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Abstract 
 
This article analysis defines and refines the Trade-Related Aspects of Intellectual Property 

Rights (TRIPS) Agreement, which recognized as a treaty, entered into force on January 1, 1995. 

In this paper, the authors tried to make the reader better understand that whether India's patent 

laws are following the TRIPS Agreement or not, analyzed India's Trademark laws and 

interpreted the relationship between India's patent system on a domestic level and the 

international legal regime outlined in the TRIPS Agreement, the evolution of India's patent law 

system following the implementation of the TRIPS Agreement, how India has developed a 

complex patent regime after TRIPS; because of the recent US decision to support the temporary 

waiver of patent rules for the coronavirus vaccines, the TRIPS Agreement is in the news; but we 

have examined the TRIPS waiver concept in the Indian context and tried to find out can trips 

waiver solve the deficiency of vaccine, whether compulsory licencing is an apt way to tackle this, 

is there any pessimism in India, what is the solution? Therefore, authors have tried to scrutinize, 

re-examine and answer the questions mentioned above. 

 
KEYWORDS – TRIPS Agreement, IPR, Pandemic, Waiver, Pessimism 

 

Introduction 
The TRIPS Agreement i.e. Trade-Related Aspects of Intellectual Property Rights Agreement, 
which established minimum standards for protecting and enforcing intellectual property1 rights 

 

1 Ipwatchdog.com, Jonna T. Brougher, Esq, Mph and Andrew Kingsbury on Calls for Compulsory Licensing and IP 
Waivers of COVID-19 Vaccines Ignore Technical Complexities, https://www.ipwatchdog.com/2021/03/30/calls- 
compulsory-licensing-ip-waivers-covid-19-vaccines-ignore-technical-complexities/id=131617/ last accessed on 5th 
June 2021, at 8:09 pm 
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for World Trade Organization (WTO) members, is one of the more contentious international 
intellectual property agreements to have come into force. 

 
Its talks were acrimonious, and the views of industrialized and developing nations on the 

importance of intellectual property protection and enforcement remain opposed. The TRIPS 

Agreement establishes minimal criteria in international patent regulations, particularly those 

controlling pharmaceuticals2. WTO members (now more than 150 countries) adhere to some 

standard measures to develop and operate their patent laws. These guidelines require, among 

other things, that patents be granted for a minimum of 20 years, that patents granted for both 

goods and methods, and that pharmaceutical test data safeguarded from unfair commercial 

exploitation. In respect of each of the main areas of intellectual property covered by the TRIPS 

Agreement, the Agreement sets out the minimum standards of protection to be provided by each 

Member.3 The subject matter to be protected, the rights to be bestowed and permitted limitations 

to those rights and the minimum term of protection are all defined. 

 
The Agreement states that patents should be awarded for novel, creative, and valuable ideas, but 

it does not define these categories. The Agreement sets these standards by requiring, first, that 

the substantive obligations of the main conventions of the WIPO4, the Paris Convention for the 

Protection of Industrial Property (Paris Convention) and the Berne Convention for the Protection 

of Literary and Artistic Works (Berne Convention) in their most recent versions, must be 

complied. Except for the Berne Conventions, provisions on moral rights, all of these agreements' 

principal substantive clauses are incorporated by reference and constitute duties under the TRIPS 

Agreement between TRIPS Member nations. 

 
The relevant provisions can be found in Articles 2.1 and 9.1 of the TRIPS Agreement, referring 

to the Paris Convention and the Berne Convention. Second, the TRIPS Agreement adds a 
 

2WTO.org, Intellectual property - overview of TRIPS Agreement 
http://www.wto.org/english/tratop_e/trips_e/intel2_e.htm, last accessed on 24th June 2021 at 11:30am 
3 WTO.org, Member Information: India and the WTO, WORLD TRADE ORG., http://www.wto.org/english/thewto 
e/countries e/india e.htm last accessed on 24th June 2021 at 11:40am 
4WIPO.int, Some Considerations on Intellectual Property, Innovation, Access and COVID-19 
https://www.wipo.int/about-wipo/en/dg_gurry/news/2020/news_0025.html, last accessed on 24th June 2021 
12:30pm 
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significant number of new obligations in areas where the pre-existing conventions are silent or 

deemed insufficient. As a result, the TRIPS Pact is often known as a Berne and Paris-plus 

agreement. The second primary set of provisions deals with domestic processes and remedies to 

enforce intellectual property rights. The Agreement lays down certain general principles 

applicable to all IPR enforcement procedures. It contains provisions on civil and administrative 

policies and remedies, provisional measures, special requirements related to border measures, 

and criminal systems that specify, the methods and treatments that must be available for right 

holders to enforce their rights effectively. 
 
