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Affidavit filed on behalf of the petitioner

I, Ranjna Mehta Dutt, W/o Mr.Dinesh Kumar Dutt, Hindu, aged about 36years, working at Remfry House at the Millennium Plaza, Sector 27, Gurgaon 122 022, Haryana now temporarily come down to Chennai do hereby solemnly and sincerely affirm and state as follows.  

1. 
I am the Power of Attorney holder for the Petitioner herein. I am authorised to swear to this Affidavit on behalf of the petitioner herein. I am well acquainted with the facts and circumstances of the case stated hereunder. I know the facts of the case from the records maintained in the ordinary course of business by the Petitioner. The Petitioner has not filed any other Writ Petition seeking the same relief.  

2. 
The Petitioner conducts its business in India through its subsidiary, Novartis India Ltd. Sandoz House, Dr. Amtie Besant Road, Worli, Mumbai - 400 018 which is responsible for carrying on the manufacture, importation, sale and distribution in India of the products of the Petitioner.  

3. 
By impugned orders dated January 25, 2005 passed by the Asst. Controller of Patents and Designs, Chennai Patent Office, in pre-grant opposition proceedings filed by Respondent Nos.3 to 7, the Petitioner's patent application No.1602/MI\S/1998 for the beta crystalline form of imatinib mesylate sold under the brandname Gleevec/Glivec used for treating blood cancer (leukamia) and Gastro-Intestinal Stromal Tumours (GIST) has been rejected. This product has been the subject matter of an Exclusive Marketing Right (EMR) since November 10, 2003.  

4. 
The validity and legality of this order on merits is being separately challenged by way of writ petitions.  

5. 
Under the same factual matrix/background, the present Writ is being filed to challenge the constitutional validity of section 3(d) as added to the Patents Act, 1970 by the Patents Amendment Act, (15 of 2005). In the impugned orders dated January 25, 2006 of the Assistant Controller of Patents; the provisions of section 3 (d) as amended by tile Amending Act 15 of 2005 have been relied on for rejecting the Petitioner s application for patent.  

6. 
The Petitioner submits that Section 3(d) of the Patents Act, 1970 as amended by the Patents (Amendment) Act, 15 of 2005, is invalid, illegal and unconstitutional on the grounds mentioned herein below. It is respectfully submitted that the Petitioner is entitled to a declaration as claimed in the present Writ Petition.  

7. 
The facts and events leading to the challenge are briefly stated herein below.  

8. 
BRIEF LEGAL BACKGROUND 

A 
India is a founder member of the World Trade Organisation (WTO) and signatory to the Agreement on Trade Related Aspects of Intellectual Property Rights ("the TRIPS Agreement"- which is an Annexure to the main WTO Agreement. The speech of the then Minister of Commerce, Mr. Ramakrishna Hegde, testifies to the founder-member status of India. Under the TRIPS Agreement, India was obliged to bring in a full-fledged product patent regime in all fields of technology  including medicines and drugs, with effect from January L 2005. (reference -Article 27 read with Article 65 of the TRIPS Agreement). Being a developing country, India was given ten years' from January 1, 1995 to fully comply with the provisions of the TRIPS Agreement and usher in a full-fledged product patent regime.  

B. 
In order to harmonise its patent law with other patent regimes by implementing the provisions of the TRIPS Agreement, amendments in the Patents Act, 1970 (the 1970 Act) were carried out by the India through  legislation in three stages- effective January 1, 1995 by Patents (Amendment) Act (17 of 1999), effective May 20, 2003 by Patents (Amendment) Act (38 of 2002) and effective January 1, 2005 by Patents (Amendment) Act (15 of 2005).   

C. 
Therefore, through the enabling provisions of, inter alia, Article 253 of the. Constitution of India, as Parliament was not in session, the Patents (Amendment) Ordinance 1994 dated December 31, 1994 introduced the amendments as required by the TRIPS Agreement. Excerpted hereinbelow is the preamble of The Patents (Amendment) Ordinance 1994 (no. 13 of 1994) published in the Gazette of India dated December 31,1994 (part). 


“THE PATENTS AMENDMENT ORDINANCE, 1994 NO. 13 OF 1994 


Promulgated by the President in the Forty-fifth Year of the Republic of India.  


