PATENT AND IPR REGIME

The continual process of learning, creating "new knowledge" and further transforming it into "value-added knowledge" with "fair distribution of its benefits" is fundamental to the progress to all knowledge driven industries (Lanjour, 2004). The emergence and growth of information society in the last decade, where knowledge based industries are accorded increasing importance, forms the background to the contemporary debates regarding the Intellectual Property Rights (IPRs). The notion of the intellectual property as its simplest suggests that ideas and knowledge can be parcelled into separable and transferable knowledge objects, which enjoy similar characteristics to material property (Lerner, 1995). 

Intellectual property is the property, which is derived from the work of individual's intellect or mind that have some commercial value. Thus, intellectual property rights, very broadly are the rights granted to creators or owner of the work that are result of human intellect or mind. Broadly, these rights are divided into two categories: industrial rights, which include Patents (innovations), Trademarks, Industrial Designs, Trade Secrets and Geographical Indication of source; and Copyright, which includes Literary and Artistic Work such as Novels, Poems, Plays, Films, Photographs, Musical Work, Painting, Sculptures and Architectural Designs (WIPO,2000). The basic idea underlying patents, trademarks and other forms of intellectual property rights is to provide incentives and rewards to the right holders (1), and on the other hand, facilitating access to, and widespread diffusion and adoption of the fruits of creativity and innovation (2). 
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India's Compliance with the TRIPS Agreements 

The last 25 years have witnessed exponential growth in the issues affecting intellectual property laws. The global system of IPRs is undergoing profound changes. Numerous developed and developing countries recently have undertaken significant step in strengthening of their intellectual property regimes. Regional trading agreements, such as North American Free Trade Agreement (3) (NAFTA) and a series of partnership agreement under negotiation between the European Union and Eastern European and Middle Eastern nations, now pay significant attention to issues of regulatory convergence, with the particular emphasis on IPRs (Scotchmer, 2004). Most important is the introduction of the multilateral Agreement on Trade Related Aspect of Intellectual Property Rights (TRIPs) within the World Trade Organization (WTO). Under the TRIPs, current and future WTO members must adopt and enforce strong and non-discriminatory minimum standards4 for the protection of intellectual property (Fink and Maskus, 2005). The TRIPs Agreement, which entered into force on January 1, 1995, is administered by the WTO, and covers seven categories of IPRs. These are: (1) Trademarks, (2) Copyright and Related Rights, (3) Geographical Indications, (4) Industrial Designs, (5) Layout of Integrated Circuits, (6) Trade Secrets, and (7) Parents (Including micro organism and plant variety protection). The principal objective of the TRIPs Agreement is to strengthen and harmonies the IPRs standards among all the signatory countries. 

In 1995, India signed the TRIPs Agreement, thereby obliged to comply with its provisions. Being a founder member of WTO, Indian government always tries to comply with TRIPs Agreement by enacted new legislations and amending the existing one. In pursuance of the TRIPs Agreement negotiated during the Uruguay Round, the Indian Patent Act, 1970 was first amended in 1999 to introduce for filing the product patent applications covering the pharmaceutical and agricultural chemicals from January 1, 1995 (better known as mailbox) under article 70.8 of the TRIPs Agreement and to introduce provisions for granting exclusive marketing rights under article 70.9. The Act was again amended in 2002. The second amendment was introduce to bring the Indian Patent Act in conformity with all provision included in section 5 of the TRIPs Agreement relating to patents, barring a solitary exception5. In this process, on 23rd March, 2005, the Patent (third amendment) Bill was passed by the Upper House of the Parliament. This is the 3rd article of Indian Patent Law, which India was required to make to fulfill its obligations under the TRIPS Agreement (Sumanjeet, 2006). Copyright Act 1957 was also amended in 1999 and came into force in 2000.The earlier 1994 amendment to the Copyright Act of 1957 had provided protection to all original literary, dramatic, musical and artistic works, cinematography, films and sound recordings. The Department of Education, Ministry of Human Resource Development, Government of India has initiated several measures in the past for strengthening the enforcement of copyrights that include constitution of a Copyright Enforcement Advisory Council (CEAC), creation of separate cells in state police headquarters, encouraging setting up of collective administration societies and organization of seminars and workshops to create greater awareness about copyright law among the enforcement personnel and the general public. It also brought sectors such as satellite broadcasting, computer software and digital technology under Indian copyright protection. Special cells for copyright enforcement have so far been set up in 23 States and Union Territories, i.e. Andhra Pradesh, Assam, Andaman and Nicobar Islands, Chandigarh, Dadra and Nagar Haveli, Daman and Diu, Delhi, Goa, Gujarat, Haryana, Himachal Pradesh, Jammu and Kashmir, Karnataka, Kerala, Madhya Pradesh, Meghalaya, Orissa, Pondicherry, Punjab, Sikkim, Tamil Nadu, Tripura and West Bengal. States have also been advised to designate a nodal officer for copyright enforcement to facilitate easy interaction by copyright industry organizations and copyright owners. The Trade Marks Bill, 1999 which repeals and replaces the Trade and Merchandise Marks Act, 1958 passed by the Indian Parliament. Geographical Indications of Goods (Registration and Protection) Act, 1999 has come into force with effect from 15th September 2003. Trade Marks Rules 1959 supplemented the Trade and Merchandise Marks Act 1958. Various other orders were also issued by government of India with respect to the designation of convention countries, which includes the International Copyright Order 1958; the Copyright (International Organization) Order 1958; and International Copyright Order 1991 and 1999. These orders promulgated by the Government of India to updates the list of convention countries, when necessary and to extend the benefits or all or any of the provisions of the Copyright Act 1957 to work published in any foreign country. Thus, Indian government always tries to comply with the provisions of the TRIPS Agreement. 