WHAT IS INTELLECTUAL PROPERTY? 

 
Intellectual Property Rights are the rights given to people over the manifestations of their 

psyches. They ordinarily give the maker a selective directly over the utilization of their creation 

for a specific timeframe. 
 
The right to benefit from protecting moral and material interests resulting from authorship of 

scientific, literary or artistic productions outlined under Article 27 of the Universal Declaration 

of Human Rights5. The Paris Convention for the Protection of Industrial Property (1883) and 

the Berne Convention for the Protection of Literary and Artistic Works (1886), administered by 

the World Intellectual Property Organization (WIPO), recognized the importance of intellectual 

property was first.6 

Customarily IPR is divided into two parts, namely - (i) Copyright and (ii) Industrial Property. 

(i) COPYRIGHT - Books and other writings, musical compositions, paintings, 

sculpture, computer programs, films, etc., are the literary and artistic works of the 

authors and artists over which they have a right, i.e. copyright. Copyright continues 

even after the death of the author for a minimum period of 50 years. The rights of 

performers (e.g. actors, singers and musicians), producers of phonograms (sound 

recordings) and broadcasting organizations are also protected through copyright and 
 

5 Un.org, Universal Declaration of Human Rights, https://www.un.org/en/about-us/universal-declaration-of-human- 
rights#:~:text=Article%2027,scientific%20advancement%20and%20its%20benefits last accessed on 25th June 
7:30pm 
6 Garima Gupta & Avih Rastogi Intellectual Property Rights: Theory & Indian Practice (2002) 



4 

DROIT PENALE: INDIAN LAW JOURNAL ON IPR 
(A UNIT OF DROIT PENALE GROUP) 

ILJIPR, ISSN: 2582-8762 
VOLUME 1 ISSUE 2  

 

 

related (sometimes referred to as "neighbouring"). Encouraging and rewarding 

creative work is the primary social purpose of protecting copyright and related rights. 

(ii) INDUSTRIAL PROPERTY - Industrial property generally divided into two main 

areas: 

A. Protection of distinctive signs, which includes trademark and geographical 

indications 

B. Industrial designs and trade secrets aim to stimulate technological creation, 

industrial innovations and designs by protecting them.7 

The exclusive rights given are usually subject to numerous limitations and exceptions, directed at 

fine-tuning the symmetry that yet to discovered among the rightful interests of right holders and 

users for the principal social purposes of intellectual property protection areas described above. 
 
WHY IS IPR REQUIRED? 

 
The development and welfare of humankind depend on creating and inventing new distinct 

works in technology and culture. 

● Encouraging innovation: The legal protection of new inventions encourages added 

resources for further innovation. 

● Growth of Economic: Economic growth spurred by promoting and protecting 

intellectual property creates new jobs and industries and enhances life quality and 

enjoyment. 

● Safeguarding creators' right: By granting creators certain time-limited rights to control 

the use made of the manufactured goods, IPR is essential to safeguard creators and other 

producers of their intellectual commodity, goods and services. Ease of doing business 

ensured along with the promotion of innovation and creativity. 

● Because of IPR, the transfer of technology gets facilitated by foreign direct investment, 

joint ventures and licensing.8 

INDIA COMPLYING WITH TRIPS AGREEMENT 
 

7 Drishtiias.com, Intellectual Property Rights last modified on 2nd August 2019, https://www.drishtiias.com/to-the- 
points/paper3/intellectual-property-rights last accessed on 25th June 2021 at 3:15 pm 
8 Supra 6 
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INDIA AND TRIPS AGREEMENT 
 
The Agreement marked a fundamental shift in the Indian intellectual property law. The patents 

law amended to include product patents within the scope of the Indian patents law, as well as 

inventions in the fields of agriculture, pharmaceuticals, and non-natural and genetically 

engineered life forms, provided that the creations demonstrate characteristics such as novelty, 

inventive step, utility, and written description. 
 