An Ordinance further to amend the Patent Act, 1970 


Whereas India is a signatory to the agreement for the establishment of the World Trade Organisation including the Agreement on Trade Related Aspects of intellectual Property Rights for the purpose of reduction of distortions and impedin1ents to international trade and promotion of effective and adequate protection of intellectual property rights. And whereas with a view to meeting India's obligations under the said Agreement while safeguarding its interests, it has become necessary to amend the Patents Act 1970 in conformity with the obligations under the Agreement that signatory countries in formulating or amending their laws and regulations may adopt measures consistent with the said agreement, necessary to protect public health and nutrition and to promote public interest in sectors of vital importance to their socio-economic and technological development…  


The said Ordinance lapsed but was eventually replaced by the Patents (Amendment) Act, 1999 with retrospective effect from January 1, 1995 for the same reasons cited in the Ordinance,    

D. 
The 1970 Act, as originally enacted, prohibited the grant of product patents for drugs and pharmaceuticals, only process patents were allowed. 


5. Inventions where only methods or processes of manufacture patentable - [1] in the case of inventions- 

(a) claiming substances intended for 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 claim for the substances  themselves, but claims for the methods or processes of manufacture shall be patentable.   

E. However, in the first amendment, to effectuate the TRIPS Agreement, from January 1,1995, sub-section,(2) was added to Section 5 by the Patents (Amendment) Act (17 of 1999) which read as follows:  

[(2) Notwithstanding anything contained. in sub-section (1), a claim for patent of an invention for a substance itself intended for use, or capable of being used, as medicine or drug except the medicine or drug specified under sub-clause (v) of clause (1) of sub-section (1) of section 2, may be made and shall be dealt, without prejudice to the other provisions of this Act, in the manner provided in Chapter IVA.]   

F. 
Therefore, whilst subsection (1) to section (5) continued to prohibit the grant of patent in respect of inventions for the substances themselves and only permitted claims for method or process of manufacture as patentable, subsection (2) thereof permitted claims for patents of an invention for a substance intended for use, or capable of being used, inter alia, as a drug or a medicine and permitted it to be dealt with ill the' manner in Chapter IV-A.      

G. 
Under Chapter IV A, the Patent Office was required to receive applications for product patents with respect to pharmaceuticals and agro-chemicals, which were to be taken up for examination after December 31, 2004(Black/Mail Box Applications) and, in the interim to provide for protection by way of Exclusive Marketing Right (EMRs) in respect thereof to enable commercial exploitation of the product of the invention (Article 70(8) and (9) of the TRPS Agreement). This was expressly provided for under the Patents Act, 1970 in Section 24A of Chapter IVA of the Act added by the Patents Amendment Act (17 of 1999). The Petitioner No.1 received an EMR for its product on November 10, 2003 under this arrangement.  

H. 
Under the second amendment effective May 20, 2003, again to effectuate, the provisions of the TRIPS Agreement, the Patents (Amendment) Act (Act 38 of 2002) provided for a uniform patent term of 20 years, amongst other amendments. Previously, the term was 7 years for process patents involving drugs and food and 14 years for rest of the inventions.  

I. 
In the third stage, again to further implement the TRIPS Agreement, the transitional provisions relating to the 'Exclusive Marketing Rights embodied in Chapter IV A of the Act (Sections 24 A to 24F) were to be omitted as was Section 5 since a complete product patent regime was sought to be ushered in. Vide Clause 78 of the amending Act, suits pending in respect of EMR’s were to be saved and were to be dealt with in the same manner as if they were suits concerning infringement of patents under Chapter XVIII of the principa1 1970 Act.  

J. 
However, before the Bill could be deliberated upon, the President promulgated the Patents Amendment (Ordinance), 2004 (Ord. 7 of 2004], effective January 1, 2005. The Ordinance was promulgated since the Parliament was not in session and the amendments were required to meet India's obligations under TRIPS from January 1, 2005.      

K. 
Section 3(d) of the Patents Act 1970, before the Ordinance read as under 


Section 3.- What are not inventions 

(d) 
the mere discovery of any new property or new use for a known substance or of the mere new use of a known process, machine or apparatus unless such known process results in a new product or employs at least one new  reactant.  

L. 
The Ordinance 7 of 2004 amended the said section to read as under: 

(d) 
the mere discovery of any new property or mere new use for a known substance or of the mere new use of a known process, machine or  apparatus unless such known process results in a new product or employs, at least one new reactant.  


Emphasis supplied.  

This provision duly complied with TRIPS and was duly reflected in the Patents 

(Amendment) Bill, 2005 as tabled in the Lok Sabha,  

M. 
It may be mentioned that the second proviso to Section 11A(7) also was introduced in the Ordinance, contrary to the 1RIPS, which curtailed the Petitioner No.l's right to enforce its patent. Consequently, the patent, even if granted, would be a mere paper right and would be against the intent and purport or the Patents Act 1970. The said proviso read as under:   


Second proviso to Section l1A(7) 


Provided further that rights of a patentee in respect of applications made under sub-section (2) of section 5 before the 1st day of January, 2005 shall accrue from the date of grant of the patent.  