Patent Rights in India 

Among all types of IPRs, perhaps, patent is the most critical for invention and innovation. In fact, this is the most controversial form of IPRs till date. Patents represent agreements between governments and investors. Though these agreements, government promise to recognize legal monopolies in the favour of the investors, as to their inventions, for a limited period of time. In return, the investors promise to disclose, in a commercially and technologically useful ways, the details of how to duplicate and utilize their inventions (Merges, 1999). Fundamental to patentability is the requirements that the thing or the process for which the protection is sought must be an innovation. In India, The Patent Office, under the Ministry of Commerce and Industry, Department of Industrial Policy and Promotion, has been established to administer the various provisions of the Patents Law relating to the grant of Patents and the Designs Law, relating to the registration of Industrial Designs. Application may be made, either alone or jointly with another, by the inventor, assignee and legal representative of deceased inventor or assignee. The inventor is entitled to be mentioned in the patent, if he applies to do so (Moore, 2000). Application may be made jointly by two or more corporations as assignees. As in Indian Patent Act is heavily derived form British law, it also provides patent for invention6. An invention means any new and useful art, process, method or manner of manufacture; machine, apparatus or other article; or substance produced by manufacture, and includes any new and useful improvement of any of them, and an alleged invention7. TRIPs mandate a 20-year patent protection (Panchal, 2005), India, too (Shimizu, 2000), allows the same duration. Excluded from being patentable is list of things that are either not considered to be inventions or are protected by some other form of intellectual property rights: 

> Frivolous or obvious inventions 

> Inventions which could be contrary to law or morality or injurious to human, animal or plant life and health or to the environment 

> Mere discovery of the scientific principle or the formulation of an abstract theory or discovery of any living thing or non-living substances occurring in nature 

> Mere discovery of any new property or mere new use for known substance or the mere use of a known process, machine or apparatus--unless results to new products or employs one new reactant 

> Producing a new substance by mere admixtures of substances 

> Mere arrangement / rearrangement or duplication of known devices functioning independently 

> Method of agriculture and horticulture 

> Any process for the medicinal or surgical, curative prophylactic, diagnostic, therapeutic or other treatment of human beings, animals to render them free of disease or to increase their economic value or that of their products 

> The biological processes for production or propagation of plants and animals in whole or any part thereof other than micro-organisms but including seeds, varieties and species (new plant varieties can be protected by the protection of plant varieties and farmers act 2001) 

> A mathematical or business method or algorithms 

> A Computer Programme per se other than its technical application to industry or a combination with hardware 

> Aesthetic creation including cinematography and television production 

> Method for performing mental act or playing game 

> Presentation of information 

> Topography of Integrated Circuits 

> Invention which in effect, is traditional knowledge or which is an aggregation or duplication of known properties of traditionally known components 

> Inventions relating to Atomic Energy 

Indian Patent Act, 1970 

The Patent Act, 1970 came into force on 20th April 1972, replacing Indian Patents and Designs Act, 1911. The Patents Act, 1970 in comparison with Indian Patents and Designs Act, 1911 has far more reaching effect in some areas such as Food, Drug and Medicines where all the patents granted under this category and deemed to be endorsed with the words "License of Right". More elaborate definition of invention has been provided. Product Patents for Drugs and Medicines including certain class of chemicals, which are produced by chemical reactions, have been abolished. However, inventions relating to methods or processes of their manufacture are patentable. The area of search for novelty has been extended to any documents published anywhere in the world (Saiki, 2003). The provisions for appeals to the High Court from the decision of Controller have also been provided. The provision for grant of compulsory license, license of right and revocation of Patent on the ground of nonworking has also been incorporated. Many of these provisions are kept in line with the development of Patent law in developed countries, particularly Great Britain (Michels et al, 1999). The major departure is in the reduction of the term of patent for the invention relating to the drug, medicine and food and abolition of Product patent per se for Drug, Medicines, Food and Chemicals. 

Indian Patent (1st Amendment) Act, 1999 

The Patents (Amendment) Act, 1999 passed by the Indian Parliament on March 10, 1999 to amend the Patents Act of 1970 that provides for establishment of a mail box system to file patents under article 70.8 of the TRIPs agreement and accords exclusive marketing rights (EMRs) for five years under article 70.9. EMR appears to be very similar to the patent right. In theory, EMR prevents others from making or using patentable inventions (Grover, 2005). However, the right holder can indirectly prevent them from marketing products based on such use since they would lack the authorization to do so. EMRs as referred to in the TRIPs agreement are limited to the pharmaceutical and agricultural chemical products only. 