If a TRIPS waiver were to be accepted, WTO member nations such as India – whose 

international treaties do not immediately become part of domestic law – would be required to 

make appropriate adjustments to their domestic IPR legislation to implement the waiver. These 

modifications would rely on the exact terms that the waiver would be subjected to, which we do 

not know. Countries, for example, maybe permitted to temporarily suspend or refrain from 

enforcing IPRs on COVID-19 vaccines, medicines, and treatments. In such a case, 

pharmaceutical firms may file BIT claims against the host nation, arguing that the suspension or 

non-enforcement of the IPR constitutes a violation of BIT criteria such as expropriation, FET, 

and so on. 9 

India, the nation of rich culture and legacy, constantly prioritizes its traditional approach to 

growth, which regrettably occasionally causes a significant setback to India's progress. The same 

thing happened with India's progressive attitude toward complying with the TRIPS agreement, 

and as a result, India suffered greatly for nearly a decade. The main feature of TRIPS is its 

flexibility, but this was not viewed positively by India. Even the Ex-Prime Minister of India, 

Indira Gandhi, once argued in favour of India's traditionalistic approach to deny the grant of 

Patent Right to life-saving Drugs. 
 
Civil society activity helps to explain why, despite tremendous external pressure, India was one 

of the nations that most vehemently resisted the TRIPS Agreement and refused to adopt product 

patents on medicines until the deadline of January 1, 2005. During the TRIPS Agreement talks 

and the 1990s, Indian national pharmaceutical businesses and NGOs worked together to push the 

 
9 Joshi M, Leela G International Treaties and Conventions on IPR, Hyderabad: NALSAR Proximate Education, 
NALSAR University of Law, page 7 to 13. 
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government and fight reforms to the federal patent system. The national pharmaceutical industry 

saw TRIPS implementation as harmful to their interest in generic manufacturing and favouring 

foreign firms. In contrast, NGOs were primarily concerned with the effects on access to generic 

medicines. The Indian Drug Manufacturers Association representing generic firms such as 

Ranbaxy Laboratories and CIPLA Ltd., a large national pharmaceutical generic and firm 

producer that was part of IDMA in 1990s, in lobbying the government to protect the generic 

market and support domestic pharmaceutical industry, found the common ground with the 

NGOs. 
 
INDIAN PATENT ACT & TRIPS 

 
Inventions and Designs Act 1888 formed by consolidating the Protection of Invention Act, which 

passed in 1872 and 1883. However, the Britishers brought legislation in goods protection, known 

as the Indian Patents and Designs Act, in 1911 before India's Independence. To administer patent 

in India, this law formed; under the supervision of the Controller of Patents, its functions were 

performed. After the Independence of India, this legislation was removed, and in the year 1970, 

the Patents Act enacted by the Parliament of India.10 

Patents Act allowed applicants to enlist pharmaceutical output license entreaties. Applicants gave 

exclusive marketing rights ("EMRs"), governed upon stipulated probabilities and warehouse 

these consequences to a progression up to five ages of this time from the award. The 

transformation involving India's protection legislation following some multi-layered method 

related three alterations upon this Patents Act, 1970.11 

In 2002, the 1970 act's amendment was implemented. The change as mentioned above resulted 

in TRIPS handling numerous issues more consistently, as it corresponded to a twenty-year 

copyright period, a rejection of the freight requiring evidence of method protection 

transgressions, and changes to mandatory licensing requirements exemptions made from 

adopting pharmaceutical goods throughout a patent until 2005. Initially, India attempted to adopt 

the mailbox and EMR facility, which should have been provided under the President's order; 
 

