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PART I.
Introduction


The relationship of the doctrine of patentable subject matter to the other substantive requirements for patentability is discussed.  The eligibility of an invention for a patent, often assumed, is nonetheless the initial formal inquiry in patent prosecution.
  A key question is whether the separate requirement for patentable subject matter (35 U.S.C. § 101) performs any meaningful role in sharpening the line between patentable and unpatentable – a role that cannot be assumed by meaningful prior art standards (35 U.S.C. §§ 102 and 103) or by rigorous disclosure standards (35 U.S.C. § 112).  The Article argues that patentable subject matter performs functions not subsumed by the other substantive requirements of patentability, maintaining a dividing line that allows critical common knowledge to remain accessible, and defining a distinction between the patent and copyright systems.
  Despite the overtones of disclosure requirements in the Supreme Court’s exclusion of “abstract ideas” and the overtones of novelty requirements in the exclusion of “natural phenomena and laws of nature,” these categorical exclusions have an important signaling function in the patent system as they are particular safeguards for knowledge that must remain publicly accessible for the advancement of creativity and innovation.


Part II discusses the legacy of categorical tests of exclusion that have marked the various revivals of subject matter controversies.  If the patentable subject matter doctrine is to remain a check on the commodification of essential scientific knowledge, then its formulation through exclusionary doctrines articulated by the Supreme Court accomplishes that task, albeit with much difficulty.  Part III discusses the current standard for patentable subject matter developed at the Federal Circuit.  The current formulation of a functional, utility-based test for patentable subject matter developed at the Federal Circuit cannot meaningfully distinguish between the necessary incentivizing offered by the patent system and necessary sequestering accomplished by the public domain.  Part IV analyzes the aftermath of the Supreme Court’s actions in LabCorp v. Metabolite,
 where the full Court did not take the opportunity to revisit its categorical exclusions in the context of a case with great significance for the life sciences sector.  The Breyer dissent, however, does leave the patent law field with increasing uncertainty regarding the patent validity of certain types of subject matter.  Part V considers the separate developments from the PTO, the rejection of the “technological arts” requirement in In re Lundgren,
 followed by the issuance of new guidelines for its examiners in the wake of this decision.  Part VI concludes that the patentable subject matter tests developed by the Federal Circuit and the Supreme Court are particularly irreconcilable with respect to the protection of fundamental scientific subject matter.  
PART II.
Rise, Fall and Persistence of Categorical Exclusionary Doctrines

The traditional line-drawing in patentable subject matter has relied on a series of categorical distinctions, which are discussed.  Shifting notions of what inventions are meant to be candidates for patenting generated an uneven jurisprudence that obscured any coherent rationale for the existence of such exclusions.  The doctrines that appeared to forbid the patenting of mental steps, functions of a machine, and business methods, among others, have been categorically rejected in modern patent jurisprudence.
  


Importantly, in LabCorp,
 the Supreme Court signaled that its dictate that “laws of nature, natural phenomena and abstract ideas” are excluded from patenting remains intact.
  However, although it remains as a mantra useful to remind that not everything is patentable, but the maxim has not generated much modern jurisprudence that would clarify where those exclusions hold force; the Court’s own relatively modern cases are few, consisting of the “abstract idea” lineage involving algorithms in computer inventions
 or the “natural phenomenon” in Funk Bros. Seed Co. v. Kalo Inoculant Co.
  There is relatively more modern engagement with the abstract idea exception, owing to the lingering influence of that exclusion in software patent controversies.


Categorical tests serve to demarcate boundaries between the patent system and the public domain.  This approach in patent law echoes that observed in U.S. copyright law
 and international patent instruments.
  The Court has indicated that the remaining categorical tests define subject matter which is excluded from the patent system because it must remain fully available – the touchstone has been the concept of “preemption.”
  The underlying rationale for the categorical exclusions is fundamentally a utility-based analysis of what subject matter is so useful that it cannot be patented.  That conceptual underpinning supports the conclusion that the sequestering accomplished by patentable subject matter exclusions reflects underlying values that identify a meaningful public domain and support its maintenance.
PART  III.
The Federal Circuit’s Functional Inclusion Doctrine


