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the “glIvec” patent saga: A 3-D perspective On INDIAN PATENT POLICY AND TRIPS COMPLIANCE

This work is dedicated by a humble native of Flatland

In the hope that 

Even as he was initiated into the mysteries of Three Dimensions

Having been previously conversant with only two 

So the citizens of that celestial region 

May aspire yet higher and higher

To the secrets of four or five or even six dimensions

Thereby contributing to the enlargement of the “imagination”

INTRODUCTION
Indian patent law recently landed itself in the eye of a “TRIPS”
 storm on account of the rejection of a patent application covering Novartis’s famed anticancer drug, Glivec.
  The rejection stemmed, inter-alia from a unique section in the Indian patent regime (section 3(d))
 that prohibits the patenting of new forms of existing pharmaceutical substances that do not demonstrate significantly enhanced “efficacy.”

Not only did Novartis appeal the patent office decision, but in a rather controversial move, it challenged the TRIPS compatibility and constitutionality of section 3(d). The Madras High Court recently ruled that section 3(d) was constitutional.
 More importantly, it also stated that it did not have jurisdiction to rule on the TRIPS issue. As one can appreciate, this does not settle the TRIPS issue but only shifts the jurisdictional venue. With the sword of Damocles hanging over India, it is an opportune moment to examine section 3(d), it’s contours and context and the broader implications for Indian intellectual property policy and TRIPS. 

Apart from discussing the various aspects of the dispute, this paper argues that section 3(d) represents the “third dimension” in international intellectual property debates. The regular two-dimensional view hardwired into the WTO/TRIPS framework and represented in most of the literature speaks of a developed vs developing country schism—a schism that blinded policy debates for a great number of years. Given the proliferation of “technologically proficient developing countries”
 such as India, China and Brazil that are not yet fully “developed”, but have clearly transcended the “developing country” status in some respects, this schism needs some rethinking.

On the one hand, a rapidly growing economy and strength in technology sectors such as software and pharmaceuticals invest India with some “developed” country characteristics.
 On the other, the fact that its Human Development Index (HDI) ranks as one of the lowest in the world
 and that 26% of its people live below poverty line
 keep it from fully transcending it’s “developing country” status. 

This paper argues that when viewed through a three-dimensional (3-D) lens, section 3(d) emerges as a provision premised on India’s status as a “technologically proficient” developing country. With a view to incentivising incremental pharmaceutical innovation by domestic pharmaceutical companies, patent protection is provided to pharmaceutical inventions. However, owing to fears of ever-greening and extended monopolies, such patent protection is limited to new chemical entities and their derivatives that provide substantially enhanced “efficacy”. Of course, the true mettle of section 3(d) will emerge only after the government defines what “efficacy” really entails. 

Section 3(d) is significant for Indian patent policy in other ways too. For one, section 3(d) represents the congruence of three distinct interests that vie for predominance in Indian pharmaceutical patent policy. The interests of multi-national companies (MNC), the interests of the domestic industry and the interests of consumers. Unfortunately, till recently, a regular two-dimensional view of patent policy in India saw the balancing of pharmaceutical patent policy as one between MNC’s on the one hand, and of consumers/domestic producers on the other. In other words, there was conflation of consumer interest with those of domestic producers, who provide affordable generic versions of drugs. 

Here again, this paper stresses that it is essential for the reader to wear a 3-D lens and see these interests as distinct. A regular 2-D view and a conflation of interests would suggest that the “efficacy” threshold be defined as high as possible. This would significantly limit the grant of patents, and provide cheaper drugs for consumers. However, a high threshold would harm the interests of domestic majors such as Ranbaxy and Dr Reddy’s, who are now extensively involved with incremental innovation. The ex post effects of a patent in the form of high prices etc can be addressed via measures such as price control, compulsory licensing etc. However, it is not wise to peg patentability criteria at arbitrary levels to achieve these purposes, particularly when such an action will adversely impact the innovation incentives of Indian pharmaceutical companies. In short, the term “efficacy” is a very useful policy lever
 and one ought to ply with it very carefully. 

