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The leitmotif of this essay is to try and chart a pattern in the decisions of the US Supreme Court in KSR v. Teleflex and the UK House of Lords in Angiotech Pharmaceuticals Inc v. ConorMed Systems Inc. In doing so the objective of the author is to understand the law on obviousness as it stands today and if possible, extrapolate the conclusions drawn to predict the future course of patent law. The author has invested honest efforts to avoid regurgitating popular opinions and yet has not resorted to purposeless iconoclasm. The sole purpose of this literary exercise is to lend a semblance of consistency to seemingly disparate judicial pronouncements given in supposedly different contexts and to verify if there has been an irreconcilable yet necessary divagation from the fundamental jurisprudence of the law of patents.

1. Introduction
Restatements sometimes, rather most of the time, help us understand concepts better and may even lead to new theories. This is particularly true of the concept of obviousness; though obviousness has been the subject-matter of quite a number of decisions and disquisitions, every subsequent judicial pronouncement brings out a feature of its mien which hasn’t been dealt with before or which when restated brings out a new perspective. This is not because the concept is nebulous, but because it is inherently fluid and subjective. As more and more hitherto unknown or unfathomable situations present themselves, obviousness too adapts itself accordingly without giving up what is characteristic of it- Change and the ability to map change. 

This criterion necessarily has to remain dynamic in its application for it reflects the rate of change of technology or to give it a negative definition, it mirrors the changing standards of evaluation of obscurity or obsolescence of knowledge. In fact, such semantic agility suitably equips it to keep pace with technology, which is an ideal quality expected of every branch and precept of law- to mirror life. Thus, it is the duty of the Courts to ensure that this enquiry (for those with a proclivity towards American usage, it is inquiry) retains the nimble-footedness of a mountain goat and shouldn’t run amuck like an oscitant directionless pachyderm.

The Supreme Court of the United States in KSR v. Teleflex (2007)
 lent a touch of dynamism to the concept of obviousness by advocating a more flexible approach without altogether replacing the three step Teaching-Suggestion-Motivation (TSM) test.  More recently, the House of Lords of the United Kingdom, in Angiotech Pharmaceuticals Inc v. Conor Medsystems Inc (2008)
 uncovered, though not with complete success, another facet of obviousness in the process of adjudicating the issues involved. Though both these judgments in general discuss obviousness, there exists an important distinction between the two; where KSR elaborates on the pros and cons of an “obvious to try” standard vis-à-vis a rigorous standard of obviousness, Angiotech deals with the principle of sound prediction of the technological success of an invention revealed in the patent. It must be understood that the principle of sound prediction has a close connection to an “obvious to try” line of argument.
Before one moves on to discuss in detail, the most important fact to be borne is that KSR dealt with an adjustable gas pedal with an electronic sensor located at a fixed pivot to activate the engine throttle,
 while Angiotech is concerned with a taxol-coated stent. The fields of technology differ and so the decisions & principles evolved have to be understood in the light of these technologies before one applies them to other branches because obviousness obviously depends on the field of technology as well as the facts of a particular case involving the technology.  Accordingly, one shall start with a discussion on the principles evolved in KSR followed by its comparison with Angiotech.
2. KSR v. Teleflex (2007) - A Case for a Reasoned Approach to Obviousness

Forum: Supreme Court of the United States

Plaintiff- Respondent- Patentee: Teleflex Inc

Defendant- Appellant: KSR Inc

Decision: Appeal Allowed, Patent Invalidated.

2.1 Facts of the Case

Teleflex Inc was granted a patent for an “Adjustable Pedal Assembly with Electronic Throttle Control” on May 29, 2001. In 2003, the company filed a suit for infringement of its patent by its competitor KSR in the district court, which upon a counterclaim from KSR granted a summary judgment against the validity of the patent on grounds of obviousness. The Court of Appeals reversed the district court ruling; KSR approached the Supreme Court under a writ of certiorari.  

2.2 Technology Involved in the Patent

The Teleflex Patent US 6237565 claimed a position-adjustable pedal assembly in cars with electronic pedal position sensor attached to a fixed support member of the pedal assembly. The adjustable pedal assembly was designed to accommodate drivers of various heights and the electronic pedal position sensor was aimed at removing problems associated with chafing of the wire, connecting the accelerator and the engine throttle, caused by pedal movement. The location of the electronic sensor was one of the primary embodiments claimed in the patent.

2.3 Prior Art

1. The Asano patent revealed a support structure whereby, when the pedal location is adjusted, one of the pedal's pivot points stays fixed. 

2. The Redding patent revealed a different, sliding mechanism where both the pedal and the pivot point are adjusted.
3. The Rixon patent revealed an electronic pedal position sensor is located in the pedal housing. But this location posed problems of chafing of the wire.

4. To overcome this, the Smith patent suggested that instead of placing the sensor on a moving part, it was desirable to attach it to a fixed support member such that the sensor is responsive to the pedal's pivot shaft. 

2.4 Issue

“Is the Teleflex patent obvious in the light of the above mentioned prior art?”