The first version of the amendments as drafted in 1999 did not reflect this genesis. In fact, they were noteworthy for sticking quite closely to the letter of the TRIPs Agreement. The result of the 1999 draft would have clearly been to remove most of the specificities of the Patents Act, 1970, in particular in the field of health. It would have drastically altered the balance between the interests of patent holders and the interests of society at large, in favour of the former. This included raising the duration of patents in the health sector from seven to 20 years. 

Indian Patent (2nd Amendment) Act, 2002 

As part of its obligation to the TRIPS Agreement, India, beginning in 1999, affected a series of changes in the Patents Act 1970, the latest of which came in the Patents (Amendment) Act, 2002. To this end, such countries were required to take certain steps by 1995, including the granting of exclusive marketing rights (EMRs) as a concessionary means to protect the intellectual property of inventors. As part of these amendments, the EMRs can now be granted, provided certain conditions are fulfilled. This is particularly important in such sectors as the drugs and food products, where product patents have not yet been granted in India, and only process patents are in existence. The Patents (Amendment) Act 2002 introduced some other important changes. Notable amongst these was the decision to make all patent applications--barring those for products in sensitive areas, such as defence--public. Thus, 18 months after the date of filing for the patent, it is possible, upon request, to examine the patent application. This is in conformity with international standards, which also allow for the public dissemination of patent applications and will strengthen the provisions of Rule 25 of the Patents Rules, 1972, that deals with the filing of oppositions to patent applications. Increased public access to patent applications may, thus, allow people to furnish important information to the Government as to why a certain patent should be rejected. On the other hand, the danger remains that the public will abuse this privilege and lift ideas out of patent applications to create a similar product. Apart from the above measures in the new Amendment Act, the term for existing patents has been changed from 14 years from the date of sealing of the patent or five years from the date of sealing of the process patent for any food or medicinal product to 20 years from the date on which the patent application was filed for all products. This change compensates for the long processing time for patents in India, and increases the effective lifetime of a patent in the market. The time for restoration of lapsed patents has also been extended from 12 to 18 months. 

Indian Patent (3rd Amendment) Act, 2005 and Its Impact 

Several changes have been made in the Indian Patent Act through third amendment and there are comprehensive provisions in the amended Act to deal with the various issues especially concerning price and availability of medicines. The most significant feature of this amendment is the introduction of a product patent regime covering the area of pharmaceuticals replacing the hiterto existing process patent regime. It simply means product patent applications have to be examined and accepted in India from January 1, 2005. Broadly, the new patent regime provides for: 

> Extension of product patent protection to all fields of technology (i.e., drugs, food and chemicals). 

> Deletion of the provisions relating to Exclusive Marketing Rights (EMRs), which would now become redundant, and introduction of a transitional provision for safeguarding EMRs already granted. 

> Introduction of a provision for enabling grant of compulsory license for export of medicines to the countries, which have insufficient, or no manufacturing capacity, to meet emergent public health situations (in accordance with the Doha Declaration on TRIPs and Public Health (Kotti, 2005). 

> Addition of a new proviso to circumscribe rights in respect of mailbox applications so that patent rights in respect of the mailbox shall be available only from the date of grant of patent, and not retrospectively from the date of publication. 

> Modification in the provisions relating to opposition procedures with a view to streamlining the system by having both pre-grant and post-grant opposition in the patent office. 

> Strengthening the provisions relating to national security to guard against patenting abroad of dual use of technologies (Baker, 2005). 

> Clarification of the provisions relating to patenting of software related inventions, when they have technical application to industry or are in combination with hardware. 

> Rationalization of provisions relating to time lines with a view to introducing flexibilities and reducing the processing time for patent applications, and simplifying and rationalizing procedures. 

Impact on Accessibility and Availability of Medicines 

The new patent (third amendment) law has generated a lot of debate in India, regarding the content and long term implications particularly in respect of access to medicines at affordable prices. According to YK. Sapra, founder Chairman of Cancer Patients Aid Association, "the amendment to the Patent Act will result in 96% of Indian population not having access to life saving and essential drugs as the prices of these drugs will be unfavourable". Consequently, this will result in vast majority of Indians being deprived of their constitutional rights to health and life. There were about nine Indian generic manufactures producing Imatinib Mesylate (drug used for the treatment of patients suffering from Chronic Myeloid Leukemia, a form of cancer of the white blood cells) drug at Rs. 9,000 to 10,000 per month. Even these prices were beyond the reach of the majority of the CML (Chronic Myeloid Leukemia) patients. The Patent Controller of India granted EMRs to the Swiss Pharma giant Novartis for Gleevcc, a crystalline form of imatnib meslate. The EMR grant means competitors of Novartis can be prevented from selling the same compound under the other brand names. Now Glevcc is being sold by Novartis at such an astronomical price that a month's dosage costs a CML patient Rs. 1,20,000. Further, it is also estimated that anti-AIDS drugs would push up the patient's bill from $160 per person per year to about $4000. 

According to the new law any product or drug discovered after January 1995, which gives the manufacturer the exclusive right to manufacture that product or drug (Chaudhuri, 2005). In other words, the investor is granted monopoly of the drug for a specific period of time and during this period no other company can manufacture that drug without paying a patent fees to the patent holding company. Addition to this, it is also expected that all the medicines will be patented in the coming few years. As a result, it is believed that customers will be charged heavily by the manufacturers in order to compensate for the fat patent fees. 