Lastly, this paper argues that section 3(d), a section that does not find a parallel in any other patent regime in the world, represents a new phase in India’s TRIPS implementation efforts. The earlier phases were marked with hostility towards TRIPS.
 The current phase, which includes enactments of provisions like 3(d), represent an “innovative” exploitation of TRIPS flexibilities by India to further national interest.

THE GLIVEC PATENT SAGA
Like all corporate sagas, the story of Novartis begins with two individuals, who surprisingly never figure in the “patent” narratives that we hear about.

In 1960, Peter Nowell and David Hunger-Ford, two medical doctors from the United States discovered a genetic mutation in patients with chronic myeloid leukemia (CML), a form of cancer. Their discovery launched the search for a compound that could block the single enzyme that causes the disease.  In 1990, scientists at Novartis closed in on the target and, in 1993, the company filed a patent for a free base called “Imatinib”.
 Imatinib was then further researched upon and improved--a beta crystalline version of one of the salts of Imatinib (imatinib mesylate) was found to work well and within no time, the world had Glivec,
 an effective treatment for CML. 
 
The patent dispute that sets the tone for this paper centers around the beta crystalline form of imatinib mesylate referred to above—in more technical terms, this substance is a particular polymorphic form of the methanesulfonic acid addition salt of imatinib mesylate. Till date, 35 patents covering this salt have been granted to Novartis in various countries.
 However, owing to the unavailability of drug patents in India until 1 January 2005,
 Novartis claimed this polymorph in a mailbox application, that was to be opened on January 1, 2005 and examined
. This mailbox application, filed  on July 17, 1998 covered the ‘beta crystalline form of imatinib maesylate’.
 
Pursuant to the 2005 amendments to India’s patent regime
 which introduced product patents for pharmaceuticals, this application was opened and examined. It was immediately opposed by generic drug companies that had already been manufacturing this drug and the Indian Cancer Patients Aid Association on several grounds including:

i) lack of novelty/anticipation

ii) the claimed salt did not have any added “efficacy” under Section 3(d), 

iii) obviousness and 

iv) wrongful priority

Agreeing with the above arguments, the Assistant Controller of Patents rejected the patent application.
 Aggrieved by this rejection, Novartis AG, along with its Indian subsidiary, Novartis India, filed two writ petitions in the Madras High Court. These petitions not only sought a reversal of the Asst Controller’s order, but also a declaration that Section 3(d) was unconstitutional and in violation of India’s obligations under TRIPS.

Pursuant to a government notification,
 the High Court transferred the first petition to the Intellectual Property Appellate Board (IPAB) – a specialist tribunal set up to deal with appeals from the various intellectual property offices across the country.
 

Before we assess the TRIPS challenge, let us dwell briefly on the merits of the dispute that is before the IPAB—i.e. whether the beta crystalline form is patentable or not. For the purpose of this paper, I limit my discussion to section 3(d). 

SECTION 3(D): THE STRUCTURE AND CONTEXT
Section 3(d) reads as below:

d) the mere discovery of a new form of a known substance which does not result in increased efficacy of that substance or the mere discovery of any new property or new use for a known substance or of the mere use of a known process, machine or apparatus unless such process results in a new product or employs at least one new reactant.

Explanation: For the purposes of this clause, salts, esters, ethers, polymorphs, metabolites, pure form, particle size, isomers, mixtures of isomers, complexes, combinations and other derivatives of known substance shall be considered to be the same substance, unless they differ significantly in properties with regard to efficacy.”

In essence, section 3(d) aims to prevent a phenomenon commonly referred to as “ever-greening”: under one definition, this occurs when a manufacturer supposedly ‘stockpiles’ patent protection by obtaining separate 20-year patents on multiple attributes to a single product.
 According to a report of the US National Institute of Healthcare and Medicines (NIHCM):

Drug manufacturers patent a wide range of inventions connected with incremental modifications of their products, including minor features such as inert ingredients and the form, colour and scoring of tablets.
In an attempt to stave off the possibility of ever-greening, section 3(d) stipulates that only those pharmaceutical derivatives that demonstrate significantly enhanced “efficacy” are patentable.
 