2.5 Discussion

The instinctive answer to this question is yes, but doesn’t the law require judgments to be reasoned and reasonable and not intuitive? Yes, it does; which, in one’s humble opinion, is precisely what the KSR judgment is all about. Merely because the prior art had been laid out in such convenient fashion, one could not cursorily term the patent obvious without giving cogent reasons for the same and proving each of those reasons from the prior art i.e. the prior art must contain an explicit proof or an inference which led an ordinary person skilled in the art to conclude that the so-called “invention” in the patent was banal. This was to ensure against what the US Supreme Court called a “hindsight bias” and which one refers to as trivialisation of the patent owing to an afterthought.

To explain this better, one would like to bring in the concept of anticipation. Had a single hypothetical patent P (which, let us assume, was granted before the Teleflex patent) claimed each of the embodiments claimed in the aforementioned prior art, the patent P would have anticipated the Teleflex patent.
 Since each of the embodiments had been claimed separately in different patents, it had become imperative for the challenger to prove, that a single invention combining all the features was well within the reach of a person skilled in the art and this was to be achieved by submitting evidence which proved that the state of art had already indicated or motivated such combination prior to the priority date of the Teleflex patent. 

In other words, to put it in a relatable fashion, the Court required the challenger to show that every claim or feature had been “anticipated” separately in different documents which when combined with the general developments or thought process/common sense of an ordinary practitioner of the art at the time of filing of the Teleflex application, made the patent seem commonplace. This, according to the Supreme Court, should be the spirit of enquiry in every “combination patent” that stands the danger of being deep-sixed on grounds of obviousness.
 Thus, it is clear that the Court did not seek to do away with the TSM test altogether but only ensured that it was not caught in a dogmatic quagmire thereby giving it more ropes.
 This is in line with the well-established law that anticipation is a matter of fact
 whereas obviousness is a mixed issue of fact and law and hence one has to go deeper into the prior art than limiting oneself to a superficial analysis of the prior art solely on face value.

However, the Supreme Court held that “the fact that a combination was obvious to try might show that it was obvious under §103.” Most commentators perceive this to be a dilution of the standard of obviousness.
 The difference between these two standards is of utmost importance for it goes to the root of the question- knowledge of the ordinary person skilled in the art. Since technology has a science to it, the solutions chosen by two people working in different places oblivious to each other’s thought processes, would nevertheless be the same since both have been trained in more or less similar fashion and by default, technology might limit the number of feasible solutions which every person skilled in the art is bound to test (a kind of Prisoner’s Dilemma). So at a given point in time, several inventors may be working on dual-spark plug ignition in a single cylinder engine because their knowledge and common sense
 teaches them that the use of the second spark plug helps in fuller combustion of the fuel and hence higher thermal efficiency of the engine.  

This explains instances where two different individuals in the past have come up with the same technology; take J.C.Bose and Marconi working on the radio or parallel wartime efforts on atomic bomb during World War II by Japanese, German and American scientists. More so if the two individuals are competitors, it is but natural for them to take almost a similar approach. Merely because they have taken the same route, it does not follow that the final product is obvious because the path refers to the inventive concept and the subject-matter of the patent invariably refers to the specific inventive step. So one must not cut the head to fit the hat by an “obvious to try” standard in such cases.

However, this is where the argument needs further explanation. If two inventors take similar paths, they do so in obvious belief that their quest may lead to something unique, but both the inventors have a fairly good idea as to what the invention could be. So how is it right for us not to adopt the "obvious to try" standard, because according to this standard if similar efforts lead to predictable results, that by itself should render the effort as well as the product of the effort obvious. This may be resolved thus. An "obvious to try" standard comes into play when the grant of a patent for a particular invention, which in the natural course of the technology was the obvious direction in which the industry as a whole was expected to move, could hamper future efforts. (This according to the Supreme Court was the case with the Teleflex patent) But the problem with this standard is that it may add to the woes of a genuine patentee by adding to the already growing list of the challenger's arsenal whereby all that the challenger has to do is to show by some vague reference that the invention was "obvious to try" in the first place. To ensure against this, one is of the opinion that it is better to stick to a regular "obviousness" approach laced with common sense. (We shall later discuss the problem with “common sense”)
The Supreme Court further elaborated on another important question by pointing to the approach taken by the Court of Appeals. According to Teleflex, the Asano patent was intended to achieve a “constant ratio”, i.e. irrespective of the position of the pedal assembly, the amount of force applied by any driver of any height would remain the same for a given position. This, according to Teleflex, was different from its objective of creating a “less complex, less expensive adjustable pedal assembly”.  Consequently, since the objectives differed, the use of the same Asano mechanism for a different purpose in the Teleflex design, according to Teleflex, gave it a safe harbour from obviousness. The Court of Appeals seemed to agree with this argument.
 Fundamentally, the difference of opinion between the Supreme Court and the Court of Appeals was about construing the claims of the patent in the light of the problem which the patent claimed to solve. One would like to illustrate the problem as follows:

1. According to the Court of Appeals, if the Patent X claimed to solve a problem A and Patent Y claimed to solve a problem B, then a Patent Z could be termed obvious only if it combined Patents X and Y in a manner which did not change the function and objective/motivation of X and Y as envisaged by the patentees of X and Y. 