It is submitted that this significantly reduces the period from which damages can be claimed. There does not seem to be a rationale to make a distinction between applicants falling under this proviso and the rest of the applicants. The proviso is antithetical to the TRIPS Agreement where no such discrimination is made and all patentees/ applicants are treated on an equal footing.  

N. 
The Statement of Objects and Reasons of the Patents (Amendment) Bill  2005 containing Clause 3(d) (of the Ordinance) was intended to implement India's obligations under the TRIPS Agreement, as was the intent of the past two amending Acts. This is clearly brought out in paragraphs 1, 2 and 3 of the Statement of Objects and-Reasons which reads as follows:  


STATEMENT OF OBJECTS AND REASONS  

1. The law relating to patents is contained in the Patents Act, 1970 (39 of 1970) which came into force on the 20th April, 1972. This Act was amended in March, 1999 and June, 2002 to meet India's obligations under the Agreement on Trade Related Aspects of Intellectual Property Rights (TRIPS), which forms part of the agreement establishing the World Trade Organisation.(WTO). The amendments primarily focused on the obligations which came into force from 1st  January, 1995 (in respect of amendments made in March, 1999) and obligations  which came into force from 1st  January, 2000, (in respect of amendments notified in June, 2002). The first a11zendment to the Patents Act introduced a transitional facility (“mail box”) from January 1, 1995 to receive and hold product patent applications in the fields of pharmaceutical and agricultural chemicals till January 1, 2005 and also for grant of exclusive marketing rights (EMRs) for a period of 5 years or till the product patent is granted or patent application is  rejected, whichever is earlier.  

2. Before making the latter amendment, a Joint Committee of both the Houses of Parliament examined all aspects and recommended various provisions in order to provide necessary  and adequate safeguards for protection of public, interest, national security, biodiversity and traditional knowledge, including  effective flexibilities to enable appropriate and, timely response to national and public interest concerns, especially those relating to public health and nutrition These were included in the second amendment.  

3. The earlier amendments had, inter alia provided for the modalities for a ten-year transition facility (which India had negotiated at the time of its accession to the WTO), commencing from the 1st January, 1995. As a consequence, the law was required to be amended further in respect of India's obligations under the  TRIPs Agreement, due front 1st January, 2005.  

O.
In introducing the Bill, the intention of the Government was to make provisions with regard of  inventions, which were not patentable as compliant with TRIPS and not to effect any departure from TRIPS. The Patents (Amendment) Bill 2005 as originally introduced expect for the  second proviso to section 11(/A) (7) was in line with the avowed intent.  

P. 
However, a day before the debate in the Lok Sabha a Notice of  Amendment was given for some amendments to the Bill as circulated - which included two matters which were not TRIPS compliant but in violation of TRIPS viz. substitution of Section 3(d) with a new Section 3(d) and addition of third Proviso to Section 11A(7). 


The third proviso to Section 11A(7)  "Provided also that after a patent is granted in respect of application made under - Sub-section (2) of Section 5, the patent-holder shall only be entitled to receive reasonable royalty from such enterprises which have made significant investment and were producing and marketing the concerned product prior to the 1st day of January, 2005 and which continue to manufacture the product covered by the patent on the date of grant of the patent and no infringement proceedings shall be  instituted against such enterprises.”  

Q.
The present Writ Petition is only concerned with the substitution of Section 3(d) in the Bill as introduced which is inconsistent with and in  direct violation of TRIPS. The challenge to the third proviso of section 11 A (7) which is contrary and violative of TRIPS will only arise after the patent on the patent application is granted to the Petitioner.  

R. 
The Rules of Business of the Lok Sabha were suspended by motion in order to enable the aforesaid Amendment to be introduced.     

S. The said last-minute amendment, without any Notes to Clauses, proposed the following amendment to section 3( d): 

Section 3(d)- What are not inventions

"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 of 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.  

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

T. It is submitted that for the reasons stated hereinafter, new Section 3(d) is arbitrary and illogical, is in violation of India's obligation as a signatory to the TRIPS. The substitution of section 3(d) to the Patents Act, 1970 and the addition of the third proviso to section l1A (7) of the Patents Act, 1970 are deviations from the TRIPS Agreement. 