The underlying assumption is that derivatives, such as salt forms, polymorphs, isomers etc that are structurally similar to known pharmaceutical substances are likely to be functionally equivalent as well--and if this is not the case and the new form of an existing substance works better than the old form, it is up-to the patent applicant to demonstrate this and claim a patent. 

To this extent, section 3(d) draws a distinction between “evergreening” and incremental innovation.
 By making derivates with added efficacy patentable, section 3(d) encourages sequential developments of existing products or technologies that help bring in improved products to the market, capable of addressing unmet public health needs. 

In order to appreciate whether Novartis’ invention is more “efficacious” than an earlier known form, let’s look at what the “invention” entails. The invention represents a transition from the discovery of a free base to a useful drug. The various steps in this transition can be encapsulated as under:

i) Synthesizing the Imatinib free base, a compound that was patented in the US, EU and several other countries. 
 However, this could not be patented in India, owing to the fact that in 1993, India did not provide product patents for pharmaceutical substances.
 

ii) The conversion of the free base to a salt form -- imatinib mesylate by adding methanesulfonic acid. 

iii) The obtaining of the beta crystalline form of imatinib mesylate, a polymorphic form that is allegedly the most stable form of the salt. A patent application was filed for this and it is this application that is the subject matter of dispute.

iv) The making of Glivec, a drug that is based upon the above beta crystalline form of imatinib mesylate. 

Novarits claims that Glivec (beta crystalline form of imatinib mesylate) is more effective than the Imatinib free base, since it displays better bio-availability properties i.e. it is absorbed more easily into the blood.
 To this effect, it submitted evidence before the Assistant Controller demonstrating an increase in bio-availability of upto 30%. He disagreed that this was sufficient to constitute “increased efficacy”:

As per the affidavit the technical expert has conducted studies to compare the relative bioavailability of the free base with that of beta crystalline form of imatinib mesylate and has said that the difference in bioavailability is only 30% and also the difference in bioavailability may be due to the difference in their solubility in water. The present patent specification does not bring out any improvement in the efficacy of the beta crystal form over the known substances-- rather it states the base can be used equally in the treatment of diseases of in the preparation of pharmacological agents wherever the beta crystal is used. Even the affidavit submitted on behalf of the Applicant does not prove any significant enhancement of known efficacy.

As can be seen from the above, the decision of the patent office is not very illuminating and the patent controller did not give any detailed reasons as to why he thought the beta crystalline form lacked “efficacy”. What does the term “efficacy” mean? Does it connote only “therapeutic efficacy”? Or will it also include bioavailability? And importantly, what will constitute a “significant enhancement in efficacy” under the Explanation to section 3(d)? Will a 30% increase in bio-availability suffice? 
It is hoped that a final resolution of this dispute at the IPAB as well as the governments’ recent move to draft guidelines for determining “efficacy” in the patent manual will yield some clues in this regard.

SECTION 3(D): TRIPS COMPATIBILITY
As mentioned in the introduction, Novartis challenged both the TRIPS compatibility and constitutionality of section 3(d). The Madras High Court ruled that section 3(d) was constitutional.
 

More importantly, it also stated that it does not have jurisdiction to rule on the TRIPS issue. Rather, the proper forum to bring this before would be the WTO.
 As one can appreciate, this does not settle the TRIPS issue but only shifts the jurisdictional venue. Assuming the matter were to come before the WTO, it is very unlikely that a panel will rule against India.

Article 27 of TRIPS stipulates that ‘patents shall be available for any inventions… provided that they are new, involve an inventive step and are capable of industrial application.’ However, none of the terms used in this Article have been defined. This leaves some flexibility in the hands of member states to define patentability criteria in a manner that suits their specific national interests.
 

Historically, member states have refined patentability criteria in the context of specific fields of technology, taking into account the unique concerns posed by such technologies. Illustratively, in 2001, the United States Patent and Trademark Office (USPTO) revised its utility guidelines to cater specifically to biotechnology inventions.
 It is also pertinent to note a German provision brought in to ensure that the patent monopoly on a gene sequence is limited to the specific function disclosed and not to all functions.