2. According to the Supreme Court, this was too narrow a construction. It said that if the Patent X claimed to solve a problem A and Patent Y claimed to solve a problem B, then a Patent Z could be termed obvious even if patents X and Y had been used for a purpose/motivation different from the actual purpose they were invented for in the first place, despite performing the same function.

Here’s where the earlier point on law catching up with technology comes into play. Assuming that we are to go by the first proposition, made by the Court of Appeals, it would not be far from the truth to state that such a proposition was made in complete oblivion to the developments in transdisciplinary and synergistic approach which technology has increasingly taken in the last few decades. The history of modern science abounds with examples of such instances; carbon propylene which was developed by the Defence Research and Development Organisation (DRDO, India) under the stewardship of Dr. Abdul Kalam (long before he became the 11th President of India) as part of the Integrated Missile Development Programme (IMDP), was used in the manufacture of light-weight calipers for patients affected by poliomyelitis and cerebral palsy, which proves the point on development in one area affecting or influencing innovation in another. Probably, this is an example of non-obvious adaptation. 

There could be adaptations which are more obvious which is precisely what the US Supreme Court was trying to drive at. Merely because a particular invention had been patented citing its utility in one particular area, the possibility of its use, rather obvious use, in other fields for a similar function but a different objective is not barred and given the synergistic approach these days, negating such a possibility would allow for grant of a lot of frivolous patents. Hence, before arriving at a decision on obviousness of an invention, the state of art, the knowledge of the person skilled in the art and the path which technology/industry was taking at the time of filing have to be considered.
 

At the time of filing of the Teleflex application, use of electronic components in mechanical links was on the rise since computers were being used to control the throttling in cars. Consequently, it was just a matter of time before an electronic throttle was combined with the adjustable pedal assembly.
 (Had such a combination been used in a diametrically different field, say biotechnology or had been put to use in a miniature model, then possibly it would have been non-obvious) Hence, on the basis of the evidence submitted by KSR the US Supreme Court invalidated the Teleflex patent.

2.6 Principles Evolved in the KSR Judgment
1. The TSM test is not to be construed as a straightforward formula for testing the non-obviousness of a patent, particularly “combination patents”.

2. The question of obviousness has to be addressed irrespective of the objective which the patent ostensibly seeks to achieve.

3. Strong evidence from which one may prove directly or infer obviousness has to be put in proper perspective considering the course which technology was likely to take. However, mere cursory statements made in the name of expert testimonies cannot be relied upon. Expressed differently, an “obvious to try” standard could be used to prove obviousness.

3. “Common Sense” of KSR- A Case of Fuzzy Logic?

KSR being the eleventh non-obviousness decision of the Supreme Court in the fifty-five years since the statutory enactment of the requirement, without doubt, the Court has taken a great leap of faith by acknowledging the common human frailty of a hindsight bias; however the tantalising brevity with which the Supreme Court dealt with the issue has left much to be desired. The grouse of most critics is the lack of either a definitive or putative approach to obviousness; in other words, the definition is in a limbo and its application is abrupt and ad hoc under the pretext of subjectivity. To add to this, the fact that KSR involved a relatively low-tech mechanical invention puts a question mark on the extrapolations that one can resort to and consequently its applicability in cases which do not deal with “combination patents”. Also, the fundamental criticism hurled against the judgment is its failure in etching firmly the contours of what constitutes “common sense” and the application of such an extra-statutory term in cases involving other fields of technology. The end result- a host of Federal Circuit decisions which seem to rely more on policy-based value judgments rather than sound legal reasoning.
 In their alacrity to apply the new standard, both the Federal Circuit and the USPTO may have inadvertently set off a chain reaction which is bound to have long-term impacts on our perception of obviousness. 

In a brilliant and hard-hitting article, Janice Mueller points out that post-KSR, Federal Circuit has shown greater propensity to declare obvious an invention in the chemical arts.
 In six out of eight precedential cases rendered by the Federal Circuit from the date of KSR judgment to December 2007, the Federal Circuit concluded that the claimed inventions would have been atleast prima facie obvious.
 This, according to Mueller, proved that the primary reason for introducing common sense as part of the obviousness analysis was to set the balance right i.e. the Supreme Court felt that increasingly the options for the challenger were being limited and something had to be done about it. Of these cases, the case which is of relevance to the present discussion is PharmaStem v. ViaCell
which introduced predictability of the success of the invention as a factor to be considered in an obviousness analysis. Traditionally, predictability has been part of enablement under 35 U.S.C. 112
 and its injection into obviousness may further add to the confusion.
In PharmaStem, a split panel of the Federal Circuit reversed the District of Delaware’s judgment, entered on jury verdicts, which had upheld the validity of PharmaStem’s composition which had been previously-reexamined. The method claims of the patent were directed to use of stem cells from infant umbilical cord blood. The first of these patents, US5004681, was filed in 1987 and issued in 1991; a CIP based on the first application was filed in 1988 and a patent US 5192553 was issued in 1993. Claims 1 of the first patent and claim 13 of the second were the subject of attention. Claim 1 of US 5004681 reads thus:

A cryopreserved therapeutic composition comprising viable human neonatal or fetal hematopoietic stem cells derived from the umbilical cord blood or placental blood of a single human collected at the birth of said human, in which said cells are present in an amount sufficient to effect hematopoietic reconstitution of a human adult; and an amount of cryopreservative sufficient for cryopreservation of said cells.