In contrast to the exclusion of certain categories of inventions from patenting, it is possible to define patentable subject matter in terms of function, rather than identity, and this is discussed.  In State Street Bank & Trust v. Signature Financial Group, Inc., 
 the Federal Circuit shifted the patentable subject matter inquiry into a functional one, evaluating an invention for what it does, rather than what it is.  State Street confronted an invention that tested the vitality of the business method exception and of the still-remaining algorithm-based exceptions.  In its goal of removing the vestiges of algorithm-based rejections of computer-related inventions, the Federal Circuit took pains to analyze the invention as to whether it posed the kind of “abstract idea” that could not be patented.  It then answered this question by regarding the invention instead as a “practical application” that achieved a “useful, concrete, and tangible result.”
  This is a functional test of inclusion into the patent system, further reinforced by the court in AT&T v. Excel Communications, Inc.
  The Federal Circuit continues to confront, occasionally, cases where one of the traditional exclusions are tested.


The functional test (evidencing a doctrinal confusion between utility and patentable subject matter, as noted in scholarship to date
) remains widely inclusive, and that alone does not make it suspect.  But are there inventions which are useful though undeserving of a patent?  Such a conundrum applies to the patenting of genes, for example, which continue to raise patentable subject matter controversy even as the heightened utility requirements for DNA patenting are satisfied.


Although the “useful, concrete and tangible result” test in State Street was articulated as a subtest for a practical application of an abstract idea or mathematical algorithm, there is a strong possibility that this subtle distinction will be lost as the test is headlined more generally – Judge Rich also characterized the inquiry as determining “the essential characteristics of the subject matter, in particular, its practical utility.”
  It might have originated as an anti-preemption test – that which is concrete and useful does not preempt.  But the distinction is not so simple, and the limitations of defining patent eligibility by functional evaluation are discussed.
PART  IV.
LabCorp and the Court’s Mixed Signals

Returning to the Supreme Court’s categories of exclusion, LabCorp, involving a patent claim to a method for diagnosing a vitamin deficiency using an assay that relied on the measurement of an amino acid level, offered the possibility of some clarification for the life sciences as to whether patents on fundamental scientific relationships might violate the prohibitions on patenting natural phenomena or laws of nature, and this is discussed.  The case presented a rare instance of a patentable subject matter conflict in life science patent litigation, despite ongoing concerns regarding the patenting of research tools and patent claims that dominate downstream product development.
  However, the defendant had not formally asserted invalidity for a lack of patentable subject matter, illustrating the frequent confusion or reluctance with which litigants appear to regard this “third rail” of patent litigation.


The Court appeared to agree with the respondent Metabolite that the lack of a formal patentable subject matter allegation left procedural deficiencies that weighed against review.
  However, Justice Breyer, joined by Justices Stevens and Souter, filed a length dissent that not only disagreed with the decision to dismiss the case, but analyzed the merits of the patent in suit and the current doctrinal state of patentable subject matter conflicts.  Breyer characterized the disputed Claim 13 in the Metabolite patent as directed to a “natural phenomenon” and chided the Court for refusing to rule on a case with potentially wide impact on the relevant scientific and medical fields.
  LabCorp  also echoed the implied dissatisfaction with current patentable subject matter and disclosure standards that was conveyed in Justice Kennedy’s recent concurrence in eBay v. MercExchange.
  Pointedly, Breyer focused attention on the utility-based standard developed at the Federal Circuit, noting that “this Court has never made such a statement.”
  

Modern reductionist imperatives in genomics and proteomics research certainly shift the trends in patenting not only to newly discovered molecules, but to new molecular relationships.  LabCorp asked whether a fundamental physiologic relationship between two molecules could be legitimately captured by a method patent claim.  As such, its import was (and is) significant, as it might have indicated whether such observations are defined by the Court as laws of nature or natural phenomena and excluded from patenting. 

PART V.
Lundgren and the PTO’s Rejection of Technological Arts Limitations


Against the backdrop of established categorical or functional tests for patentable subject matter is the controversy over an implied attribute of method patents in the patent system to date – a relation to the “technological arts,” and this is discussed.  In re Lundgren
 is a recent case from the PTO in which the appellate board overturned a rejection to a patent application for a method of manager compensation based on a requirement that an invention be within the “technological arts.” The opinion adheres to the literalism evidenced when the business method exception was eliminated, finding no separate “technological arts” exclusion in the statute or existing caselaw.
  A lengthy dissent argued that a “technological arts” test was implied by the “useful Arts” cited in the Constitutional authorization for the patent system.