In much the same way as the above provisions, Section 3(d) may be construed as a refinement of patentability criteria to cater to “evergreening”--a specific problem inherent in pharmaceutical innovations.
 More specifically, the ‘enhanced efficacy’ criterion can be seen as refinement of ‘non obviousness’ principles—i.e. most forms of existing pharmaceutical substances are deemed obvious, unless they demonstrate increased ‘efficacy’.

In short, patentability criteria have not been defined under TRIPS, a deeming provision such as section 3(d) can be made and sustained, provided it is not entirely arbitrary. This section aims to weed out frivolous patents by creating a credible “efficacy” barrier. It is very difficult to see how a WTO panel might strike this down as being in contravention of TRIPS. Of course, if the term “efficacy” is construed in so narrow a manner that the Indian patent regime effectively protects only New Chemical Entities, this may tantamount to a TRIPS violation. 

This is something that the government wished to avoid, as can be seen from the debates surrounding the Mashelkar Committee Report, which found that a blanket denial of patents to all pharmaceutical incremental innovations was likely to contravene TRIPS. 
 

SECTION 3 (D): A 3-D PERSPECTIVE
The above sections help contextualise section 3(d). At a broader level, I wish to highlight the importance of appreciating India’s patent policy in the context of its current status as a “technologically proficient” developing country. To this extent, the readers are cautioned against an antiquated 2-D view of international IP debates—a view premised on the developed vs developing country schism.
 At the risk of oversimplification, the broad notion is this:

Developed countries need maximalist IP regimes, as they are highly innovative and strong IP regimes provide the requisite incentives in this regard. Developing countries require minimalist IP regimes, as they are hardly innovative and are often net importers of technology. This is borne out in part by the Ayyangar Committee Report, a report which, in large part, formed the basis for the 1970 Indian Patents Act.
 The report stressed the virtues of a relatively “weaker” patent system and stated:
 

It does not need much argument to establish that if the scope of patentable inventions were widened, the persons to benefit would be mostly inventors in the highly advanced industrial countries and for the use of these inventions which are not subject to patents in any country of the world other than in the United Kingdom, the industries in India would have to pay a tax in the shape of royalty.
The consequences of the developed vs developing country schism reverberate in several channels of domestic and international IP making and is in fact hardwired into the very fabric of the WTO and TRIPS. 

Unfortunately, this black and white categorisation that has come to inform most intellectual property debates does not hold tight in the context of emerging economies such as India, China and Brazil.
 

In fact, the developing vs developed country classification is coming to be criticized in other areas of the WTO as well. Professor Picker demonstrates the anachronicity of such a classification, citing Russia as an example:

Certainly there are other scenarios where countries may fall between the developed and the developing world, thus making development policy less pointed or efficient or effective…..This demonstrates that the WTO definitions of development are arbitrary and that classification of countries in this way does not take into account their individuality. 

India is neither ‘developed’ nor ‘developing’. It is what I would prefer to label as a ‘technologically proficient’ developing country.
 On the one hand, it is keen on incentivising innovation in sectors, where it is “technologically proficient”. Yet 26 per cent of it’s people live below poverty line and it has significant “public health” concerns—to this extent, it continues to remain a “developing” country.
 The age-old intellectual property rules that were premised on a neat distinction between developed versus developing countries do not fit India anymore.
 This calls for ‘new’ norms, driving India to ‘innovate’ in its intellectual property policy. 
Section 3(d) is one such innovative norm that attempts to strike a balance between two conflicting priorities: On the one hand, drastic levels of poverty and resulting problems associated with drug pricing and affordability warrant a reduction in the scope of patent grants. On the other hand, India’s industrial and innovation imperatives warrant the grant of incentives in the form of patents to domestic majors such as Ranbaxy, Dr. Reddy’s and CIPLA.
 
Section 3(d) therefore provides that patents shall be granted only to new chemical entities and to pharmaceutical derivatives that represent “genuine” incremental inventions by being more “efficacious” than existing substances. 
In this way, section 3(d) makes a break from the regular two dimensional view of intellectual property policy premised on the developed vs developing country schism. A continuation of policies based on the regular 2-D perspective might have seen the introduction of a blanket provision excluding incremental inventions altogether. Fortunately, the government avoided such a measure. In the wake of pressure from the Left Parties to introduce such a blanket exclusion, the government referred this issue to an expert committee.
 Some may therefore argue that the non-introduction of such a provision stemmed more from a fear of TRIPS, rather than being driven by well thought out innovation policy goals. 