Claim 13 of US5192553 reads thus:

A method for hematopoietic or immune reconstitution of a human comprising:

(a) isolating human neonatal or fetal blood components containing hematopoietic stem cells;

(b) cryopreserving the blood components; [c] thawing the blood components; and

(d) introducing the blood components into a suitable human host, such that the hematopoietic stem cells are viable and can proliferate with the host
PharmaStem’s predecessor, Biocyte, Inc., applied for a U.S. patent in 1987 based on its inventors’ discovery that the umbilical cord blood of newborn infants is rich in a particular type of stem cell useful for rebuilding the blood and immune system of immuno-compromised adults. The inventors were the first to successfully transplant these hematopoietic stem cells for reconstitution of the human hematopoietic system.
 Biocyte’s work spawned an industry of cryo-preserving cord blood stem cells for later use in blood transplant surgeries, with significant advantages over conventional bone marrow transplants.
 On the basis of the prior art cited in PharmaStem’s own patent specification, the majority concluded that not only would the prior art have motivated the person of ordinary skill in the art to make the claimed inventions, but also would have provided a reasonable expectation of success and said:

“While the inventors may have proved conclusively what was strongly suspected before--that umbilical cord blood is capable of hematopoietic reconstitution–and while their work may have significantly advanced the state of the science of hematopoietic transplantations by eliminating any doubt as to the presence of stem cells in cord blood, the mouse experiments and the conclusions drawn from them were not inventive in nature. Instead, the inventors merely used routine research methods to prove what was already believed to be the case. Scientific confirmation of what was already believed to be true may be a valuable contribution, but it does not give rise to a patentable invention. See KSR, 127 S. Ct. at 1732 (“Granting patent protection to advances that would occur in the ordinary course without real innovation retards progress . . . .”) . . . . Good science and useful contributions do not necessarily result in patentability.”
This proves that the ominous and unholy combination of an obvious to try standard and reasonable expectation of success is bound to make the lives of patentees miserable and might end up reading more into s.103 than was originally intended by the drafters of the Act.
 The dissenting opinion of Judge Newman best sums up the author’s view. In a scathing comment on the majority opinion, Judge Newman accused the majority of failing to appreciate the commercial success of PharmaStem’s inventions in the face of “extreme skepticism” regarding the use of cord blood as transplant tissue; the inventors’ success drew universal acclaim and catalyzed a new industry of cryo-preserving cord blood. He further thundered that the majority had done what the Supreme Court in KSR had time and again cautioned against- falling prey to perfect hindsight. 

Continuing the discussion of the principle of sound prediction, the next part of this discussion shall deal with the Angiotech judgment of UK House of Lords (2008), which was a case similar to that of Pharmastem, the only difference being that the result of the case was just the opposite of PharmaStem- the House of Lords failed to appreciate the prior art presented before it and wrongfully upheld the validity of Angiotech’s patent on a taxol-coated stent.
4. Angiotech Pharmaceuticals Inc v. Conor Medsystems Inc (2008) – A “Synthetic” Judgment

Forum: House of Lords, United Kingdom

Defendant-Appellant- Patentee: Angiotech Pharmaceuticals Inc

Plaintiff-Respondent: Conor Medsystems Inc

Decision: Appeal Allowed, Validity of the Patent Upheld

4.1 Facts of the Case

Angiotech Pharmaceuticals Inc, a Canadian company, and the University of British Columbia were joint proprietors of European patent 0706376 which claims, among other things, a stent coated with taxol for “treating or preventing recurrent stenosis”. Conor Medsystems Inc (Conor), an American competitor, applied in both the United Kingdom and the Netherlands for revocation of the patent on the ground that the claimed invention was obvious. Specifically claims 1, 6, 11 and 12 were in dispute. In the United Kingdom, before the court of first instance and the Court of Appeal, the revocation bid succeeded. However, in the Netherlands, before the District Court of The Hague it failed. Angiotech appealed in the House of Lords in the UK saying that the Dutch court was right and that the patent should be declared valid.
In the interim, both the parties reached a settlement and Conor agreed not to oppose the appeal. However, the House of Lords went ahead with the question of validity for it had to be addressed, opposition or no opposition. 