Article 27 of the TRIPS Agreement, providing for uniform condition of patentability without discrimination as to the subject matter involved, reads as under-:  

" Subject to the provisions of paragraphs 2 and 3, patents shall be available for any inventions, whether products or processes, in all fields of technology, provided that they are new, involve an inventive step and are capable of industrial application. Subject to paragraph 4 of Article 65, paragraph 8 of Article 70 and paragraph 3 of this Article, patents shall be available and patent rights enjoyable without discrimination as to the place of invention, field of technology and  whether products are imported or locally produced”        

U. On bare comparison of Section 3(d) with Article 27 of the TRIPS Agreement, it becomes evident that the provisions of section 3(d) of the Patents Act, 1970 (as added by the Patents Amendment Act, 15 of 2005), are narrower than those of Article 27 of TRIPS Agreement, which is not at all permissible under the TRIPS Agreement. Article 1(1) of the TRIPS Agreement is the governing provision in this regard and reads as follows-: 

"Members shall give effect to the provisions of this Agreement. Members may, but shall not be obliged to, implement in their law more extensive  protection than is required by this agreement, provided that such protection does not contravene the provisions of this Agreement………” (Emphasis supplied)  

V. 
It is submitted that the TRIPS Agreement permits a member country to have “more extensive protection" but not lesser protection, The new added section 3(d) is in clear violation of Article 1(1) of the TRIPS Agreement. 

W.
Without prejudice to the merits of the case, it is submitted that limitations on the patentability of certain types of inventions referred to in Section 3(d) of the Patents Act, 1970, such as inventions relating to polymorphs, do not only contravene TRIPs, but they will undermine the incentives for those companies, including domestic companies, which may not currently have the resources to develop new chemical entities in the pharmaceutical field to engage in other forms of pharmaceutical innovation.  

X.
This new amended section 3(d) added on the floor of the Lok Sabha on March 22, 2005 was aimed at the Petitioner and obviously motivated by several factors but the motivation is obvious from the speech of Mr. Suresh Kurup (Kottayam) in the Lok Sabha, who stated :


SHRI SURESH ,KURUP (Kottayam): Respected Deputy-Speaker, Sir, ever since this Patents (Amendment) Ordinance was promulgated, widespread apprehensions were expressed by groups concerned in India and also outside the country about the provisions of the Bill. The concern was due to the fact that it will prevent the common man in our country  and also of the other developing and least developed countries having access to the life-saving medicines.  


Sir, as already mentioned, various international organizations like WHO, UNAIDS wrote to Gavernn1ent of India. All these organizations asked the Government of India to be cautious about that Bill. Sir, the apprehension was due to the fact that the flexibility available in the TRIPS Agreement, and also in the Doha, Declaration of 2001, was not made use of in this Bill. Widespread criticism arose on three-four areas. I am happy the Government of India addressed that and proper amendments are circulated…  


One major area where all of us have raised our criticism was the provision which helps the patent holder multinational companies for ever greening of patents. Sir, a company which obtains a patent by changing their chemicals, before the expiry of the patent, they will again apply for a patent and again get a patent. So, in this way, they will continue to get a patent for the same medicine. For example, the drug called ‘Glevic’ (sic) is used for the treatment of Leukaemia. 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.8000 to Rs.10,000.  


Sir, this drug need not be given the patent here because it is a pre-1995 molecule and need not be given a patent as per the TRIPS Agreement. But, what happened was that Novartis filed a new patent application for  the same drug in 1998 in India claiming a better crystal format of  original drug. Based on the 1998 application, Novartis obtained an exclusive marketing right for 'Glevic' in 2003 in India.  


Then, Sir, some generic versions were available in this country. This wrongful decision of the patent Office now threatens this generic versions. Based on the exclusive marketing rights, Novartis obtained an injunction against six generic manufactures from producing this generic version. Sir, as a result, only one manufacturer is currently producing the generic  version of ‘Glcvic’ and Navartis has taken legal action against the said sole  producer. The suit is still pending. So, what is happening? This was a major concern expressed by various groups and also by the Left. Now, that proper amendment is being circulated, I think, that is taken care of (Emphasis supplied)  


SHRI KAMAL NATH: 


In regard to evergreening, I just want to read (Jut section .3(d) which says that a mere discovery of a new property or a new use for a known substance or the mere use of a known process in a new product - these are exceptions, these will not be granted any patent - and substances obtained by a mere ad-mixture resulting only in aggregation of properties of the components thereof or, processes of producing such substances will not be given patents. There is no question of evergreening.   

There is no such discrimination in Article 27 of TRIPS to an invention which may diapragingly be called "evergreening". 

Y. 
As stated in the course of the debate, the Minister as conscious of the fact that the new Section 3(d) may not be TRIPS complaint (though he did not agree) and hence on the Floor of the House he stated on March 22, 2005 as follows: 


shri kamal nath:  


When you recognise that India is capable of this leadership, then only and with your support can India effectively play that role. So having recognised that, I greatly appreciate your support on the two points which you have made and the two points on which 1 differ with you. I differ with you but I will refer it to an expert group to see whether there is enough elasticity and also whether it is in the interest of Indian pharmaceutical companies. I will be happy to bring an amendment when the House is reconvened. The two issues are related to the new chemical entity and the question of micro-organisnz. That was the question which was raised, I will be happy to refer it to the expert group which will also be constituted in consultation with you because; as I said, our intentions are common. 