A study of the political context surrounding the introduction of the 2005 Patents Amendment Act would suggest that the government was driven more by national policy imperatives. The constitution of a committee to review the proposed measure for TRIPS compliance was nothing more than an effort to stave off any delays in effectuating the 2005 Amendments.
 In other words, TRIPS was only an excuse by the government to further domestic industry interests and assuage the concerns of those that sought to limit incremental patents altogether.

As discussed in an earlier section, Section 3(d) has no statutory parallel anywhere else in the world. It’s “innovativeness” lies in the fact that it deploys a drug regulatory term “efficacy” to lay down an almost bright line rule for determining the patentability of pharmaceutical inventions. Of course, the “brightness” of the line would depend on how the term “efficacy” is defined. 

It is interesting to note in this regard that the term “efficacy” and the explanation to section 3(d) is derived, in large part, from a drug regulatory directive. Article 10(2)(b) of Directive 2004/27/EC
 defines a ‘generic medicinal product’ as:

a medicinal product which has the same qualitative and quantitative composition in active substances and the same pharmaceutical form as the reference medicinal product, and whose bioequivalence with the reference medicinal product has been demonstrated by appropriate bioavailability studies. The different salts, esters, ethers, isomers, mixtures of isomers, complexes or derivatives of an active substance shall be considered to be the same active substance, unless they differ significantly in properties with regard to safety and/or efficacy. In such cases, additional information providing proof of the safety and/or efficacy of the various salts, esters or derivatives of an authorised active substance must be supplied by the applicant. (emphasis by author).

Transposing a provision that operates within the context of a drug regulatory regime to a patent regime may not work optimally. For one, it makes it likely that the term “efficacy” would be construed in a ‘drug regulatory’ sense(consequently, the requirement would be a difficult one for most patent applicants to satisfy. Pharmaceutical companies generally file patent applications at the initial stage of discovery of a drug; it is only much later in the development process that clinical studies are conducted to gather information pertaining to the therapeutic efficacy of the drug. Requiring information on ‘efficacy’ at the stage of filing a patent application is therefore an onerous requirement.

On the other end of the spectrum, defining efficacy too loosely may result in even trivial increments gaining patent protection, further exacerbating the problem of ever-greening—the very problem sought to be eviscerated by section 3(d).

EXPLICATING EFFICACY: CREATING MORE “EFFICACIOUS” NORMS
The Madras High Court judgment relied on a medical dictionary definition to hold that the term "efficacy" in section 3(d) meant "therapeutic" efficacy. Under such a definition, the kind of derivatives that qualify for protection are likely to be severely limited. For instance, increased "bio-availability" (which is what Novartis claims for its beta crystalline form) may not count as "therapeutic" efficacy. Further, salt forms that provide more stability and enable the drug to remain on the shelf for longer or be transported to various parts of rural India without refrigeration will not be patentable.
 But should this be the case? If the intention behind section 3(d) is to provide incentives to new forms of pharmaceutical substances that come with genuine advantages, then ought not drugs with significant increased bio-availability and stability to qualify? 

In this context, it is important to distinguish the interests of consumers from those of domestic pharmaceutical producers. Of course, were one to see intellectual property policy through a long-term dynamic innovation lens, one will appreciate that even consumers will benefit from more innovation—if there is no drug, there is no question of access to the drug. Unfortunately, most public health groups and civil society activists resort to a myopic “pricing” lens i.e. beat the price down to the lowest possible level, without regard for anything else. Illustratively, the Drug Action Forum, Karnataka is now calling on Novartis to withdraw its case, when the issue of whether it has a patentable polymorph or not is yet to be decided by the IPAB.

Till recently, a regular two-dimensional view of patent policy in India saw the balancing of pharmaceutical patent policy as one between MNC’s on the one hand, and of consumers/domestic producers on the other.
 In other words, there was a conflation of consumer interest with those of domestic producers, who provide cheap affordable versions of drugs. 