Against this, Kamal Nath, the Union Minister of Commerce and Industry said that the government has build in enough safeguards in the amended Act, in order to protect the interests of consumers by ensuring availability of medicines at affordable price. "The prices of the medicines will not shoot up due to proper safeguards, checks and balances", said Kamal Nath. Further, Sandeep Mehta, Director, Marketing Ranbaxy Laboratories expressed that, "prices will be greatly determined by the market/competition situation. Prices of existing products will remain stable". However, the prices of patented products launched in India will possibly be high having parity with international prices; though the number of such products will be few. Thus, the concern over the product prices is unnecessary. Many experts also opinioned that the medicines prices are unlikely to shoot up, because 95% of the drugs sold in India are older molecules (off patented). Supply of generic drugs would continue and be adequate to treat most needs. Last year, more than 60,000 generic brands in 60 therapeutic areas were available in India, which account for 1 percent of the value and 8 per cent of the volume of the world pharma market. 

Impact on the Pharmaceutical Sector 

Another area of concern is the impact of new patent regime on the domestic pharmaceutical industry. The step towards ensuring that the IMDs do not get patent rights in India would have been to narrow the scope of patentability, particularly in respect of pharmaceuticals. This is the area, which required the amended law to provide appropriate definition/clarifications in respect of the three criteria used for assessing whether or not a claimed invention is patentable, viz, novelty, inventive step and industrial application. It needs to be noted here that the TRIPs Agreement does not define any of these three criteria, implying thereby that the WTO members' countries are free to adopt their own definitions (Mudur, 2005). 

But, Indian pharma industry is not the looser only; there is also more to gain with the new patent law. MNCs have been trying to cut costs in areas of manufacturing and research. Indian companies have shifted their focus to R and D activities, as they realize that it will be next to impossible to survive in post patent regime without focusing on R and D. Most Indian companies have increased expediting to 7-10% of turnover on R and D activities. As India has comparative - cost advantage, Indian can certainly emerge as an R and D hub for both Indian as well as MNCs. Handling outsourcing activities is one of the areas where India can excelled. According to Roman Macaya, Executive Director of National Chamber of Generic Products of Costa Rica, cartago, "the Indian pharmaceutical will experiment reduced growth in the short run and stagnation in the long term". The new patent system will give inhibit a high value industry that is native to India, and will give the big multinational companies monopolies under a system that they themselves did not recognize during their development. 

Further it is expected that the new patent law will definitely encourage multinationals to invest in India. Multinational firms see India as a lucrative new market. In India, there are about 70 to 80 million people who can afford the expensive medicines, just as they go out and buy expensive cars, branded clothes and consumer goods. This is the equal to the size of a UK or a Germany. Added to this, the new rules do not apply to drugs patented before 1995, so multinational companies like DPCA Ltd. can continue selling its widely distributed version of the HIV treatment AZT. Even copies of drugs patented between 1995 and the introduction of the law are unlikely to be withdrawn. 

Another area of hope for the Indian domestic industry is the 'evergreening' of products. According to the Indian Pharmaceutical Alliance, big pharma players use this concept to keep modified versions of their patental drugs in the market, even after the original drug goes off patent (Rao et al, 2005). The IPA says that the domestic industry can capture 1/3rd of the global generics trade or exports worth Rs. 90,000 crore by 2010, provided India's new TRIPs compliant Patent Act keeps evergreening. 

Impact on Agriculture 

Drug industry is not only the sector where interest is adversely affected by the present Act. It equally affects the interests of the farmers by granting patent protection to GMOs (Genetically Modified Organisms) especially the seeds of genetically modified crops. In the third amendment of Indian Patent Act, a new section 3 (1) has been added. This section allows for the production or propagation of genetically engineered plants to count as an invention. Its status as an invention deems it. But this section excludes as inventions "plant and animals including seeds varieties, species and essentially biological processes for production or propagation of plants and animals". Since plants produced through the use of new biotechnologies are not technically considered "essentially biological", section 3 (1) has found another way to create room for agribiotech' companies. This loopholes, couched is the guise of scientific advancement, thus allow patents on GMOs and hence the floodgates for patenting transgenic plants (Sumanjeet, 2005). 

What is most concerning is how the language of section 3 (1) is a verbatim translation into India law of Article 27 3 (b) of TRIPs Agreement. While article 27 3 (b) is under review, the Indian government should have insisted on the completion if the review instead of changing Patent Law. Several experts like Dr. K. V Swaminathan, Chairman of Waterfall Institute of Technology Transfer and B.K. Keayle, Convenor, National Working Group on Patent laws criticized the liberal way in which patents rights are granted, citing minor changes as "invention". They suggested granting of patents rights over basic invention. 

The new amendment has not categorically excluded seeds developed by novel means. Though India had earner op of plant varieties and had subsequently put in place, the plant varieties protection and farmers Right Act, lack of clarity in the amended patent law will lead to a situation of patenting of seeds developed by novel means, particularly the transgenic seeds. The seed industry, engaged in developing transgenic seeds, is eager to seek such protection, citing article 27 of the TRIPs. 

