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“The Indian pharmaceutical industry is a success story providing employment for millions and ensuring that 

essential drugs at affordable prices are available to the vast population of this sub-continent.” 

                                                                                                                               Richard Gerster 

 

The right to health is accepted and recognized in several legally binding international human rights treaties,1 in 

select regional treaties, 2and in numerous national constitutions.3 The right to health has been interpreted broadly 

to include a right to treatment and, more specifically, a right of access to medicines. Article 25 of the Universal 

Declaration of Human Rights (1948) recognizes that a standard of living adequate for the health and well-being 

of the individual and that person’s family, including medical care, is a right to which all human beings are 

inherently entitled to.4 Article 12 of the International Covenant on Economic, Social and Cultural Rights (1966) 

requires that States take steps necessary for the full realization of this right, including those steps necessary for 

the reduction of infant mortality and for the healthy development of the child; the prevention, treatment and 

control of epidemic, endemic, occupational and other diseases; and the creation of conditions which would 

assure to all medical service and medical attention to all in the event of sickness.5 

 

The realization of access to medicines as a human right is heavily dependent on the legal framework applicable 

to the production and distribution of medicines, including intellectual property rights (IPRs). The adoption of the 

Agreement on Trade-Related Aspects of Intellectual Property Rights (the TRIPS Agreement) in 1994 changed 

dramatically the international landscape with regard to IPRs, particularly in relation to access to medicines. 

Before the TRIPS Agreement came into force, countries had more freedom to design their national IPR regimes 

under the Paris Convention for the Protection of Industrial Property. They could exclude from protection entire 

fields of technology, determine the patent term and define many other aspects of such regimes.  

As a result, in the pre-TRIPS era most developing and some developed countries excluded pharmaceutical 

products from patent protection. For instance, an amendment in 1969 to the Brazilian legislation declared 

pharmaceutical products and processes non-patentable. In 1970, India implemented a similar policy that 

eventually led to the development of a strong local pharmaceutical sector, which nowadays supplies more than 

                                                            
1 These include the Universal Declaration of Human Rights, G.A. Res. 217 (III) A, and UNDoc. 

A/RES/217(III), art. 25 (Dec. 10, 1948), available at: http://www.un.org/en/documents/udhr/, the International 

Covenant on Economic, Social and Cultural Rights, G.A. res. 2200A(XXI), 21 U.N.GAORSupp. (No. 16) at 49, 

U.N. Doc. A/6316, art. 12 (1966), 993 U.N.T.S. 3, entered into force Jan. 3, 1976. For a fuller listing of relevant 

treaties and related instruments, see OHCHR& WHO(2008) Right to Health: Fact Sheet 31, WHO, Geneva. 

Available at: http://www.ohchr.org/Documents/Publications/Factsheet31.pdf. 
2 For instance, the American Declaration of the Rights and Duties of Man (1948), O.A.S. Res. XXX, adopted by 

the Ninth International Conference of American States, O.A.S. Official Record OEA/ser. L/V1.4 Rev. (1965); 

American Convention on Human Rights (1969), O.A.S. Treaty Service No. 36, O.A.S. Official Record 

OEA/Ser. K/XVI/1.1 doc. 65 rev. 1 corr. 2 (1979); Additional Protocol to the American Convention on Human 

Rights in the Area of Economic, Social and Cultural Rights (1988), art. 10, 28 I.L.M. 156, 164; Organization of 

African Unity (1981), Banjul Charter on Human and Peoples’ Rights, OAU Doc. CAB/LEG/67/3 rev. 5, 21 

I.L.M. 58 (1982). 
3 International Commission of Jurists, Courts and the Legal Enforcement of Economic, Social and Cultural 

Rights (2008), available at: http://www.unhcr.org/refworld/category,POLICY, 

HANDBOOK,,4a7840562,0.html. 
4 Article 25(1) of the Universal Declaration of Human Rights of 1948. 
5 Article 12(2) of the International Covenant on Economic, Social and Cultural Rights of 1966. 
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80 percent of antiretroviral used in developing countries.6 Moreover, in the second half of the 1970s, developing 

countries attempted, in line with new perspectives on social and economic development 

The Novartis Case7 is a land mark judgment, apart from settling the law as to the patentability of substances for 

the Pharma industry, it also helps to trace the evolution of the patent act in India- pre independence to post 

independence. A glance of the same is presented herewith. 

The drug in question is Gleevec which is used for treating  cancer patients. The foundation for it is Imatinib 

Mesylate (IM) free base which was an important discovery and undoubtedly a new invention attributed to Dr. 