As noted in the introduction, a 3-D lens comes in handy here as well, in that it enables one to see these interests as distinct.
 Consumer groups wish to peg the “efficacy” standard as high as possible in order to ensure that there are very few pharmaceutical patent grants. Illustratively, in their pre-grant opposition filed against the application at the patent office, the CPAA recommended that “efficacy” be interpreted in a drug regulatory manner.
 

More interestingly, in a submission made to the Mashelkar Committee, the Affordable Medicines Treatment Campaign (AMTC) supported the introduction of a clause that would have restricted patentability to only new chemical entities (NCE’s)(in other words, it advocated a total ban on any kind of incremental pharmaceutical patenting.

Therefore, groups such as AMTC are likely to support the elevation of efficacy standards to extremely high levels—and perhaps even to a level close enough to approximate a law that effectively grant patent protection to only new chemical entities.

On the other hand, multinational pharmaceuticals wish to peg the “efficacy” standard as low as possible. In fact, Novartis would prefer that section 3(d) not exist at all. Which is essentially why it challenged section 3(d) as violating TRIPS, and the constitution of India. 

A regular 2 dimensional view and a conflation of interests would suggest that the views of consumer groups be preferred, since they tally with the views of indigenous pharmaceutical producers: therefore the “efficacy” threshold should be defined as high as possible. This would significantly limit the scope of grant of pharmaceutical patents, and provide cheaper drugs for consumers. However, a third dimensional perspective is likely to reveal that a high threshold will harm the interests of domestic producers such as Ranbaxy and Dr Reddy’s, who are now extensively involved with incremental innovation, such as new heat stable forms, drug delivery systems, extended release capsules etc.
 Illustratively, under a restrictive efficacy standard, Ranbaxy’s incremental innovation which enabled Bayer’s famed anti anthrax drug, Cipro to be taken just once a day, will not gain patent protection
. 

Given India’s status a technologically proficient country, India ought not to adopt an excessively restrictive efficacy standard. i.e. if the intention is to incentivise incremental invention, then one ought to encourage all kinds of incremental inventions and not just inventions limited to “therapeutic efficacy”. The ex post effects of a patent in the form of high prices etc can be addressed via measures such as price control, compulsory licensing etc.
 However, it is not wise to peg patentability criteria at arbitrary levels to achieve these purposes,
 particularly when such an action will adversely impact the innovation incentives of Indian pharmaceutical companies. Given the recent opportunities for R&D collaboration with multinational pharmaceutical companies, the levels of patent protection ought to be at a fairly reasonable level to induce such investment.
 

Perhaps India could draw from other jurisdictions such as the United States, where the patentability of a pharmaceutical derivative such as a new salt form or polymorph hinges to some extent on whether or not such derivative demonstrates "unexpected or surprising results".
 Under this standard, “unexpected results” would include not just "therapeutic" efficacy, but any other significant advantage as well, such as enhanced bioavailability, heat stability, humidity resistance etc. 

An excellent example in this regard is Wockhardt Ltd, which developed humidity resistant salt forms and isomers of known antimicrobial substances. The original compounds had been patented by Otsuka Pharmaceutical Company as potential antimicrobial agents against bacteria that were resistant to conventional antibiotics. When compared with these original compounds, the salts developed by Wockhardt and later patented in the US had better solubility characteristics and greater stability in the presence of high humidity climates.
 Such incremental innovations are of tremendous value in a country like India and the Indian patent regime ought to incentivise such innovations.

It is important to note an important distinction between the US standard and section 3(d). “Unexpected properties” as drawn out by US case law is only a secondary consideration in assessing non-obviousness. In other words, one gets to this stage only when the primary enquiry on inventive step cannot be answered conclusively i.e. was it “obvious” to a skilled person to combine the prior art to get to the specific polymorphic form? 

In most cases, a structurally similar form would lead to  a prima facie finding of obviousness. A showing of unexpected or surprising results (“secondary considerations”) helps in dislodging such an assumption.
 