4.2 Technology Involved in the Angiotech Patent

Here, one quotes from the House of Lords judgment for the sake of brevity:

“The subject matter of the patent is a stent, a tubular metal scaffold inserted into an artery to keep it open. It is used in connection with angioplasty, one of the great modern advances in the treatment of sclerosis of the coronary arteries. A catheter carrying a balloon is inserted into the arterial system from outside (“percutaneously”), usually at the groin, and manoeuvred through the arteries to the point at which the coronary artery has become constricted or “stenosed”. There the balloon is expanded to push back the artery walls and enlarge the channel. The insertion of a stent will prevent the walls from collapsing when the catheter and balloon are withdrawn.

A serious problem with this form of intervention was that the injury caused to the inner layer of the artery by the insertion of the stent often produced an exaggerated healing response, characterised by the proliferation of smooth muscle cells forming new tissue which once again constricted the arterial channel. This is called restenosis. It affected between a third and a half of patients in whom stents had been inserted and no one knew what to do about it.”

The long and short of it is that the patent’s objective was to treat restenosis and it claimed a stent coated with taxol (a derivative from Pacific Yew tree dissolved in cremophor) to prevent proliferation of new tissue in arteries and also for cancer treatment owing to taxol’s anti-proliferative properties (the claims on cancer treatment were later abandoned for they were broad considering the fact that use of taxol was well-known in cancer literature). Interestingly, this was the bone of contention in this case; according to the defendants Conor, the problem with the patent lay in the ambiguity in its assertion as to the success (not commercial but technological) of the invention. 

4.3 Prior Art

A. A two-part journal article published by Dutch scientists titled Pharmacological Approaches to the Prevention of Restenosis Following Angioplasty: The Search for the Holy Grail? (Drugs 46(1) 18-52; 46(2) 249-262). (1993)

This journal article, published in 1993, specifically spoke of various options that could be tried to treat or prevent restenosis. It sought to draw parallels between proliferation of cells in cancer tumour and smooth muscle cells in restenosis and accordingly the latter may be treated using anti-proliferative drugs. (This proves the earlier observation on developments in one area affecting the thought process in another related field, however remote). Another option in the form of antithrombotic drugs was also discussed. However, the article did not specifically narrow down its choice to any particular drug nor was it particularly confident that any drug or composition was THE best solution for treatment/prevention of restenosis and this is evidenced in the following paragraph:

“[D]espite 15 years of clinical experience and research in the field of restenosis prevention, this has not yet resulted in the revelation of unequivocal beneficial effects of any particular drug. Other newer approaches likely to receive more attention in the future include anti-bodies to growth factors, gene transfer therapy and antisense oligonucleotides. Whether there is a feasible monotherapy, whether we have to focus on a drug combination, or whether we are only searching for the ‘Holy Grail’ remain to be answered.”

In the aftermath of the publication of this article, the founders of Angiotech felt that one possible approach to preventing unwanted cell proliferation was to inhibit angiogenesis (the process by which capillary blood vessels grow), since cell tissue could not grow in the absence of blood which contains the most important ingredient for growth- oxygen. Accordingly, a targeted search was launched for an anti-angiogenic agent that could be used to inhibit or prevent tissue growth in restenosis. In the process, it was found that taxol had remarkable anti-angiogenic properties even in minute concentrations. 

B. PCT Patent Application WO 91/12779 (Wolff)

Wolff, which was published two years prior to the priority of the Angiotech patent, discusses intravascular stents. Its invention relates to methods of lessening restenosis, and to prostheses for delivering drugs to treat said restenosis. These prostheses can be biostable with at least one drug diffused out of the biostable materials. It refers to suitable drugs stating ‘The drugs in the prosthesis may be of any type which would be useful in treating the lumen. In order to prevent restenosis in blood vessels, migration and subsequent proliferation of smooth muscle cells must be checked.’ Wolff mentions several types of drugs which interrupt cell replication including antimitotics, which interrupt cell division and antireplicate drugs
C. PCT Patent Application WO 93/11120 (Kopia)

Kopia proposed a drug delivery method for the purpose of (among other things) delivering taxol to the site of post-angioplasty restenosis. Kopia does not give detailed information which enables the reader to satisfy himself that taxol will either work or satisfy any safety requirements. However, Kopia describes taxol as ‘one among many anti-proliferatives capable of being delivered by its novel method of delivery to an angioplasty site’.
D. An abstract of a paper by Katsuda and others delivered at a symposium in Rome in 1988 (Katsuda).

The abstract of an article by a Japanese inventor Katsuda, the last item of prior art submitted by Conor, disclosed invitro work which showed that taxol prevented mitogenic proliferation (i.e. growth by cell division) of smooth muscle cells

4.4 Issues

“In the light of the prior art cited, is the Angiotech patent obvious?”