Zimmerman. IM was converted into a salt in the crystalline form known as IM Alfa which was then improved 

into the IM Beta crystalline form. This Beta form was claimed to be an invention because it had better flow 

properties, thermo stability and lower hygroscopicity – in other words it was more stable and digestible.8 

The appellant filed the application (Application No.1602/MAS/1998) for grant of patent for Imatinib Mesylate 

in beta crystalline form at the Chennai Patent Office on July 17, 1998. In the application it claimed that the 

invented product, the beta crystal form of Imatinib Mesylate, has (i) more beneficial flow properties: (ii) better 

thermodynamic stability; and (iii) lower hygroscopicity than the alpha crystal form of Imatinib Mesylate. It 

further claimed that the aforesaid properties makes the invented product “new” (and superior!) as it “stores 

better and is easier to process”; has “better processability of the methanesulfonic acid addition salt of a 

compound of formula I”, and has a “further advantage for processing and storing”. 

The Assistant Controller of Patents and Designs heard all the parties on December 15, 2005, as provided under 

rule 559 of the Patent Rules, 2003, and rejected the appellant’s application for grant of patent to the subject 

product by 5 (five) separate, though similar, orders passed on January 25, 2006 on the 5 (five) opposition 

petitions10. The Assistant Controller held that the invention claimed by the appellant was anticipated by prior 

publication, i.e., the Zimmermann patent; that the invention claimed by the appellant was obvious to a person 

skilled in the art in view of the disclosure provided in the Zimmermann patent specifications; and further that 

the patentability of the alleged invention was disallowed by section 3(d) of the Act; and also that July 18, 1997, 

the Swiss priority date, was wrongly claimed as the priority date for the application in India and hence, the 

alleged invention was also anticipated by the specification made in the application submitted in Switzerland. 

The Appellant filed a writ petition in the High Court of Madras. The amendment to section 3(d) was challenged 

on the ground that it was not in compliance with Article 27 of the TRIPS and that it gave unguided discretionary 

powers to the Patent Controller which might be abused by rejecting the patent application on the ground that 

there was no invention. As such there was violation of Article 14 of the Indian Constitution because what would 

amounts to enhancement in the known efficacy was not defined in the Act.  

The Madras High Court did not accept any of the contentions. Regarding the argument of violation of Article 27 

of the TRIPS, the Court held that it did not have the jurisdiction to decide the issue. The Court also refused to 

grant any declaratory relief that would state that there was a violation of the TRIPS Agreement. As for the 

argument relating to Article 1411 of the Constitution, the court did not find any violation of the constitutional 

provision. 

The patent application was made on July 17, 1998, giving July 18, 1997, the date on which the appellant had 

applied for grant of patent for the subject product in Switzerland, as the “priority date”. On July 18, 1997, 

Switzerland was not one of the Convention Countries” as defined under section 2 (1)(d) read with section 133 of 

the Act and it was notified as a convention country as per section 133 of the Act on November 30, 1998.  

In 1997, when the appellant filed its application for patent, the law in India with regard to product patent was in 

a transitional stage and the appellant’s application lay dormant under an arrangement called “the mailbox 

procedure”. Before the application for patent was taken up for consideration, the appellant made an application 

(Application No. EMR/01/2002) on March 27, 2002, for grant of exclusive marketing rights (EMR) for the 

                                                            
6 A Brief Report on Pharmaceutical Industry in India, March 2013 available at http://www.cci.in/pdfs/surveys-

reports/Pharmaceutical-Industry-in-India.pdf  visited on 10th May 2013. 
7 Novartis AG v/s Union of India and Others, Supreme Court of India, April 2013. 
8 Available at http://www.cci.in/pdfs/surveys-reports/Pharmaceutical-Industry-in-India.pdf visited on 2nd 

May 2013. 

 
9 Rule 55: Filing of notice of Opposition- The notice of opposition to be given under sub-section(1) of section 

25shall be made in form 7 and sent to controller in duplicate. 

Substituted by S.O.1418(E), dt 28-12-2004(w.e.f. 1-1-2005).  
10 The oppositions were made by M/s. Cancer Patients Aid Association (Respondent No. 4), NATCO Pharma 

Ltd. (Respondent No. 5), CIPLA Ltd. (Respondent No. 6), Ranbaxy Laboratories Ltd. (Respondent No. 7), 