The two point which the Minister agreed with the Hon'ble Member, Mr. Rupchand Pal were the issues relating to compulsory licensing and non- patenting of embedded software and the two points on which the minister differed were the issues relating to limit the grant of patent for pharmaceutical substances to new chemical entity or to new medical entities and to exclude micro-organisms from patenting.  

Z. Consequently, an Expert Committee was constituted on April 5, 2005 with the following terms of reference:   

"(i) Whether it would be TRIPS compatible to limit the grant of patents for pharmaceutical substances to new chemical entity or to new medical entities involving one or more inventive steps; and  (ii) Whether it would be TRIPS-compatible to exclude micro-organisms from patenting.”  
AA.
However, upto date, no Report of the Expert Committee has been forthcoming. Without waiting for the Report, the Patents Amendments Bill with Section 3(d) as introduced on March 21, 2005 has been enacted in substitution of Section 3(d) of the Bill as originally circulated. The Bill was submitted to the President for assent and received his assent on April 7, 2005 replacing the Patents (Amendment) Ordinance, 2004 and 'having retrospective effect from January 1, 2005. The entire Amending Act 15 of 2005, with the non-compliant provisions, has come in force.     

BB. 
As staled hereinbefore, irrespective of what the Committee may or may not advise the Government, the Section 3(d) which was plainly directed, as the debates will show, at the Petitioner and from preventing the Petitioner from being granted the patent, The Petitioner's invention is recognised as such and patented in other countries which are parties to WTO and TRIPS is a revolutionary product having an enhanced efficacy in the treatment of Leukaemia (Blood Cancer) and gastro intestinal stromal tumours (GIST).   

CC.  
It is submitted that it is implicit from Article 51(c) of the Constitution and the enabling powers of the parliament to enact laws for implementing  International conventions and norms by virtue of Article 253 read with Entry 14 of Union List of 7th schedule of the Constitution, and whilst enforcement of International treaties per se may not be enforced in courts, in the present case ever since India has been signatory to TRIPS Agreement and member to WTO, it has consciously amended its patent law in three different stages as contemplated in TRIPS Agreement in order to harmonise its patent law with the International treaties.  

DD. 
Apart from the instance of third proviso to section 11(A) (7)-not the subject matter of present writ petition- the deliberate enactment of new section 3(d) quoted above is in direct violation of, and departure from, the TRIPS Agreement and therefore is a conscious breach of India’s Obligations under the TRIPS Agreement which it is respectfully submitted, the courts in writ jurisdiction under Article 226 will prohibit. Whilst it will be still open for Government of India to make law or not to make law in conformity with International treaties to which it is a signatory and which it has ratified and affirmed. It is submitted that it is not open to the country to enact a law which otherwise complies with the International treaty obligations; except for one particular provision, Section 3(d).  

EE. 
It is submitted that where the policy of government and parliament is to implement an International treaty like TRIPS Agreement and where legislation is enacted after its acceptance and ratification, it must be presumed that parliament intends to give effect to the obligations under International law. Since section 3(d) is in direct violation of TRIPS, it must be declared that it is not in conformity with the obligation taken by India in signing and ratifying the TRIPS Agreement. It is open under International law for a, Country to ratify International treaty with  reservation and to enact a law in conformity with such treaty alongwith  country's reservation. However, India has not made any reservations (in fact, no reservation is permitted as per the wTo Charter) and accordingly, India being a founder and signatory member of WTO and TRIPS, the enactment of one piece of legislation, namely Section 3(d) is in total variance of TRIPS and therefore is illegal and unconstitutional.  

FF. 
In any case, it is submitted with respect to India's conscious obligation undertaken in TRIPS and WTO, the Petitioner is entitled to a declaration that section 3(d) as purportedly enacted is non-complaint with the TRIPS Agreement and India's obligations undertaken therein.  

GG. 
The philosophy underlying Articles 253 and 51c of the Constitution has, time and again, been stated by the Hon'ble Supreme Court. Looking at the precedents it becomes evident that the apex court has upheld the principle that national rules ought to be interpreted in accordance with the States international obligations. Further, it has been accepted that the statute is to be interpreted and applied, as far as its language permits, 50 that it is in conformity, and not in conflict, with the established rules of international laws.  

HH. 
There has been recognition of the presumption that Parliament does not assert or assume jurisdiction which goes beyond the limits established by the common consent of nations and statutes are to be interpreted, provided that their language permits, so as not to be inconsistent with the comity of nations or with established principles of international law. While saying so the Supreme Court has further acknowledged the proposition of nations marching with the international community and that the municipal law must respect rules of international law.  