Software Patent Laws in India 

Software creates unique problems, because it is so easy to duplicate and the copy is usually as good as the original (although many a times plagued with computer virus). This fact, that the copy is as good as original, however, does not legitimacy piracy. The Courts in USA have been known to take a very pro patent view. The same cannot be said about the Courts in UK and EU. Indian patent law is in its nascent stage and most of the principles are derived from foreign countries. Unlike many countries, computer software still are not included in the definitions of patentable inventions in India. Software patent laws in India are still in the developing phase. Indian government recognizes it only as a literary work and grants copyright prosecution. Medium and small software developing countries and nanotechnology companies face a virtual maze when it comes to filing software patents in India. Section 3 of the Indian Patent Act of 1970 clearly lists out inventions that can not be claimed as patentable (Sumanjeet, 2006), and include software program, or whatever is closed to the concept. This is the prime example if outdated laws creating unwarranted hurdles for the development. Though in April 2005 there was a proposal to include the software patentable imbedded in hardware to be patentable but under the protest from the software association in India the same law wan not enacted. The government of India does not see any reason to amend this law, for the reasons that will see later; so the software companies wanting to establish themselves have a very few options. Till now, if software, per se, needed to be protected, the inventors would have to get a copyright on its code. 

Concluding Remarks 

To comply with the provisions of TRIPs Agreement, several amendments have been made in the Indian Patent Act, and there are comprehensive provisions in the Amended Act to deal with the issues concerning price, availability and accessibility of medicine and interest of the farmers. But, many of these are fail to address the serious concerns of the issues especially relating to access of medicines and some other important issues, which are in the interest of developing countries. The clause in the Act to limit the scope of patentability is extremely ambiguous and full of technical loopholes, which allow for evergreening. The effective and efficient issuance of compulsory licenses is imperative to curb the abuse of patentee rights. The act further fails to provide the safeguard available with article 44 of TRIPs, which effectively allow the member state to limit remedies to remuneration that would available to patent holder where third parties are authorized by the government, without the authorization of the right holder, to use the patented goods rather than issue an injunction. The Act also failed to define the emergency clause, where the government can step in and intervene in public interest. It mentions only the national emergency and circumstances of extreme urgency without stating specific emergencies relating to health and environment. Another issue of considerable significance to India, that the third amendment of Patents Act has dealt with is the issue of opposition to the grant of patents. Today, India has become the only country among the major patent granting ones, which provides for both pre and post grant opposition in its patent legislation. It may well be argued that by doing so, India has put the patent applicant in a disadvantages position, an argument that can bring the entire procedure for opposition to the grants of patents before the counts. Given the advantages that pre-grant opposition has for countries like India, it is imperative that the provisions relating to post-grant opposition be dispersed with. Thus, a serious rethinking is needed on these issues. Added to this, there is urgent need to strengthen the in-house R and D which plays major role not only for the development, innovations and competition technologies but also make a critical assessment of the technologies imparted by the industry. A serious rethinking is also needed on the manner in which the patent system ends up granting patents on what may be termed as minor innovations. The most persuasive justification for so doing is the growing concern about access to medicines at affordable prices, particularly in the developing country India have taken the lead in this regard by making appropriate changes in its Patents Act, which would have given strong signals that it is keen to prevent the grant of patents on products that should have been "generic". Last but not the least; the amended act is likely to create an immense pressure on the Indian Patent Office as there will not be enough examiners (the new rules provide a period of one month for the examination report to be issued following the application, this was previously 18 months) to deal with the flood of applications which is likely to occur; thus resulting in improperly examined and legally invalid patents. There is strong need to make Indian industry more aware of Patents and the impact of new regulation. In fact, awareness is needed among the various stakeholders. IPR can be made a compulsory subject in college law courses and in universities. In short, India will have to invest liberally to enhance skills and knowledge base of scientists through structured in-house and external professional training programme. 



India ushered in new intellectual property regime (IPR) by passing the 3rd Patent Amendment Bill. We have the phenomenon of increasing dominance of the new knowledge economy over the old 'brick & mortar' economy. Generation and protection of new knowledge assumes importance in this context Albert Einstein had once said 'Imagination is more important than knowledge.' Intellectual property rights are the rights given to persons over the creations of their minds. They usually give the creator an exclusive right over the use of his/her creation for a certain period of time. 
Intellectual property rights are customarily divided into two main areas: 
· Copyright and rights related to copyright
The rights of authors of literary and artistic works (such as books and other writings, musical compositions, paintings, sculpture, computer programs and films) are protected by copyright, for a minimum period of 50 years after the death of the author. Also protected through copyright and related (sometimes referred to as "neighbouring") rights are the rights of performers (e.g. actors, singers and musicians), producers of phonograms (sound recordings) and broadcasting organizations. The main social purpose of protection of copyright and related rights is to encourage and reward creative work. 
· Industrial property
Other types of industrial property are protected primarily to stimulate innovation, design and the creation of technology. In this category fall inventions (protected by patents), industrial designs and trade secrets. The social purpose is to provide protection for the results of investment in the development of new technology, thus giving the incentive and means to finance research and development activities.
Intellectual property: protection and enforcement