This may be broken down into the following sub-issues, each leading to the other:

1. Does this case merit the application of an “obvious to try” standard? Leading to…

2.  To prove obviousness, was it necessary to show that taxol was likely to figure in the list of choices of a person skilled in the art or if it was THE choice for a practitioner of the art? Leading to…

3. Is it mandatory for a patentee to explain why his invention works?
4.5 Discussion
Does this case merit the application of an “obvious to try standard”?
If one were to apply the “obvious to try” standard here, the very fact that the patentees had taken the route suggested by the article should suffice to invalidate their patent. But then as it has been mentioned before, the journal article explored the concept behind the treatment and yet did not zero down on what had to be done to fight restenosis and more particularly, how does one go about achieving it. In addition to this, the article did not even give a practitioner of the art a fair idea as to how much distance, metaphorically speaking, had to be covered before a concrete solution was arrived at. On the contrary, it seemed like the perfect example of prevarication and could have even weaned prospective inventors away from taxol-based inventions since taxol had toxic properties. Consequently, we see that the earlier paragraph from the article, in a way, laid the foundation for Angiotech’s argument that the then prevalent state of art was inconclusive about any anti-proliferative drug’s ability to ward off or cure restenosis and hence proved the non-obviousness of its invention. In other words, the article did not predict positively about the success of taxol is treating restenosis. This point is crucial for it goes a long way in helping us build a logical structure. 

4.5.1 The Metaphorical Pyramid of Logic 
Let us assume that the logical structure is in the form of a pyramid with the focus becoming sharper as one moves towards the polygon vertex, generally referred to as the apex of the pyramid. The apex represents the specific inventive step of the patented invention while the building blocks leading to the apex allude to the path taken to reach the apex, and the very foundation of the pyramid refers to prior art. In this case, the information disclosed in the article served as building blocks for it is clear from the equivocal language of the article that it was far from reaching the apex i.e. if the same information had been submitted as a patent application, it would have been rejected on grounds of lack of inventive step and lack of clarity in specification. However, this did not necessarily mean that the inconclusive nature of the article justified the grant of patent to Angiotech because the latter still had to prove that it had gone that extra mile to reach the top and it had done so in a manner which was not predicted by the article. 

At this juncture, the sub-issue before the Court was:

To prove obviousness, was it necessary to show that taxol was likely to figure in the list of choices of a person skilled in the art or if it was THE choice for a practitioner of the art?

Practically speaking, all that Angiotech had done was to see if one of the paths suggested by the article yielded positive results and fortunately for Angiotech, the trial led to an invention. However, to give due credit to Angiotech, since the tone of the article was not conclusive in nature and was pointing in several directions, the very fact that Angiotech had taken one route and arrived at a concrete solution makes its invention seem non-obvious. Had the article been very sunny and concrete about the use of taxol-based anti-angiogenic agents among others, the “obvious to try” standard may have found some application, yet as mentioned earlier, it is better to stick to the more rigorous standard of obviousness. Thus, broadly speaking, if the prior art discloses to an inventor in reasonably certain terms that a particular solution is feasible and any ordinary inventor would rely on such information to work on a solution, his claims of non-obviousness may be in doubt. 

Following this, both sides in this case submitted expert testimonies by two experts each, each of who supported his respective parties through his opinions. Such a situation naturally puts Courts in a quandary forcing them to rely on documentary evidence in the form of journal articles and experimental data. Consequently, Conor submitted the 2 PCT applications and the abstract of a Japanese article to substantiate its stance. At this point the Counsel for Conor crafted a line of argument which, though not entirely correct, was tactically brilliant. This may be explained using the metaphorical pyramid; the “obvious to try” line may, at times, be the product of a combination of lack of clarity in the patentee’s specification and the prior art literature i.e. if it appeared that the patent claims had not reached the apex fully and the steps leading to the apex had been disclosed in the prior art, then the patent, according to Conor, failed on grounds that it was obvious to try. To claim benefit of such an argument, Conor selectively quoted from Angiotech’s specification and concluded that the patent was merely exploratory in nature and did not positively claim that taxol was indeed capable of treating restenosis. In other words, Conor tried to lower its burden by lowering the standard of proving “obviousness”. 

Conor further stated that Angiotech did not clarify as to how its method worked nor did it submit experimental data to prove the success of its invention. It also alleged that no concrete connection between anti-angiogenic properties of an agent, here taxol, and anti-proliferation of muscle cells was explained in the patent and so the subject-matter of the patent was pure guess work. This, according to it, was sufficient ground to invalidate the patent. The Court of Appeals too went by the same argument as did the district court.

The issue now before the House of Lords was as follows:

Is it mandatory for a patentee to explain why his invention works?

Expressed differently, the factor of predictability of the technological success of the invention as sought by the PharmaStem judgment is being referred to here. Notwithstanding the rhetorical glint in this question, the answer is a no. The House of Lords did not concur with the Court of Appeals for it said that claim 12 of the patent read with the specification clearly established that the patentee was not speculating about the success of his invention but was emphatic in his claim that his invention would indeed work.
 Rightfully so, barring exceptional circumstances where the invention sounds so ludicrous that it goes against the laws of nature, a patentee is not required to show why his invention works, all he needs to do is to explain how it works in a manner which enables other practitioners. In fact, it is for the challenger to show that the patent was unworkable. Agreed that the success of the invention is necessary for the patentee to lay claim to any kind of monopoly, but workability of the invention is the sole priority of the patentee and not why it works. Take the case of aspirin for instance; till date, it has not been shown why aspirin indeed works; its metabolic mechanism remains an enigma and yet there are a plethora of patents on aspirin. 