Illustratively, in Pfizer vs Apotex, the Federal Circuit stated that Pfizer failed to prove that the properties of amlodipine besylate over the prior art would have been unexpected to the skilled artisan, and that even if Pfizer made such a showing, “this secondary consideration does not overcome the strong showing of obviousness in this case.” 

Section 3(d) is clearly distinct—in that it elevates the “unexpected property” norm to a primary enquiry—to be asked at the stage of determining patent eligibility. To this extent, it is a creative deployment of patentability principles and represents a new phase in TRIPS implementation efforts by India, characterised by a strategic use of TRIPS flexibilities. For a great number of years, TRIPS implementation efforts in India has been characterised by some level of hostility. The best example is the failure by India to implement the mailbox and exclusive marketing rights provisions, despite a good seven years passing by.
 

Although section 3 (d) appears to have been introduced without much deliberation in Parliament, it still encapsulates a conscious attempt to balance innovation imperatives of domestic pharmaceutical companies with public health concerns. This explains why the government did not agree as readily to another proposed clause from the Left Parties that would have denied patentability to all incremental innovations. Rather, in a move meant to prevent the Left Parties from further “stalling” the progress of the Patent Amendments, the government deployed the excuse of “TRIPS compliance” and referred this to an expert committee.
 

Section 3(d) creates something close to a bright line rule for determining the patentability of pharmaceutical derivatives. In a country with a relatively unsophisticated patent office that is examining pharmaceutical product claims for the first time, the advantage of such a bright line rule cannot be stressed enough. However, section 3(d) is still shrouded in considerable uncertainty and the government must now work towards guidelines to help “brighten” the line.

Even assuming that we determine the precise contours of “efficacy”, how do we go about deciding as to what level of “efficacy” would suffice to make something patentable? The Explanation to section 3(d) mandates stipulates that there should be a “significant difference in properties with regard to efficacy”? Will a 10% increase in efficacy amount to a significant difference in property”? Or will it have to be higher? This is a complex issue for which there is no ready answer. A quantitative increase of 5% in “stability” may cause one substance to improve so much that it can finally be converted to a drug form, whereas with another drug, it would hardly amount to much. 

Unlike defining efficacy (which could either be restrictively defined as “therapeutic efficacy” or broadened to include any kind of “advantageous property”), it is not possible to lay down a definitive guideline or a bright line rule for determining when something amounts to a “significant” difference in efficacy. Therefore it is best to leave this to be decided on a case-by-case basis. 

The term “efficacy” is a very useful policy lever and India ought to ply with it very carefully. This becomes ever more pertinent, now that now that there are more cases at the patent office that hinge on section 3(d)
 and several countries that are seeking to emulate section 3(d). 
 

CONCLUSION
To reiterate the thesis of this paper, section 3(d) represent India’s attempts at innovatively striking a balance between innovation and public health, given its status as a “technologically proficient” developing economy and it’s need to work within the broad framework of TRIPS. 

To this extent, section 3(d) is best appreciated through a 3-D lens---a lens that helps us move beyond the antiquated developed vs developing country classification. 

However, it is not clear what the term “efficacy” in section 3(d) entails. Section 3(d) needs to be refined further to make it work more “efficaciously” and to help India spearhead the emergence of truly innovative patent norms, characteristic of a new breed of “technologically proficient countries. This would lend more certainty to the law and attract more investment in R&D. It will also create more bright line rules that are tremendously helpful in countries like India with less sophisticated patent offices. However, in so far as a quantitative determination of a “significant difference” in efficacy is concerned, bright line rules may not help, since different percentages have different implications, depending on the kind of derivatives that are used and the context in which they are so used. This should therefore be decided on a case- by- case basis.

To this end, one ought to appreciate that the term “efficacy” is a useful policy lever and has to be plied with carefully. If pegged too high, it could hurt the innovation imperatives. If pegged too low, it could exacerbate ever-greening. In this regard, it is important that we not conflate the interests of domestic majors and consumers and peg the level as high as possible—to possibly approximate a position where effectively only new chemical entities will be granted patent protection. A clear pair of 3-D lens will help us see these interests as distinct and thereby enable us to peg the level at a more reasonable level, than would have been the case, had we continued to be blinded by this conflation. 
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