The WTO's Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS), negotiated in the 1986-94 Uruguay Round, introduced intellectual property rules into the multilateral trading system for the first time. It lays down minimum standards for protection and enforcement of intellectual property rights in member countries, which are required to promote effective and adequate protection of intellectual property rights with a view to reducing distortions and impediments to international trade. The obligations under the TRIPS Agreement relate to provision of minimum standard of protection within the member countries legal systems and practices.
The agreement covers five broad issues:

* How basic principles of the trading system and other international intellectual property agreements should be applied 
* how to give adequate protection to intellectual property rights
* how countries should enforce those rights adequately in their own territories
* how to settle disputes on intellectual property between members of the WTO 
* special transitional arrangements during the period when the new system is being introduced.
Types of intellectual property
The areas covered by the TRIPS Agreement
* Copyright and related rights
* Trademarks, including service marks
* Geographical indications
* Industrial designs
* Patents
* Layout-designs (topographies) of integrated circuits
* Undisclosed information, including trade secrets
Issues & Challenges
The knowledge based industry in India, such as the IT industry; Biotechnology, microelectronics etc. will have to face new challenges in the new IPR regime. If we wish to become IT superpower, we will have to reduce the content of body shopping and move on to innovative IT products, which will need IP protection. It is true of Biotechnology, which now has a turnover of $1 billion.
Before we protect IP, we must generate IP, which is worth protecting. Our institutions, national laboratories and industrial R&D laboratories will have to gear up for this. A number of patent training institutes will have to be set up. China has already set up 5000 patent training institutes! Our graduates coming out of engineering and technology streams have no idea about IPR, and yet it is these young people, who will have to fight these emerging wars in the knowledge market.
There are special areas of concern to India, and that includes its rich traditional knowledge base, in particular its great strength in traditional medicine. The grant of patents on non-original innovations (particularly linked to Traditional medicines), have been causing great concern to the developing world. It was CSIR that challenged the US patent # 5,401,501, which was granted for the wound healing properties of turmeric. In the landmark judgment, the US patent office revoked this patent in 1997, after ascertaining that there was no novelty; the findings by innovators having been known in India for centuries. Same situations were faced in case of Neem and Basmati rice. To mitigate this problem, steps have been taken to create a 'Traditional Knowledge Digital Library' (TDKL) on traditional medicinal plants and systems by CSIR in partnership with AYUSH.
An ideal regime of intellectual property rights strikes a balance between private incentives for innovators and the public interest of maximizing access to the fruits of innovation. According to the study conducted by Goldman Sachs India is supposed to assume the position of a top economic power by 2050. But it can be predicted if India plays its cards right, it can become a global knowledge production center by 2020. For this to become reality we have to not only focus on idea generation but also on its protection into mainstream of our endeavors in education, science and technology, legal and judicial systems, trade, economics, etc. this is a big challenge which India will take and convert into a huge opportunity that awaits us as we begin our great journey at the dawn of this new century.
 

Challenges to India’s Patent Regime: Pharma Industry
The works of the founder of the states, law givers tyrant destroyers and Heroes cover but narrow spaces, and endure but for a little time, while the Work of the inventor though of less pomp is felt everywhere and last forever. (Francis Bacon)

A PATENT is an exclusive right granted to a person who invented a new article or an improvement of an existing article or a new process of making an article. It consists of an exclusive right to manufacture the new article invented or manufacture an article according to the invented process for a limited period.

Object Of Patent Law:
The object of granting a patent is to encourage and develop a new technology and industry. An inventor may disclose the new invention only if he is rewarded, otherwise he may work it secretly. Thus the theory upon which the patent system is based upon is that the opportunity of acquiring exclusive rights in an invention stimulates technical progress in four ways:

• that it encourages research and invention
• that it induces an inventor to disclose his discoveries instead of keeping them as trade secret;
• that it offers the reward for the expenses of developing invention to the stage at which they are commercially practicable; and
• that it provides an inducement to invest capital in new lines of production which might not appear profitable if many competing producers embark on them simultaneously;

Value Of Patent System:
Some controversy exists as to precise extent of the contributions made by the patent system to the economic development of a country. But the adoption of some kind of the patent production for inventions in all most all countries, and the ever increasing number of applications for patents received by the patent offices in all industrially advanced countries is an indication of the universal recognition of the value of the patent system. Most of the inventions and discoveries made in technology in all fields are published in the patents specifications field in the patent offices of different countries. A world wide exchange of technical information has been made possible only by the publications of such patent specifications.

International character
In a sense patents have assumed an international character. The increasing number of applications for Patents from foreigners received in almost all countries in recognition of fact. Attempts are being made from time to time by international associations for the protection of individual property and to introduce more and more uniformity and harmonization among national Patents systems. The International convention for the Protection of Industrial property (Paris Convention) and GATT and TRIPS agreement are examples of attempts at harmonization of the law of patents & other forms intellectual property.

Main Provisions Associated With Trips Agreement 
The TRIPS consistent Indian patent law addressed three important issues relating to patent of products: 
i) Adoption of definition of “pharmaceutical substance”; 
ii) Exclusion of “mere discovery of a new form of known substance” and “new use for a known substance”; and 
(iii) Protecting the interests of those who are already producing the products which may be granted patent protection in the new regime.