Hetro Drugs Ltd. (Respondent No. 8) 
11 Article 14 guarantees equality before law and equal protection of laws within the territory of India. Under the 

present interpretation of Article 14, arbitrariness is considered antithetical to the concept of equality before law 

and equal protection of laws 

file:///E:/Papers%20Issue%204%202013/available%20at%20http:/www.cci.in/pdfs/surveys-reports/Pharmaceutical-Industry-in-India.pdf
file:///E:/Papers%20Issue%204%202013/available%20at%20http:/www.cci.in/pdfs/surveys-reports/Pharmaceutical-Industry-in-India.pdf
http://www.cci.in/pdfs/surveys-reports/Pharmaceutical-Industry-in-India.pdf
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subject product under section 24-A12 of the Act, which was at that time on the statute book made at the time 

when there was a different patent regime. After the application was made and before it was taken up for 

consideration, a number of amendments were introduced in the Indian Patent Act, 1970, which brought about 

fundamental changes in the patent law of the country. The appellant was, however, fully aware of these changes 

in the law. The appellant’s application for patent was taken out of the “mailbox” for consideration only after   

amendments were made in  the Patents Act, with   effect from  January 1, 2005.  But before it  was   taken up  

for consideration,    

 the patent   application   had  attracted five (5)  pre-grant   oppositions13 in terms of  section 25(1)14 of the Act. 

And it was in response to the pre-grant oppositions that the appellant had filed the affidavits on the issue of 

bioavailability of Imatinib Mesylate in beta crystalline form.  

Before analyzing the decision of the Supreme Court Judgment it is required to trace the development of the 

Indian Patent Act.  At the time of Independence, India’s patent regime was governed by the Patents and Designs 

Act, 1911, which had provisions both for product and process patents as per Section 2(8)15 and Section 2(10)16 

and the term of every patent was 16 years from its date17. It was, however; generally felt that the patent law had 

done little good to the people of this country. The way the Act was designed was such that it benefited 

foreigners far more than Indians. It in no way helped in the promotion of scientific research and industrialization 

in the country, but contrarily it curbed the innovativeness and inventiveness of Indians. 

 Shortly after Independence, in 1949, a committee was constituted under the chairmanship of Justice (Dr.) 

Bakshi Tek Chand, a retired judge of the Lahore High Court, to undertake a comprehensive review of the 

working of the 1911 Act. The Committee submitted its interim report on August 4, 1949 and the final report in 

1950 making recommendations for prevention of misuse or abuse of patent rights in India. It also observed that 

the Patent Act should contain a clear indication that food and medicine and surgical and curative devices were to 

be made available to the public at the cheapest price commensurate with giving reasonable compensation to the 

patentee. Based on the committee’s recommendations, the 1911 Act was amended in 1950 (by Act XXXII of 

1950) in relation to working of inventions, including compulsory licensing and revocation of patents. In 1952, a 

further amendment was made (by Act LXX of 1952) to provide for compulsory license in respect of food and 

medicines, insecticide, germicide or fungicide, and a process for producing substance or any invention relating 

to surgical or curative devices. The committee’s recommendation prompted the Government to introduce a bill18 

in Parliament, but the bill was not pressed and it was allowed to lapse. 

In 1957, another committee came was constituted under the chairmanship of Justice N. Rajagopala Ayyangar, to 

take a fresh look at the law of patent and to completely revamp and recast it to best sub-serve the contemporary 

needs of the country.  Justice Ayyangar painstakingly collected valuable data, and, compiling them into a 

number of tables, showing the share of Indians in the field of patents. He analyzed the figures and pointed out 

that during the period from 1930-37, the grant of patents to Indians and foreigners was roughly in the ratio of 

1:9. Even after Independence, though a number of institutions for post-graduate training were set up and several 

national laboratories were established to encourage a rapid growth of scientific education, the proportion of 

Indian and the foreign patents remained substantially the same, at roughly 1:9. Indians would appear to be 

lagging even further behind. Further, taking into reckoning the number of inventions for which renewal fees 

were paid beyond the 6th year, which would give a rough idea of the value attached to the invention by the 

patentee, the patents taken by Indians would appear to be of little worth as compared with patents held by 

foreign nationals.  

                                                            
12 Section 22 to 24 omitted by Act 15 of 2005. S 24-A relates to the Application for grant of exclusive marketing 

rights, S 24-B talks about grant of exclusive rights, S24-C- Compulsory licensing, S25-D- Special Provisions for 

selling and Distribution, Ss 24- E&F relate to Suits relating to infringements and Central Govt and its officers 

not to be liable respectively.   
13 The oppositions were made by M/s. Cancer Patients Aid Association (Respondent No. 4), NATCO Pharma 

Ltd. (Respondent No. 5), CIPLA Ltd. (Respondent No. 6), Ranbaxy Laboratories Ltd. (Respondent No. 7), 

Hetro Drugs Ltd. (Respondent No. 8). 
14

 Section 25.Opposition to the Patent:(I) Where an application for a Patent has been published but a patent 

has not been granted, any person may, in writing, represent by way of opposition to the controller against the 

grant of patent on the ground ----- 

15 Section 2(8) “Invention” means any manner of new manufacture and includes an improvement and an 

alleged invention. 