In response to this decision, the PTO rapidly issued revised guidelines for its examiners to follow with respect to the requirements of 35 U.S.C. § 101.
  The new proposed Guidelines resummarize many previous tenets of the patentable subject matter jurisprudence, specifically noting the demise of a number of exclusionary doctrines and analytic tests.
  Most significantly, however, the proposed guidelines adopt Lundgren’s elimination of any “technological arts” test for patentable subject matter.”
  The PTO may be reacting to the statutory literalism that underlies the demise of many categorical tests, anticipating that an express legal challenge to a technological arts rejection might eventually succeed.
  

PART VI.  
Shades of Utility: Incongruity In Doctrines of Exclusion and Inclusion


Patentable subject matter retains a singular role in the scheme of patent procurement if it meaningfully protects the fundamental knowledge that underlies innovation and creativity.  To do so, however, the incongruity between tests of categorical exclusions and functional inclusion must be acknowledged and reconciled, and this is discussed.  It is precisely where knowledge is so fundamental and basic that utility is highest.  As such, a test of patentable subject matter that screens for utility can allow the patenting of fundamental knowledge.  In contrast, the clumsy but necessary categorical tests continue to stake out some territory that is beyond the reach of the patent system.  The Breyer dissent in LabCorp clearly articulates this conflict but the Court as a whole did not take this opportunity to confront the disconnect.  The Federal Circuit test, unchecked, has the potential to eviscerate the categorical exclusions that appeared to prompt the Court’s interest in LabCorp.  Breyer noted that the holding in Morse v. O’Reilly
 (patent claim preempting the use of electromagnetism) likely invalidated a patent claim that did produce a “result that seems ‘useful, concrete and tangible.’”
 Clearly, there is some subject matter that can pass two fundamentally opposing tests – one of exclusion and one of inclusion.  That defines incongruity, and the LabCorp dissent does spotlight that paradox, implying that the Court will confront its resolution in the future.

The patentable subject matter doctrine has visibly resurfaced as a potential obstacle to the continued patenting of certain classes of inventions.  Most specifically, patent claims to business methods, human activity methods and some life science methods are vulnerable to challenges for lack of patentable subject matter, but their vulnerability stems from different sources.  The Federal Circuit’s utility-based patentable subject matter test, which has accelerated the patenting of many non-technological processes, has yet to pass Supreme Court muster, and has received implied criticism from the Court in two cases this term.
  This suggests future uncertainty for patents on non-technological methods, whether for business or other purposes.  Depending on the claim drafting in a particular patent, such patents also remain vulnerable to ineligibity as “abstract ideas.”  Separately, the Court’s continued exclusion of “natural phenomena and laws of nature” has focused attention on whether certain life science patents might fail a challenge for lack of patentable subject matter, as LabCorp illustrated.  It is reasonable to conclude that the prominence of LabCorp in the scientific and medical communities generated an awareness of patent law exclusions that might not have otherwise occurred.
  This recent engagement with the patent system might position the relevant professions for more proactive vigilance over patenting in the life sciences, for example, if the U.S. patent system eventually adopts a formal opposition procedure.


Is it realistic to expect patent examiners to skillfully identify ex ante the instances where patent applicants attempt to patent “laws of nature, physical phenomena, and abstract ideas”?
  Recall that an examiner must not only identify the presence of, for example, a law of nature, but must also identify a scenario where a patent claim actually will preempt a law of nature.  Such hypothetical examinations, involving foresight, not hindsight, are not completely realistic in view of PTO caseloads and examiner training, which are inversely proportional.
  The situations in which a law of nature might be preempted, such as in Claim 13 of the patent in LabCorp, might be particularly idiosyncratic, emerging most fully in the infringement theory of a patent holder in a particular litigation.


The recent revivals of patentable subject matter conflicts are consonant with the erratic doctrinal landscape that has emerged through jurisprudence and administrative practices.  Reconciliation of divergent tests for patentable subject matter from the Supreme Court and the Federal Circuit was not accomplished in LabCorp, and the biologically relevant exclusions from patentable subject matter were not clarified, to the detriment of the life sciences sector.  However, the case may facilitate the recruitment of more stakeholders to the project of defining the boundaries of patentable subject matter, and that outcome may accelerate judicial attention to the “legal uncertainty” noted by the dissenters in LabCorp.
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