the anode of claim 18. See … Hospira, Inc. v. Fresenius Kabi USA, LLC, 946 F.3d
1322, 1332 (Fed. Cir. 2020) (‘If a property of a composition is in fact inherent, there is no question of a
reasonable expectation of success in achieving it.’).”
― The Examiner having established a prima facie case of obviousness of claim 18, the burden of production
of evidence to refute it shifted to Appellant. See In re Best, 562 F.2d at 1255 ("Whether the rejection is
based on 'inherency' under 35 U.S.C. 102 , on 'prima facie obviousness' under 35 U.S.C. 103 , jointly
or alternatively, the burden of proof is the same."). Appellant has not met its burden. More specifically,
Appellant has not shown that Mizusaki's anode does not necessarily possess the characteristics of the
claimed anode. Id. In that regard, Appellant identifies nothing in the '489 Application that is required in
order to achieve an anode wherein the hydrogen content is below 1 ppm.”
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Lessons from the Cases?

• The use of inherency in obviousness analyses is carefully
circumscribed.
• Unexpected results or benefits are typically not inherently
obvious.
• Measurements or functional limitations that are not unexpected
and/or do not add to the novelty of the claimed invention may be
obvious.
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Lessons from the Cases? (con’t)
•

Generally, there is a high bar to show a POSA would recognize a
missing limitation as “necessarily present” or “natural result.”

•

But beware of limitations that can be cast as an “inherent property”
and thus lacking patentable weight.
― To combat this issue, see these helpful cases:
― LA Biomedical Research Instit. v. Eli Lilly & Co., 849 F.3d 1049 (Fed. Cir.
2017)
― Allergan Sales LLC v. Sandoz, Inc., 935 F.3d 1370 (Fed. Cir. 2019)
― Allergan Inc. v. Sandoz Inc., 726 F.3d 1286 (Fed. Cir. 2013)
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Proving Inherent Obviousness
• Argue results not unexpected and/or not commensurate in
scope with the claims.
• Argue measurements or functional limitations do not add to
the novelty of the claimed invention.
• Establish prima facie case of obviousness and shift the burden
to the patent owner.
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Best Practices For Overcoming An Inherency
Rejection During Prosecution
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Rejection Under Inherency
- Rejection needs:
-

Fact and/or technical reasoning to support the allegedly inherent
characteristics necessarily flows from the teachings of the prior art

-

Where the claimed and prior art products are identical or substantially
identical in structure or composition, or are produced by identical or
substantially identical processes
-

A prima facie case of either anticipation or obviousness has been
established

-

102/103 established

- Insufficient = Result or characteristic may occur or be present
- Insufficient = Invitation to investigate (genus v. species)

61

Rejection Under Inherency (con’t)
Composition claims – If the composition is physically the same, it
must have the same properties
“‘Products of identical chemical composition cannot have
mutually exclusive properties.’ In re Spada, 911 F.2d 705, 709, 15
USPQ2d 1655, 1658 (Fed. Ci. 1990). A chemical composition and

its properties are inseparable. Therefore, if the prior art
teaches the identical chemical structure, the properties
applicant discloses and/or claims are necessarily present.”
M.P.E.P. § 2112.01(II)
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Rejection Under Inherency (con’t)
Product Claims – Nonfunctional printed material does not
distinguish claimed product from otherwise identical prior art
product
Process Claims – Prior art device anticipates a claimed process if
the device carries out the process during normal operation
Process of Use Claims – New and unobvious uses of old structures
and compositions may be patentable
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Rejection Under Inherency (con’t)
REBUT WITH:
- Prior art products do not necessarily possess the
characteristics of the claimed product
- Fact(s) or technical rationale
- Declaration evidence
Challenge any unsupported conclusions or reliance on only
common sense by the examiner
Challenge any unsupported conclusions or reliance on only
common sense by the examiner.

See MPEP §2144
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Reasoning Must Be Supported
In re Stepan Co., 868 F.3d 1342 (Fed. Cir. 2017)
•

Claim 1. An ultra-high load, aqueous glyphosate salt-containing concentrate comprising:
― a. water;
― b. glyphosate salt …;
― c. a surfactant system …, comprising: [i-iv];
said concentrate having a cloud point above at least 70ºC. or no cloud point when the concentrate is heated
to its boiling point.

•

PTAB affirmed examiner’s obviousness rejection of claims.

•

FC: Vacated and remanded.
― “The Board failed to explain why it would have been ‘routine optimization’ to select and adjust the
claimed surfactants and achieve a cloud point above at least 70ºC.”
― “Nor did the Board articulate why a person of ordinary skill in the art would have had a reasonable
expectation of success to formulate the claimed surfactant system with a cloud point above at least
70ºC. …’[T]o have a reasonable expectation of success, one must be motivated to do more than merely
to vary all parameters or try each of numerous possible choices until one possibly arrived at a successful
result.’”
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Challenge hindsight reasoning relying on the
applicant’s specification.
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Challenge any failure to undertake a full
Graham analysis or a faulty Graham analysis.
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Challenge conclusion of
obviousness based on differences
between the prior art and the
invention rather than the
obviousness of the claimed
invention “as a whole.”

68

Show how many choices the inventor had to make and
how uncertain the outcomes of each choice were.
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Interview the case to show
the examiner how the cited
reference does not show
one of ordinary skill in the
art to modify/combine the
prior art or provide a
reasonable expectation of
success to arrive at the
claimed invention.
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Point out how conflicting
teachings in the prior art
would have meant no
reasonable expectation of
success.
*Remember Millennium
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Challenge any failure to consider rebuttal evidence and/or failure
to reconsider all evidence, do not accept simply the “knockdown”
value of the rebuttal evidence.
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Objective Evidence Of
Non-obviousness
• Unexpected results
• Failures of others
• Skepticism
• Long-felt but unmet need
• Commercial success
• Industry acclaim
• Copying
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Submit objective evidence of nonobviousness with supported
explanation of nexus and how the evidence is commensurate
in scope with claimed invention.
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Considerations
Declarations
•
•
•

Use during prosecution.
Duty of candor (Rule 56) applies; a possible danger is
inconsistent, non-disclosed data.
Possible prosecution history estoppel.

Watch out for effect on enablement, even if not legally
correct.
•
•

Consider claiming species in a continuation.
If species not claimed, consider narrowing reissue: Tanaka.

If can’t rescue genus, try techniques for subgenus/species.
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Challenge application of obvious to try by emphasizing
unpredictability and variables with no guidance; if possible, show
unexpected results.
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KSR USPTO GUIDELINES ON
OBVIOUS TO TRY
Example 4.14 from the September 1 2010 Guidelines (75
Fed. Reg. 53643, 53653 (Sept. 1, 2010):
•

Obvious to try is erroneously equated with obviousness under §103:
― (1) When what would have been ‘obvious to try’ would have been to vary all
parameters or try each of numerous possible choices until one possibly
arrived at a successful result, where the prior art gave either no indication
of which parameters were critical or no direction as to which of many
possible choices is likely to be successful; and
― (2) when what was ‘obvious to try’ was to explore a new technology or
general approach that seemed to be a promising field of experimentation,
where the prior art gave only general guidance as to the particular form of
the claimed invention or how to achieve it. Id. (citing O’Farrell, 853 F.2d at
903).”
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Challenge the examiner’s position
that one of ordinary skill in the
art would have had a reasonable
expectation of success in
combining/modifying the prior
art references to arrive at the
claimed invention.
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