16 Section 2(10) “Manufacture” includes any art, process or manner of producing, preparing or making an 

article, and also any article prepared or produced by manufacture. 

17 Section 14- Term of Patent. (1)The term limited in every patent for the duration thereof shall, save as 

otherwise expressly provided by this Act, be sixteen years from its date. 
18  Bill no. 59 of 1953 
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“Patent systems are not created in the interest of the inventor but in the interest of national economy. The rules 

and regulations of the patent systems are not governed by civil or common law but by political economy.”19 

Based on the recommendations of the report, The Patents Act, 1970, came to be enacted and came into force on 

April20, 1972, replacing the Patents and Designs Act, 1911. 

Section 1 of the new Act gave it its name and territorial extent and provided that it would come into effect on 

such date as the Central Government may appoint, by notification in the official gazette. Section 2 contained the 

definition and interpretation clauses; it defined the terms “invention” and “medicine” in clauses (j)20 and (l)21 

respectively.  Sections 1 and 2 comprised Chapter I, following which Chapter II was headed “Inventions not 

patentable”. Chapter II had three sections i.e Section 3 listing those within the meaning of the Act not to be  

inventions,22  Section 4: Inventions relating to atomic energy not patentable,23 and Section 5 It is significant to 

note that section 524 in chapter II of the Act expressly excluded product patents for substances intended for use 

and capable of being used as food or as medicine or drug, and substances prepared or produced by chemical 

process, and made these substances non-patentable. Section 4 similarly prohibited grant of patent in respect of 

an invention relating to atomic energy. The Act thus clearly recognized and maintained the distinction 

between invention and patentability. 

                                                            
19 Michel on Principal National Patent Systems, Vol. I, P.15 
20

 Section 2(1)(j) “invention” means any new and useful – 

(i) art, process, method or manner of manufacture; 

(ii) machine, apparatus or other article; 

(iii) substance produced by manufacture, and includes any new and useful improvement of any of them, and an 

alleged invention. 
21 Section 2(1)(l) “medicine or drug” includes – 

(i) all medicines for internal or external use of human beings or animals, 

(ii) all substances intended to be used for or in the diagnosis, treatment, mitigation or prevention of diseases in 

human beings or animals, 

(iii) all substances intended to be used for or in the maintenance of public health, or the prevention or control of 

any epidemic disease among human beings or animals, 

(iv) insecticides, germicides, fungicides, weedicides and all other substances intended to be used for the 

protection or preservation of plants; 

(v) all chemical substances which are ordinarily used as intermediates in the preparation or manufacture of any 

of the medicines or substances above referred to.” 
22 “Section 3. What are not inventions.– The following are not inventions within the meaning of this Act,– 

(a) an invention which is frivolous or which claims anything obviously contrary to well established natural laws; 

(b) an invention the primary or intended use of which would be contrary to law or morality or injurious to public 

health; 

(c) the mere discovery of a scientific principle or the formulation of an abstract theory; 

(d) 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 known process results in a new product or employs at least one new 

reactant; 

(e) a substance obtained by a mere admixture resulting only in the aggregation of the properties of the 

components thereof or a process for producing such substance; 

(f) the mere arrangement or re-arrangement or duplication of known devices each functioning independently of 

one another in a known way; 

(g) a method or process of testing applicable during the process of manufacture for rendering the machine, 

apparatus or other equipment more efficient or for the improvement or restoration of the existing machine, 

apparatus or other equipment or for the improvement or control 

of manufacture;  

(h) a method of agriculture or horticulture; 

(i) any process for the medicinal, surgical, curative, prophylactic or other treatment of human beings or any 

process for a similar treatment of animals or plants to render them free of disease or to increase their economic 

value or that of their products. 
23 Section 4. Inventions relating to atomic energy not patentable.– No patent shall be granted in respect of an 

invention relating to atomic energy falling within sub-section (1) of section 20 of the Atomic Energy Act, 1962 

(33 of 1962). 
24 Section 5. Inventions where only methods or processes of manufacture patentable.– In the case of inventions– 

(a) claiming substances intended for the use, or capable of being used, as food or as medicine or drug, or  

(b) relating to substances prepared or produced by chemical processes (including alloys, optical glass, semi-

conductors and inter-metallic compounds), no patent shall be granted in respect of claims for the substances 

themselves, but claims for the methods of processes of manufacture shall be patentable.” 
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Section 5. Inventions where only methods or processes of manufacture patentable.– In the case of inventions – 

(a) claiming substances intended for the use, or capable of being used, as food or as medicine or drug, or 

(b) relating to substances prepared or produced by chemical processes (including alloys, optical glass, 

semiconductors and inter-metallic compounds), no patent shall be granted in respect of claims for the substances 

themselves, but claims for the methods of processes of manufacture shall be patentable. 