II. 
The apex court has further observed that if two constructions of municipal  law are possible, the courts should lean in favour of adopting such construction as would make the provisions of the municipal law be in harmony with international law or treaty obligations. Every statute, according to this rule, is interpreted so far as its language permits, so as not to be inconsistent with the comity of nations.  

JJ. 
Keeping in view the fact that the Act has been enacted in order to fulfill the international obligations of being a member and signatory to TRIPS Agreement, the provisions/articles of TRIPS Agreement have to be adhered to in their true letter and spirit.  

9. 
BRIEF FACTUAL MATRIX  

1) 
The Petitioner is a leading Swiss pharmaceutical company engaged lit the manufacture and sale of pharmaceutical and medicinal products including anti-cancer drugs. Novartis India Ltd. is its subsidiary in India. The name of the Petitioner, i.e., Novartis is derived from 'novaeartes', a latin word meaning "new skills". As the name suggests, the Petitioner is committed in ,its endeavour to research and develop innovative, products. True to this commitment, the Petitioner invests substantial amount in research and development. In 2002, for example, the Novartis Group (to which the Petitioner belongs) spent over US$ 2.8 billion (equal roughly to Rs.12,500 crores) in research and development.  

2. 
The Petitioner has to its credit several patented inventions including "the beta crystalline form of imatinib mesylate” (hereinafter referred to as "the subject compound") used in the treatment of myeloid leukaemia (blood cancer) and Gastro-Intestinal Stronlal Tumours (GIST). This compound is the subject matter of the patent application in question, which is entitled “Crystal Modification of a N-Phenyl-2-Phyrimidineamine Derivative, Processes for its manufacture and its use".  

3. 
It is pertinent to mention that in the early 1990's, the said Petitioner invented certain compounds known as “Phyrimidineamine Derivatives" and is the lawful owner of patents relating thereto which are valid and subsisting in many countries including Canada (Patent No. 2093203) filed on April 1, 1993 and granted on November 26, 2002 and the European Union (Patent No. EP0564409).  

4. 
The Petitioner through its continued research and development was successful in inventing a particular form of methanesulfonic acid addition salt of a particular "Pyrimidineamine Derivative" (“imatinib Mesylate”) in crystal form. The Petitioner invented two forms – Alpha and Beta - of which the Beta form stores better, is less hygroscopic, is easier to process and guarantees a constant quality of the final drug product. The Beta Crystalline form of Imatinib Mesylate also results in a higher bio- availability over the 1993 compound and, hence, differs significantly in properties with regard to efficacy.  

5. 
The beta crystalline form of Imatinib Mesylate is being produced and sold on a commercial scale all over the world, including India, after conducting exhaustive clinical trials and obtaining all the requisite approvals in various countries. The exercise a foregoing involved a substantial investment of resources and time.  

6. The Petitioner has been running a philanthropic programme world wide including India known as Glivec International Patient Assistance Programme (GIPAP) related to the drug in question. GIPAP is one of the most generous and far reac11ing Patient Assistance Programme ever developed for a breakthrough cancer therapy. GIPAP was established in 2001 by the Petitioner's group to provide the subject drug at no cost to patients meeting certain criteria.      

Currently, Petitioner has its GIPAP in place in 83 countries of the world including India. It is pertinent to note that the total number of patients registered under GWAP in India as on March 15,2006 is 5151. In fact, 99% of the drug is given free of cost and the Petitioners sell only 1 % of the drug in India. 

8. 
The conditions for availing the GIPAP programme in India are: (i) the patient should have been properly diagnosed; (ii) the patient is earning less than Rs.3,36,000/- per month; (iii) the patient does not have insurance cover; (iv) the patient is not being reimbursed by the employer or the Government and/or (v) the patient is otherwise not being compensated.   

9. 
Having developed the new product from its own original invention of  1993, the Petitioner was naturally desirous of securing patent protection for it.  

10. 
The Petitioner accordingly filed, during the period 1997-2000 application  for a product patent for the sold "beta crystalline form of Imatinib Mesylate" in over 50 countries and has already been granted patents in 35 of them.  

11. 
It is further submitted that pending introduction of a full-fledged product patent regime, India was required to receive applications for product patents with respect to pharmaceuticals and agro-chemicals which were to be taken up for examination after December 31, 2004(Black/Mail Box Applications) and, in the interim, provide for protection by way of Exclusive Marketing Right (EMR) in respect thereof to enable commercial exploitation of the product of the invention (Article 70(8) and (9) of the TRIPS Agreement). This was given effect to by the provisions of Chapter IV A (Exclusive Marketing Rights) of the Patents Act 1970 (since repealed) brought in by the Patents (Amendment) Act, 1999 with retrospective effect from January 1, 1995.    