The patent regime adopted in TRIPS by the developed countries is somehow of the capitalists nature and it prioritizes the profit motive over the social responsibilities. In continuation to these discrepancies, TRIPS also rule out any discrimination between the technological sectors and advocates the same protection for all the technological inventions fulfilling the criteria.

Even after the acceptance of the TRIPS agreement, the following five major areas still controversial for both the parties to the trips:
1) IPRs and access to medicines,
2) IPRs, community property rights and indigenous knowledge,
3) IPRs and biodiversity,
4) IPRs, biotechnology and agriculture,
5) IPR policy and trade.

There is no doubt that “product patent regime” have spurred the R&D for diseases- notably, those with the lucrative potential market in the industrialized world. However, TRIPs has failed and will continue to fail to stimulate sufficient R&D for diseases that primarily affect poor countries. TRIPs had forced all the developing countries to switch over to product patent regime from process patent regime and hence, restrict the access of the cost effective essential medicines to their people.

Challenges to patent regime in India
India enjoys several strengths amongst others developing and least developing countries, particularly, in case of the production of the food grains and drugs, and proudly hosts world cheapest pharma industries. Even with these impressive facts, one billion Indians, spend the same amount on medical drugs per year as seven million men and women in Switzerland. The amount spent on drugs here in India roughly corresponds to the profit made by a single pharma MNC “Novartis” in a typical year. These figures are enough to reflect the dying conditions of the public health services in India. It is now almost a well established fact that TRIPs provisions have already started affecting a person’s human right to access health services (India and the WTO)

HIV/AIDS alone have caused death of about 3 million people in 2002, including 60000 children. Around 5 million new patients were victimized by it. Around 95% of the 42 million AIDS victims are the people living in developing countries. Only 3 lakh of the 60 lakh advance stage patients of HIV have access to life saving medicines in third world countries. These figures and facts are clearly indicating the adverse effects of TRIPS Provisions in the form of restriction on access to essential medicines to the poor people and diminishing possibilities of introduction of new drugs for their diseases.

The Indian Patents (Amendment) Act, 2005 (The Act ) introduced product
Patents in India and marked the beginning of a new patent regime aimed at protecting the
Intellectual property rights of patent holders. The Act was in fulfilment of India’s
Commitment to World Trade Organization (WTO) on matters relating to Agreement on
Trade Related Aspects of Intellectual Property Rights (TRIPS Agreement).

As part of its WTO-TRIPS regime obligations under Articles 70.8 and 70.9, India created the "mail-box" to withhold patent applications which had pharmaceutical products as a subject-matter. What was unveiled as a provisional measure was the transitional system of "Exclusive Marketing Rights" to ensure the interests of domestic manufacturers who mainly survived on off patenting and reverse engineering of patent able bulk drugs and formulations for a long time. In the last years of the regime, grant of two major yet controversial EMR's to Novartis and Eli Lily showed how the entire system shook up the domestic manufacturer who waged a litigative battle in response to the first simulation of the post-product patent industry scenario in India. This not only lay threadbare as to how the grant mechanism was liberal, draconian and absolutist in the eyes of the Indian manufacturer. The focus which the policy makers lost in connecting quality control regulations with grant process of marketing rights was the bureaucratic red tape surrounding the operation of provisions in the Drugs and Cosmetics Act, 1940 and the way clinical trials were conducted in India

Litigation Battle: Novartis Sues India
The letter and spirit in which India transitioned into the new patent regime has been put to litmus test by Novartis which sued India with the institution of a writ Petition before the High Court of Judicature at Madras. Several countries praised India’s contribution to life saving drugs and requested Novartis not to challenge. However, Novartis filed its case with Indian court at Chennai and sought patentability of its product Gleevac filed under EMR provisions on the grounds alleging:

(i) illegality in procedure adopted and also the text of 3(d) of The Act which was in violation of Article 27(1) and 27(2) of TRIPS Agreement;

(ii) arbitrariness by the Controller General of Patents & Designs, Chennai and ignoring rationality underlying Articles 253 and 51(c) of the Indian Constitution whereby national laws are required to be harmonized with International treaties;

(iii) Provision relating to discovery of “new form” contained in 3(d) is illogical and against the concept of patents which encourages innovation and Intervention by rewarding the person associated with such acts beneficial for society;

(iv) Deliberate incorporation after approval of its product Gleevac under the earlier prevailing EMR provisions resulted in disturbing the level playing field laid under the Act in compliance with conditionality under TRIPS Agreement.

The Technical Expert Group on Patent Law Issues with Mr. Mashelkar as it’s
Chairman (Mashelkar Committee ) submitted its report to the Government of India on its
terms of reference which favoured incremental modifications / innovations for qualifying for the grant of patent as New Chemical Entities (NCE).Several NGOs opposed the case filed by Novartis and urged the doctors and medical professionals to boycott its products in India. The Indian court rejected the plea of Novartis on patent of Gleevac for violation of TRIPS Agreement. This patent case is considered to be a threat to developing nations and the treatment of AIDS patients will be seriously impaired if Novartis ultimately succeeds in obtaining favourable award on its patent matter from the Higher courts in India