Under the Patents Act, 1970, articles of food, medicines and drugs and chemical substances could be patented 

only for a new method or process of manufacture, not for the products as such25. Further, unlike in the previous 

patent regime, for each particular drug only one method or process – the best known to the applicant - could be 

patented.26 Also, even in case of a process patent for an article of food, medicine or drug, the term of the patent 

was brought down from fourteen (14) years to five (5) years from the date of sealing of the patent, or seven (7) 

years from the date of patent whichever was earlier. 

Following the Uruguay round of multilateral negotiations under the General Agreement on Tariffs and Trade 

(GATT), the Agreement on Trade- Related Aspects of Intellectual Property Rights (The TRIPS)  arrived  and it 

came into force on January I, 1995. The TRIPS Agreement is the most comprehensive multilateral agreement to 

set detailed minimum standards for the protection and enforcement of intellectual property rights, and aims at 

harmonizing national intellectual property systems. All members of the World Trade Organisation (WTO) are 

bound by the obligations under the TRIPS Agreement. India is one of the founding members of the GATT and 

thus a member of the WTO from its inception from January 1, 1995, and is bound by the obligations under 

TRIPS Agreement. 

Article 65 (sub-articles 1and 2) allowed India to delay the application of the provisions of the Agreement for a 

period of 5 years, that is, till January 1, 2000; sub-Article 4 allowed India to delay for a further period of five 

years, i.e., till January 1, 2005.As e result,it called for the application of the provision relating to product patent, 

in respect of all articles excluded by the Patent Act, 1970, which included pharmaceuticals and agricultural 

chemical products. But, Article 70 (sub- articles 8 and 9) enjoined that in the meanwhile it should provide for a 

means by which applications for patents for inventions in respect of pharmaceutical and agricultural chemical 

products could be filed and also for the grant of “exclusive marketing rights” for such products. In discharge of 

its obligations under the Agreement, the Government of India promulgated the Patents (Amendment) Ordinance, 

1994 (Ordinance No. 13 of 1994), on December 31, 1994, amending the Patents Act, 1970. The Ordinance 

provided for making “a claim for patent of an invention for a substance itself intended for use, or capable of 

being used, as medicine or drug” (as required by sub-paragraph (a) of Article 70.8 of the TRIPS Agreement) and 

for the grant of exclusive marketing rights with respect to the product that is the subject matter of such a patent 

claim (as required by Article 70.9 of the Agreement). The Ordinance, however, lapsed on March 26, 1995, on 

expiration of six weeks from the commencement of the next session of the Parliament, without being replaced 

by any corresponding Act. The Patents (Amendment) Bill, 1995, which was intended to give permanent 

legislative effect to the provisions of the Ordinance, was introduced in the Lok Sabha in March 1995. The Bill 

was passed by the Lok Sabha and it was then introduced in the Rajya Sabha where it was referred to a Select 

Committee of the House for examination and report. The Select Committee was unable to give its report before 

the dissolution of the Lok Sabha on May 10, 1996. The Patents (Amendment) Bill, 1995, lapsed with the 

dissolution of the 10th Lok Sabha. 

 In this state of the patent law in the country, India was twice taken to the WTO panel, The India Mail Box 

Case,27 first on a complaint by the USA (WT/DS50/AB/R, dated December 19, 1997) and the second time on a 

complaint filed by the European Communities (WT/DS79/R, dated August 24, 1998). The complaint by the 

USA was in regard to the absence, in India, of either patent protection for pharmaceutical and agricultural 

chemical products under Article 27 of the TRIPS Agreement, or of a means for the filing of patent applications 

for pharmaceutical and agricultural chemical products pursuant to Article 70.8 of the TRIPS Agreement and of 

the legal authority for the grant of exclusive marketing rights for such products pursuant to Article 70.9 of the 

TRIPS Agreement. The WTO panel and Appelate Body held that India failed to act consistently with its 

obligations under Article 70.8 and 70.9 TRIPs Agreement. In conclusion, the Appellate Body recommended 

“that the Dispute Settlement Body request India to bring its legal regime for patent protection of pharmaceutical 

and agricultural chemical products into conformity with India’s obligations under Article 70.8 and 70.9 of the 

TRIPS Agreement”. 

faced with the threat of trade sanctions, Parliament passed the Patents (Amendment) Act 1999 (Act No. 17 of 