At this point, the Court also ruled that post-publication of evidence of workability of the invention after grant of the patent went against the concept of quid pro quo,
 which one fully agrees with. This is because, one cannot seek grant of monopoly to exclude others and say that the proof of right to such monopoly could be submitted after grant. Also, the concept of priority is deeply rooted in the patentee’s bona fide belief that as on the date of application for the patent, his invention as far as his knowledge went, was workable.
 This, in fact, is a part of the oath which the applicant submits. 

4.5.2 Final Twist

Despite this entire farrago, there was prior art which positively anticipated Angiotech and which the House of Lords, in one’s opinion, did not give due attention. The Wolff and Kopia PCT applications along with the abstract of an article by a Japanese inventor Katsuda should have led the Court to conclude that  not only was the “invention” obvious to try in the first place, but the end product too was obvious by any standard. 

Angiotech argued that since Wolff had not named taxol specifically, it could not constitute relevant prior art; the House of Lords seemed to go along with this argument which is perplexing given the fact that Wolff referred to several antireplicate drugs such as methotrexate, azathioprine among others. The Court of Appeals rightfully held that though Wolff had not named taxol specifically, it had recognised that there were several other possible drugs and given the state of art prevalent then, for any ordinarily skilled practitioner, the use of taxol would have been obvious. Hypothetically assuming that Angiotech was right in its argument, it still did not hold water given the fact that Kopia explicitly mentions taxol as an anti-proliferative drug. 

The most important prior art which the House of Lords hardly noticed is the abstract of the article by Katsuda which disclosed in unequivocal terms using invitro data that taxol prevented mitogenic proliferation (i.e. growth by cell division) of smooth muscle cells, which was exactly what the Angiotech patent sought to achieve. Interestingly, though, as patentees, Angiotech didn’t have the burden of establishing the relationship between the cause and the effect so long as its invention worked, the fact that the link has been so distinctly established by the Katsuda article robs Angiotech of any smidgeon of claims of non-obviousness left in its patent. Yet Lord Hoffmann dismissed this by saying:

“That also seems to me insufficient to make it obvious that taxol would prevent restenosis.”

If this was not sufficient, one is not sure what else qualifies as “sufficient”! When there exists literature which clearly establishes a relationship between taxol and growth by cell division, which even the patentees could not decipher, how was the patent non-obvious? At best, Angiotech could have gone for a Swiss type use claim saying that its use of taxol’s properties to cure restenosis was unique. But in the light of the Wolff and Kopia PCT applications, it couldn’t even have sought for Swiss type claims. 

Though certain important points of law have been clarified in this judgment, one strongly believes that the judgment should have been otherwise in the light of the prior art cited. 

5.  Combined Effect of KSR and Angiotech
The cases in the Federal Circuit and the USPTO since December 2007 indicate that KSR has not radically changed the outcome of invalidity bids but for the initial spurt between July 2007 and December 2007. The other important observation in this regard is that, in the immediate aftermath of the decision, KSR was hailed as a milestone by some in the generic pharmaceuticals industry who went to the extent of saying that the TSM was out completely thereby demonstrating a classic instance of Reducto Absurdo. However, at least for the cases involving products/molecule structure claims, the generic industry has not been very lucky. In most cases, the Courts have come with a TSM related [not TSM based/ focussed] approach and held the patents valid. Pauline-Farmer Koppenol points out the following instances where the Federal Circuit did not necessarily go by the standards laid down in KSR.