12. 
The Petitioner No. l after having complied with all the pre-conditions as mandated under chapter IV A of the Act filed an application with the Patent Office, Kolkata for the grant of an EMR for the subject compound.  

13.
The application for the grant of exclusive rights filed by the said Petitioner was allowed by the Controller on receipt of a report by the Examiner mandated under section 24 A(l) of the Act.  

14. 
After an exhaustive scrutiny and satisfying itself on all grounds, technical and legal, including examination under old Section 3 of the Patents Act, 1970, the Patent Office granted the Petitioner an EMR by a certificate EMR No.2 dated November 10, 2003. The said certificate granted the said Petitioner "an exclusive right to sell or distribute the beta-crystalline form of Imatinib Mesylate in its doses forms as approved by the appropriate authority in India". The EMR was intended to be in force for a maximum period of 5 years or until grant or rejection of Petitioner's product patent application (Black Box application) for the said drug whichever is earlier.  

15. 
Pursuant to grant of an EMR and after the efforts of the Petitioner to amicably resolve the matter with the infringing parties were not successful, the Petitioners in January 2004 filed suits for infringement (as provided by Section 24E read with Chapter XVIII of the Act) against nine entities in Madras and Bombay who were manufacturing, selling and distributing generic versions of the Petitioners' drug. The suits are pending adjudication.  

16. 
It is also pertinent to mention here that a proceeding for injunction was initiated by the Petitioner against the Respondent No.3 and a sister concern in the Royal Courts of Justice, London titled Novarti AG Vs Natco Pharma Limited and Natchem Private Limited being No. IIC 04 CO0633 claiming that the Respondent's VEENAT 100 capsule was  infringement of Petitioner's European Patent (UK) 0998473 for the subject compound. Vide Settlement Agreement dated August, 2004 recorded by the Court the Respondent undertook not to sell VEENAT or any other pharmaceutical product within the United Kingdom. The suit was disposed of in the above terms.  

17. 
The Petitioner submits that under the second proviso to Section 11(7) of the Patents Act, 1970, the rights of the patentee in respect of the applications made under sub-section 2 of Section 5 before the 1st day of January 2005 shall accrue from the date of grant of the patent. In the light of the above the Petitioner herein, has already lost 8 valuable years in the term of tire patent. Any further delay is detrimental to the Petitioner's rights. It is therefore most urgent that the Petitioner approach this Hon'ble Court for the appropriate reliefs before the vacation court. Further the Petitioner was granted an Exclusive Marketing Right underlying the impugned patent application. The Petitioner also filed suits .on the file of this Hon'ble Court to enforce the said EMR. The Petitioner had the benefit of interim orders in the said suits. On the rejection of the impugned patent application Cipla Limited has taken out an application to reject the suit. In the light of the said development, the Petitioner is in urgent need of interim orders before the vacation court. 

Having no other equally effective and efficacious alternative legal remedy the Petitioner is constrained to approach this Hon'ble Court for appropriate relief, under Article 226 of the Constitution of India on the following among other grounds: 

GROUNDS

I. Legal Basis of the Amendments 

A. Because Section 3(d) is not in conformity with the provision of  the TRIPS Agreement. As mentioned above, Article 27 thereof provides for uniform conditions of patentability. It reads as follows-:  

  
Patentable subject matter  


“Subject to the provision of paragraph 2 and 3, patents shall be available for any inventions, whether products or processes, in all fields of technology, provided that they are new, involve an inventive step and are capable of industrial application. Subject to paragraph 4 of Article 65, paragraph 8 of Article 70 and paragraph 3 of this Article, patents shall be available and patent rights enjoyable without discrimination as to the place of invention, field of technology and whether products are imported or locally produced (emphasis supplied).

Contrary to this, Section 3(d) of the Act provides that a new form of a known substance is an invention only if it results in enhancement of known efficacy thereof. Whereas Article 27 of the TRIPS Agreement mandates that to qualify as an invention, a product should be new and involve an inventive step (and be capable of industrial application). In other words, the provisions of Section 3(d) of the Act are narrower than those of Article 27 of TRIPS Agreement. .  

B. Because Section 3(d) is also contrary to the provisions of Article 1(1) of the TRIPS Agreement, the relevant portions of which are as follows.: 


"Members shall give effect to the provisions of this Agreement. Members may, but shall not be obliged to, implement in their law more extensive protection than is required by this agreement, provided that such protection does not contravene the provisions of this Agreement… "  

As Article 1 states, while a member country may implement in its law  more extension protection than is required by the TRIPS Agreement, it cannot, however, unilaterally restrict or change the provisions of the Agreement including those of Article 27.  