1999) on March 26, 1999, which amended the provisions of the Patents Act 1970 retrospectively, with effect 

from January 1, 1995, the date when the TRIPS Agreement came into force. By the Amendment Act of 1999, 

section 5 of the Parent Act was amended to provide for making “a claim for patent of an invention for a 

substance itself intended for use or capable of being used, as medicine or drug”. The Amendment Act further 

                                                            
25 Section 5 of the 1970 The Indian Patent Act 
26 Sections 5 and 10 of the 1970 The Indian Patent Act. 
27 India-Patent Protection for Pharmaceutical and Agricultural Chemical Products,  



S. Udapudi et al., American International Journal of Research in Humanities, Arts and Social Sciences, 2(1), March-May, 2013, pp. 40-47 

 

AIJRHASS 13-128; © 2013, AIJRHASS All Rights Reserved                                                                                                                Page 45 

incorporated in the Parent Act, Chapter IVA, which contained provisions for grant of exclusive marketing rights 

in respect of pharmaceutical substances for which a claim for patent was made under section 5 of the Act. The 

Amendment Act of 1999 thus complied with Article 70(8) and (9) of the TRIPS Agreement. 

The fourth WTO Ministerial Conference in Doha on November 14, 2001, adopted the Doha Declaration on the 

TRIPS and Public Health. 

Three years later the Patents (Amendment) Act, 2002 (Act No. 38 of 2002) came to be enacted on June 25, 

2002. It brought large scale amendments in the Patents Act, 1970. While considering amendment to the Act, 

efforts have been made to make the law not only TRIPS complaint (sic) but also to provide therein necessary 

and adequate safeguards for protection of public interest, national security, bio-diversity, traditional knowledge, 

etc. Opportunity is also proposed to be availed of for harmonising the procedure for grant of patents in 

accordance with international practices and to make the system more user friendly.28 

Some of the salient features of the Bill are as under:– 

(a) to define the term “invention” in consonance with international practices and consistent with TRIPS 

Agreement; 

(b) to modify section 3 of the present Act to include exclusions permitted by TRIPS Agreement and also 

subject-matters like discovery of any living or non-living substances occurring in nature in the list of exclusions 

which in general do not constitute patentable invention; 

(c) to align rights of patentee as per article 28 of the TRIPS Agreement; 

(d) to (k) xxx; 

(l) to amend several provisions of the Act with a view to simplifying and rationalising the procedures aimed at 

benefiting users. 

The Amendment Act of 2002 greatly expanded the definition clause in section 2 of the Parent Act by including a 

number of new expressions and terms and redefining some earlier terms. 

“Invention” was re-defined by the Amendment Act of 2002 as under: “Section 2(1)(j) “invention” means a new 

product or process involving an inventive step29 and capable of industrial application.30” Thus the Indian Patent 

law, after amendment, grants patents to products and processes.  

Products include machines and other devices, chemical compounds etc. A process is a course of action, 

proceeding, especially series of operations in manufacture, printing, photography, etc. Process is generally 

deemed to encompass in patent law the sequence of step required to manufacture or otherwise obtain a 

product.31 

Section 3 of the Parent Act, which provided for exclusions from patentability, was recast. In section 5 of the 

Parent Act, an Explanation was added after sub-section (2). Chapter XVI was substituted with the Chapter 

Heading “Working of Patents, Compulsory Licenses and Revocation”. Section 8332 in this Chapter laid down 

                                                            
28 Amendment Act 38 of 2002 – Statement of Objects and Reasons. 
29 Section(ja) “Invention Step” means a feature that makes the invention not obvious to a person skilled in the 

art. 
30 “Section 2(1)(ac) “capable of industrial application”, in relation to an invention, means that the invention is 

capable of being made or used in an industry. 
31 Carlos, M. Correa, Trade Related Aspects of Intellectual Property Rights: A Commentary on the TRIPS 

Agreement, (Oxford University Press2007),273. 
32 “Section 83: General principles applicable to working of patented inventions.– Without prejudice to the other 

provisions contained in this Act, in exercising the powers conferred by this Chapter, regard shall be had to the 

following general considerations, namely: - 

a) that patents are granted to encourage inventions and to secure that the inventions are worked in India on a 

commercial scale and to the fullest extent that is reasonably practicable without undue delay; 

b) that they are not granted merely to enable patentees to enjoy a monopoly for the importation of the patented 

article; 

c) that the protection and enforcement of patent rights contribute to the promotion of technological innovation 

and to the transfer and dissemination of technology, to the mutual advantage of producers and users of 

technological knowledge and in a manner conducive to social and economic welfare, and to a balance of rights 

and obligations; 

d) that patents granted do not impede protection of public health and nutrition and should act as instrument to 

promote public interest specially in sectors of vital importance for socio- economic and technological 

development of India; 

e) that patents granted do not in any way prohibit Central Government in taking measures to protect public 

health; 

f) that the patent right is not abused by the patentee or person deriving title or interest on patent from the 

patentee, and the patentee or a person deriving title or interest on patent from the patentee does not resort to 

practices which unreasonably restrain trade or adversely affect the international transfer of technology; and 



S. Udapudi et al., American International Journal of Research in Humanities, Arts and Social Sciences, 2(1), March-May, 2013, pp. 40-47 

 

AIJRHASS 13-128; © 2013, AIJRHASS All Rights Reserved                                                                                                                Page 46 

the general principles applicable to working of patented inventions; section 84 provided for compulsory 

licenses; and section 85 for revocation of patents for non-working. 