In In re Sullivan, the applicants for a patent claimed invention of a compound using portions of an antibody called “Fab fragments” to neutralize snake venom.
 During prosecution, the examiner had rejected the claims as obvious over references to using the entire antibody to neutralize snake venom and a reference that discloses a method of making the Fab fragments, using the Fab fragments to detect snake venom. Additionally disclosed in a prior art reference was that for the purpose of detecting snake venom, Fab fragments had similar results to whole antibodies. Additionally, the U.S. Patent and Trademark Office argued that this application was merely a new use for a known composition. The applicants had submitted declarations showing that there was evidence to suggest that Fab fragments would not work as well as whole antibodies for neutralizing snake venom and therefore, the fact that Fab fragments do indeed work to neutralize snake venom was an unexpected result. The Federal Circuit sided with the applicants, citing back to In re Papesch,
 for the proposition that a compound and all of its properties are inseparable and so the unexpected property of the Fab fragments led to a use that was not just new but also unexpected.
In Takeda Chemical Industries, Ltd. v. Alphapharm Pty., Ltd.,
Alphapharm, a generic drug manufacturer, had filed an Abbreviated New Drug Application to make a generic version of one of Takeda’s compounds, pioglitazone. As part of its defence against Takeda’s infringement claims, Alphapharm argued that Takeda’s patent on pioglitazone was invalid because a prior art compound, which differed only slightly from pioglitazone (identified as “compound b”), rendered pioglitazone obvious. Both compounds include a ring of five carbons and one nitrogen, a pyridyl ring. Compound b has a methyl group (a group containing only one carbon) at position 6 on the pyridyl ring. Pioglitazone has an ethyl group (containing two carbons) at position 5 on its pyridyl ring (one carbon over from position 6). Alphapharm contended that these changes were structurally obvious because they were examples of two practices common in the pharmaceutical industry: replacing one group with a similar group (methyl to ethyl) or homologization, and “ring-walking” the substituent group from position 6 to position 5 on the pyridyl ring. The district court, ruling before KSR, found that compound b was not an obvious choice to modify to make an antidiabetic because one of its side effects is weight gain. Weight gain, while generally undesirable, is even less so in diabetic patients. Additionally, compound b is toxic and therefore less suitable for treatment of chronic diseases, like diabetes. On appeal to the Federal Circuit, Alphapharm argued that the changes to get from compound b to pioglitazone were “obvious to try,” citing the intervening KSR opinion. The appellate court, however, affirmed the lower court and upheld the validity of the Takeda patent. As part of its decision, the court pointed to the unexpected properties of pioglitazone. The toxicity and other side effects of compound b, the closest prior art, taught away from the claimed invention and so the prior art did not suggest modifying compound b either by homologization or ring-walking. Additionally, the possible alternatives to the original methyl in the 6 position were enormous. The court stated that therefore this was not the “obvious to try” situation contemplated by the Supreme Court in KSR because compound b’s negative properties and the numerous substitutions from which to choose when replacing the original methyl group in the 6 position.

From the above cases, it is clear that atleast in KSR, the US Supreme Court did not render irrelevant all the Pre-KSR precedents of the Federal Circuit which means that the technology-specific jurisprudence which the Federal Circuit had developed over a period of time can still be relied upon to arrive at decisions. This also proves that claims involving new compounds are likely to survive invalidity bids better than those involving optimization claims to different salt forms, excipients, dosages etc.
 Notwithstanding the criticism that thanks to the KSR decision, a person having ordinary skilled in the art (PHOSITA) is now person having ordinary skill in the art and common sense (PHOSITAACS)
, it was probably for the best that the Court decided to shake the established order. This is because may be in the first few years of the “Common sense” regime, the Courts will find it difficult to set a minimum standard; but in the due course of time, the Courts per force will have to give concrete meaning to this composite phrase just as it has done to other judicially evolved fictions such as the standard of a “reasonable man”. 

As regards the effect of Angiotech, one would not be misplaced in saying that the Court has not done away or advocated against the use of an “obvious to try” standard. Lord Hoffman clearly states that in his opinion, the case did not warrant a Johns-Manville
 type analysis. To the extent that the judgment does not negate the utility of an “obvious to try” standard in other cases where it is warranted, the judgment is correct; however, the very fact that the House of Lords did not deem the instant case a suitable one for such analysis makes one wonder if it has understood the concept in the first place. This is one reason why it would be too short-sighted to prognosticate the effects of Angiotech on future obviousness decisions. The best one can do is to wait for the Court of Appeals to interpret this judgment at the first opportunity it gets. 
Finally, it is true that the application of any standard of obviousness differs in cases involving mechanical inventions from those involving pharmaceutical and biotechnology inventions; however, difference in the fields of technology cannot be a facade to cover up interpretative foozles.

6. Conclusion
It must be understood that obviousness is mixed issue of fact and law and therefore turns on the nature and standard of evidence submitted. The corollary to this proposition is that an “obvious to try” standard is subsumed in the standard of obviousness. Where it suffices to show that to venture in a particular direction is itself obvious with no possibility of new results than the ones already known, then no matter what one calls it, one is going by the “obvious to try” standard. It follows that if the so-called “invention” is so manifest that its banality can be proved by the very act of trial, then it should not be much of a fight for a challenger to go one step forward and establish the obviousness of the invention itself rather than limiting himself to proving that it was too obvious to try. 
If KSR could be accused of blurring the concept of obviousness in its attempt to be progressive, Angiotech is a step backward; consequently, the locus of obviousness as it stands today can be compared to Salsa. The tragedy in both cases is that while the rest of the world looks up to the US and UK Courts for clarity on patent law, the Apex Courts of both these countries have not risen to the occasion. Interestingly, the Federal Circuit in the US and the Court of Appeals in the UK seem to have better track records for being consistent in their approach with the oft-quoted critique being that their consistency over a period of time is a sign of lack of imagination. It would do us a world of good to realise that in our efforts to define certain fundamental concepts of patent law such as obviousness, we should not go to the extreme extent of verbalizing the law beyond a reasonable point. Both form and content should be given their due if patent law is to achieve its objective- better innovation and not necessarily greater number of patents.
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