Revival of Yoga and Impact of Baba Ramdev
Baba Ramdev revived Pranayama which acts as the best medicine involving rhythmic control of breath through bodily exercises and awakens divine powers essential for curing disease and enabling creation of "Disease Free Society - Medicines Free World". Yoga Pranayama & the Ayurvedic & Herbal medicines used at Baba Ramdev’s Yoga camps have scientifically proved to provide cure for most of the diseases including: (i) control & cure of HIV/AIDS by improving the CD4 (T-helper lymphocytes) cell count of the people affected by AIDS; (ii) control and cure of cancer; (iii) Diabetes; (iv) hypertension; and (v) depression.
Baba Ramdev’s increasing popularity and the immense pressure exerted by the powerful global pharma lobby has made India seriously consider revising: The Drugs and Cosmetic Act, 1940 and Drugs and Magic Remedies Act, so that good men like Baba Ramdev are prevented from claiming that Indian traditional medicine can cure diseases like HIV / AIDS, cancer, diabetes, high blood pressure etc. The Health Ministry issued notices to over 80 organizations including the high-profile ashram of Baba Ramdev and also instructed them to stop claiming curing serious diseases like AIDS and cancer.

Generic Pharmaceutical Manufacturing
1. When the mailbox applications are cleared and patents awarded, newly-introduced generics in the Indian market may have to be withdrawn. This, for example, is why Indian brands of “Tadalafil” have disappeared from the shelves. And, newer antipsychotic, antidepressant, antiepileptic and other drugs will be permitted to be marketed only by the patent holder. Costs to the patient will then inevitably rise. 
2. New drugs that emerge in the international arena will be available to Indian patients only from the patent holder. Again, the cost is almost certain to be high.

Rise in Drug Prices and Access to Medicines for the Poor
While discussing the post-2005 Healthcare scenario, one of the major concerns among all stakeholders is the issue of the impact of the emerging product patent regime on drug prices in India and other developing countries, which did not permit patenting of drugs per se under their earlier legislations. The general impression is that drugs which are under patents are expensive compared to generic products and once the product patent regime is in place, they will be unaffordable to the majority of Countries of the developing world and as a consequence their healthcare status will be seriously affected. High prices of patented drugs affect not only the patients in developing countries, but also in the developed world

Based on these premises, it would therefore appear that if Society wants new and better life-saving drugs, the price to pay for that would be unaffordable to most of the patients who need them. Even for the pharmaceutical Companies, the costs for R&D on New Drugs have been accepted as unaffordable, under their present structure, leading to a spate of mergers and acquisitions during the last two decades, Some recent studies indicate that such a strategy is also not paying off, partly since, the larger the Corporation, the greater the challenge to remain creative, make decisions and cut down the gestation period for moving R&D programmes from concept to the market.

Competition from China
Indian pharmaceutical industry is expected to face competition from the Chinese pharmaceutical industry as China is known for its cheap manufacturing capabilities.
Chinese government has introduced several initiatives in providing boost to its pharmaceutical industry and there are trends indicating increased investments by global MNCs. The advantages of Chinese pharmaceutical industry to that of Indian pharmaceutical industry include: (i) better data protection mechanism; (ii) favourable domestic pricing issues; (iii) Chinese government’s strong commitment to pro-industry policies; and (iv) existence of a strong patent regime. More than 20 major MNC pharmaceutical companies have already established their manufacturing and R&D facilities in China and are also associated with carrying out drug discovery and Phase I-II clinical trials related activities . MNCs like Sanofi Aventis, Merck etc., are likely to establish R&D facility in China. The case ruling against Novartis is expected to change the plans of the Swiss pharma giant who may seriously consider reorienting its investment plans in India that may benefit China with its increased investments in Pharmaceutical business.

New Initiatives and Measures for Protection and Promotion
The several initiatives and measures taken by the Indian government for providing the required support, boost and encouragement for Indian pharmaceutical industry include: (i) permitting 100 % Foreign Direct Investment (FDI) for manufacture of drugs and pharmaceuticals provided the activity does not attract compulsory licensing or involve use of recombinant DNA technology and specific cell / tissue targeted formulations; (ii) tax incentives under the Income Tax Act, 1961 for in-house R&D.; (iii) life saving vaccines exempted from excise duty; (iv) clinical trial of new drugs exempted from service tax to make India a preferred destination for drug testing; (v) anti-AIDS drugs and life saving vaccines exempted from excise duty to encourage companies like Cipla; (vi) all drugs and materials used in clinical trails to be provided customs and excise duty exemption; (vii) companies in knowledge-based pharmaceutical business to be provided equity support; (viii) customs duty reduced to 5% on 10 anti-AIDS and 14 anti-cancer drugs; and (xix) duty on certain life saving drugs, kits and equipment reduced and such drugs are also exempted from excise duty and countervailing duty.

Conclusion
The new patent regime in India touched the hornets’ nest and has raised several
contentious issues relating to right to health of the people, which is in conflict with the economic right of patent holders. It is also likely to restrict access of allopathic medicines to only the affluent, affordable and more privileged class of people in India and other countries in the immediate future. The institutions associated with enforcement and protection of right to health of human beings whilst upholding the rights of patent holders are faced with the daunting task and challenge of devising ways and means for fulfilling their defined, designed and desired roles so that the conflict in rights pertaining to rights of intellectual property owners and the right to health of human beings is minimized whilst balancing the prevailing hierarchy of human rights for achieving the social and economic objectives.