  Article 2(1)(j) of the Indian Patent Act defines invention as “a new product or process involving an inventive 

step33 and capable of industrial application”. Thus the Indian Patent law, after amendment, grants patents to 

products and processes.  

The Amendment Act of 2002 laid most of the ground-work, but India was yet to take the one final step to make 

its patent law compliant with the mandate of TRIPS. And that was to amend the Act to allow for grant of 

product patents for pharmaceutical and agricultural chemical substances. Steps were taken to finally amend the 

Patents Act, 1970, but the draft Bill lapsed in February 2004. Government of India had no option but to amend 

the law through an Ordinance. Therefore, in order not to default on its obligations under the TRIPS Agreement, 

the Government brought the Patents (Amendment) Ordinance, 2004 (Ordinance No. 7 of 2004) with effect from 

January 1, 2005. By this Ordinance, section 5 of the Patents Act, 1970, which barred the grant of patent for 

substances intended for use or capable of being used as food or as medicine or drugs or substances prepared or 

produced by chemical processes was done away with, opening the doors for grant of patents to, amongst others, 

pharmaceutical products. The Ordinance  lapsed on March 31, 2005. Hence, it was imperative for Parliament to 

pass an enactment, replacing the Ordinance before it lapsed on March 31, 2005. The pressure of time under 

which Parliament was obliged to deal with the matter and pass the Act, replacing Ordinance No. 7 of 2004 and 

amending the Patents Act, 1970 was very evident. Finally, the Bill, along with the amendments proposed by the 

minister, was passed by the Lok Sabha on March 22, 2005.  

Some of the very important amendments that were incorporated in the Bill related to section 2(1)(ja) and section 

3(d), and the insertion of the provision for pre-grant opposition to grant of patent. After being passed by the Lok 

Sabha, the Bill was presented in the Rajya Sabha where it was passed on March 23, 2005. It received the assent 

of the President on April 4, 2005, and was published in the official gazette of April 5, 2005. 

Section 2(1)(j) requires a product to satisfy three conditions to qualify as an invention. 

i) It must be “new”, that is to say it must not have been anticipated; 

ii)  Its coming into being must involve an “inventive step”; and iii) It must be “capable of industrial 

application”, that is to say it must be capable of being made or used in an industry [section 

2(1)(ac)]. 

 “Inventive step” is separately defined in section 2(ja) to mean a feature of an invention that involves 

technical advance as compared to the existing knowledge, or having economic significance or both and that 

makes the invention not obvious to a person skilled in the art. To paraphrase, the invention that creates the 

product must have a feature that involves technical  advance as compared to the existing knowledge or 

having economic significance or both and this feature should be such as to make the invention not obvious 

to a person skilled in the art. 

 On a combined reading of causes (j), (ac) and (ja) of section 2(1), in order to qualify as “invention”, a 

product must, therefore, satisfy the following tests: 

i) It must be “new”; 

ii) It must be “capable of being made or used in an industry” iii) It must come into being as a result of an 

invention which has a feature that: 

a) entails technical advance over existing knowledge; Or 

b) has an economic significance 

And 

c) makes the invention not obvious to a person skilled in the art. 

 After understanding the meaning of “invention”;it is possible to appreciate that the Patents Act, 1970, dealt with 

“invention” and “patentability” as two distinctly separate concepts. The duality of the two concepts is best 

illustrated by section 4 of the Act, which prohibits the grant of patent (either process or product) “in respect of 

inventions relating to atomic energy falling within sub-section (1) of section 20 of the Atomic Energy Act, 

1962”, and which has not undergone any change since inception. It is, therefore, fundamental that for grant of 

patent the subject must satisfy the twin tests of “invention” and “patentability”. Something may be an 

“invention” as the term is generally understood and yet it may not qualify as an “invention” for the purposes of 

the Act. Further, something may even qualify as an “invention” as defined under the Act and yet may be denied 

patent for other larger considerations as may be stipulated in the Act. Having, therefore, seen the meaning of 

“invention”, we may now advert to section 3 as it stands after the amendment of the Act in 2005. 