C. (i) Because while amending Section 3(d) the legislature completely ignored the rational underlying Articles 253 and 51(c) of the Indian  Constitution. By virtue of the foregoing Articles, Indian Constitution obliges the Parliament and/or the Court to mould municipal law in harmony with the International treaties. In a catena of judgements, there has been recognition of the presumption that Parliament does not assert or assume jurisdiction which goes beyond the limits established by the common consent of nations and statutes are to be interpreted provided that their language permits, so as not to be inconsistent with the comity of nations or with established principles of international law.  

(ii)It is a settled proposition of law that the rules of international are incorporated into national law and considered to be part of national law, unless they are in conflict with an act of Parliament. However, the courts are under an obligation, within legitimate limits, to interpret municipal statute in a manner that will avoid confrontation with the comity of nations or the well established principles of international law.  


(iii) The fact that this constitutional obligations under Article 51(c) is not enforceable by any Court does not preclude the Court from taking into account arbitrariness even in enacted law, particularly when such arbitrariness is clear and apparent on the face of the statute. Besides, the provisions of article 253 read with Article 73 of the Constitution in effect define the Executive power of the Union as extending to the exercise of rights, authority and jurisdiction as are exercisable by the Government of India by virtue of any Treaty. Consequently, in accordance with India's obligations under the Patents Act, 1970, which came into force on 20th April, 1972, was amended first in March 1999 and then in June 2002. The Patents (Amendment) Bill 2005 has also expressly stated that Government of India's intention, as that the law enacted by Parliament should comply with India's obligations under TRIPS.  

D.
(i) Because section 3(d) is illogical and in violation of TRIPS. It is submitted that while discovery of a new property is understandable, 'discovery' of a new form is not. In fact, discovery of new form is a contradiction in terms. For something to be ‘discovered' it must already    exist. This is against the very concept of patents which rewards human intervention and creation. 

 
II. Because the amendments are contrary to the doctrine of legitimate expectation in that the product patent regime, as it now stands, is completely contrary to what had been envisaged in 1995 when filling of ‘black-box’ applications was commenced. It was legitimately expected that the provisions of TRIPS could be implemented in their letter and spirit and a uniform patent regime would be established in all WTO countries as was envisaged. This expectation was further strengthened when the Petitioner No.1 receive the EMR after its EMR application was examined under original Section 3 of the Act. However, just before substantive examination of the Petitioner No.1’s patent application, Section 3(d) was deliberately introduced to thwart the Petitioners and the said provision has been instrumental in the said application’s rejection. The arbitrary provision has given rie to an uneven playing field wherein Indian applicants can file patent applications (and enforce patents abroad) for subject matter which is now forbidden in India or is subject to conditions outside of Article 27 of TRIPS. The Petitioner’s subject application and indeed all other black box applications carry great economic worth and are vital to sustain the research and development in the industry so that innovative drugs can continue to be invented.  


III. Because further, Section 3(d) ex-facie allows patenting a discovery of a new form of a known substance which is in direct conflict with the definition of ‘invention’ in section 2(1)(j) which reads as “new product or process involving an inventive step and capable of industrial application”. (Emphasis supplied). In other words, “enhanced efficacy” becomes the only criterion as regards the patentability of inventions falling under Section 3(d) overriding the provisions of Section 2(1)(j).  


IV. Because Section 3(d) provides that a discovery becomes an invention if the substance in question results in enhancement of known efficacy – a very ingenious  concept. This concept at a discovery ‘graduating into a patentable invention solely on the basis of efficacy defies logic.  


V. Because the use of the tern  'derivative' in the explanation' to Section 3(d) implies human intervention and an inventive step and not a discovery. The law seems thoroughly to recognise the supremacy of an invention to discovery but proposes to give the latter the status of an invention if it passes the test of efficacy.  


VI. Because the term “efficacy" has not been defined in the Act which makes the provision vague and arbitrary. Moreover, the requirement of "efficacy" is unique to India; it is not to be found in any other Patent statute in the world.  

11. The Petitioners have no other alternative but to approach this Hon'ble Court in its writ jurisdiction under Article 226 of the Constitution of India.  


Under these circumstances it is prayed that this Hon'ble Court may be pleased to issue a WRIT of declaration or any other, writ, order or direction declaring that Section 3(d) to the Patents Act, 1970 added by the Patents Amendment Act 15 of 2005 is unconstitutional and consequentially direct Respondent No.2 to allow Patent Application No. 1602/MAS/98 filed by the Petitioner and pass such further or other orders as this Hon'ble Court may deem fit and proper in the circumstances of the case and thus render justice.  

Solemnly affirmed at Chennai 

on this the 17th day of May 2006 


Before me, 

and signed his name in my 

presence  









advocate                                                  
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