                                                                                                                                                                                         
g) that patents are granted to make the benefit of the patented invention available at reasonably affordable prices 

to the public.” 
33 Section 2(ja): “inventive step” means a feature of an invention that involves technical advance as compared to 

the existing knowledge or having economic significance or both and that makes the invention not obvious to a 

person skilled in the art.(The Indian Patent Act 2005)  
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 Section 3 is in Chapter II of the Act, which initially contained sections 3, 4 and 5, but after the deletion of 

section 5 with effect from January 1, 2005, Chapter II has only two sections: sections 3 and 4. The Chapter has 

the Heading “Inventions Not Patentable” and section 3 has the marginal heading “What are not inventions.” As 

suggested by the Chapter heading and the marginal heading of section 3, and as may be seen simply by going 

through section 3, it puts at one place provisions of two different kinds: one that declares that certain things shall 

not be deemed to be “inventions” [for instance clauses (d) &amp; (e)]; and the other that provides that, though 

resulting from invention, something may yet not be granted patent for other considerations [for instance clause 

(b)]. 

Section 3(d) represents “patentability”, a concept distinct and separate from “invention”. But if clause (d) is 

isolated from the rest of section 3, and the legislative history behind the incorporation of Chapter II in the 

Patents act, 1970, is disregarded, then it is possible to see section 3(d) as an extension of the definition of 

“invention” and to link section 3(d) with clauses (j) and (ja) of section 2(1). In that case, on reading clauses (j) 

and (ja) of section 2(1) with section 3(d) it would appear that the Act sets different standards for qualifying as 

“inventions” things belonging to different classes, and for medicines and drugs and other chemical substances, 

the Act sets the invention threshold further higher, by virtue of the amendments made in section 3(d) in the year 

2005. 

Coming to the case of Novartis and Analysing the application of the above said provisions of the Indian Patent 

Act 1970 amended in 2005 the situation is as: 

In view of the findings that the patent product, the beta crystalline form of Imatinib Mesylate, fails in both the 

tests of invention and patentability as provided under clauses (j), (ja) of section 2(1) and section 3(d)34 

respectively, the appeals filed by Novartis AG fail and are dismissed with cost. 

S. 3(d) of the Indian Patent Act as amended in 2005, has been approved by international authorities. Referring to 

S. 3(d) of the Indian Patent Act, Carlos M. Correa states,35  

This is an important issue for the design of a patent policy sensitive to public health concerns. Admitting such 

patentability expands the scope of protection where no new product has been developed. It is in the interest of 

consumers to keep patent protection limited to products and processes that make real contributions to the state of 

art, and to avoid the granting of patents that may otherwise affect legitimate competition and better access to 

medicines. 

Secondly with the eye on Right to Health and access to medicines as emphasised also by the Doha Declaration it 

is seen that ‘Glevic’ (Gleevec/Glivec), is used for the treatment of Leukemia; it is patented by Novartis. This 

was originally patented in 1993.The cost of the drug for the treatment of this disease comes to about Rs.1,20,000 

per month in India; At the same time, the generic versions are available in the country which cost only 

Rs.8,000;to Rs.10,00036 

Intellectual Property has a unique duality in its utility. The present stringent patent regime in a completely 

demarcated black and white format is not capable of delivering in its fullest value. A more nuanced regime is 

the need of the hour, which will not only adequately reward the innovators and patent workers but also 

recognise the importance of the larger benefit of the society especially in the light that the segment which is 

excluded is the one with a lower purchasing power. The highlight is that allowing the users of Intellectual 

products to gain life altering advantages without compromising the commercial prospects of the owners of 

intellectual capital.37  

                                                            
34 Section 3(d) of the Indian Patent Act, 1970 does not consider such inventions as patentable. It states,  

The mere discovery of a new form of a known substance which does not result in the enhancement of the known 

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 known process results in a new product or 

employs at least one new reactant.--is not invention within the meaning of the Act.  
35 Carlos, M. Correa, Trade Related Aspects of Intellectual Property Rights: A Commentary on the TRIPS 

Agreement, (Oxford University Press2007), 272. 
36 In course of hearing of the case when the Court expressed its bewilderment over the price of the drug, it was 

strenuously stated on behalf of the appellant that they also ran a huge charitable programme under which the 

drug was supplied free to the needy persons. However, to the question by the Court why the appellant could not 

abolish the charitable programme and at the same time bring down the price of the drug so as the total revenue 

from the sale of the drug remains the same as it is with the abnormally high price and the charitable programme, 

no satisfactory answer was provided on behalf of the appellant. 
37 The Indian Express, Editorial by the Title “Grey Lines” dated14th May 2013. 