10 Mondaq.com, Srimant Singh on Evolution Of Indian Patents Act And Rules– Journey From Trips Compliance To 
A Mature Patent Regime https://www.mondaq.com/india/patent/721020/evolution-of-indian-patents-act-and-rules- 
journey-from-trips-compliance-to-a-mature-patent-regime, last accessed on 25th June 2021 at 6:17pm 
11 Ipindia.gov.in, The Patents Act, 1970, https://ipindia.gov.in/writereaddata/Portal/IPOAct/1_31_1_patent-act- 
1970-11march2015.pdf last accessed on 25th June 2021 at 6:29pm 
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however, this regulation did not pass in the Indian Parliament. As a result of their inability to 

introduce mailboxes and EMR, the United States invoked the WTO's dispute settlement process 

against India. The downfall of India was examined in the WTO's Appellate Body in 1997 

because they did not comply with the TRIPS agreement as Article 70.8(a) was ostracized since it 

provides a line "a means" that retains novelty priority to the pharmaceutical product application 

for protection. In 1999 March, an amendment passed, and the structure brought the balance of 

the mailbox complied with TRIPS requirements; it ended in December 2004. The amendment of 

2002 made several modifications by the TRIPS treaty's regulations, including definitions of 

innovation and inventive step, algorithms, and traditional knowledge.12 In addition, the 

amendment included three grounds for obtaining a compulsory patent license and did away with 

the notion of a suitable license. 

Recommendations addressed to these highly developed countries are over-imposed on 

intellectual property rights. The pharmaceutical industry vehemently opposes the particular 

condition of the mark. The areas of objection imply that the provision still differs from these 

EMEA-related directives, which are hostile to the constitution accepted by the European Union, 

thus against decisions concerning the Court of Justice of the United States. This European 

Community, contrary to the regulations on identification labels, to be hostile to the Council 

directives is highly impractical. 

Section 3(d) of the Patent Act provides that nominal growth of a particular material that 

continues to a known state will not result in an observed increase in the yield of the material. 

Therefore, the simple use of a recognized material should not be considered original to obtain 

copyright permission. The new patent law based on the principle of "exhaustion of patent rights" 

states that once an investor sells his invention, he loses control of the sale of the design. The 

purpose of this principle is concerned with providing medicines at lower prices, although this 

principle is not available in developed countries. Furthermore, Article 6 of the TRIPS Agreement 

does not say much about exhaustion because it says the problem is about running out of 

intellectual property rights.13 
 

12 B.L. Wadera, Law relating to Patents, Trademarks, Copyright, Designs & Geographical Indications Universal 
Law Publising Co Ltd, New Delhi, 2nd edn., 1999 
13 Legalserviceindia.com, The Controversy of Section 3(D) of The Indian Patent Act, on Nov. 22, 2009, 
http://www.legalserviceindia.com/article/1400-Controversy-of-Section-3(D)- of-The-Indian-Patent-Act.html last 
accessed on 25th June 2021 at 4:30 pm 
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92A PROVISION 
 
 
The 2005 amendment broke new ground by allowing export to nations with insufficient 

industrial capabilities. Section 92A, titled 'Compulsory licence for the export of patented 

pharmaceutical products in certain exceptional circumstances, has been added, which states that 

a compulsory licence shall be available for the manufacture and export of patented 

pharmaceutical products to any country with insufficient or no manufacturing capacity in the 

pharmaceutical sector for the concerned development to address public health. Because many 

nations now lack manufacturing capacity, Indian generic firms can meet the medical needs of 

those countries that have not opted out. 

 
WORDS TO DEEDS – TRIPS IN PANDEMIC 

 
Recently, India and South Africa tested proposals to exempt provisions of the TRIPS agreement 

for vaccines, drugs, therapies and technologies related to Covid19. The proposal has now also 

approved by the United States. The TRIPS agreement exemption proposal will grant member 

states immunity from WTO legal challenges if their national intellectual property regulatory 

(IPR) laws suspend or fail to do so. The central idea behind this TRIPS proposal is that 

intellectual property should not be an obstacle to increasing the production of essential medical 

products to fight Covid-19.14 However, the TRIPS exemption is unlikely to solve the Covid-19 

vaccine shortage in India. The Indian government is not trying to obtain intellectual property 

exemptions, but it should allow vaccine manufacturers to expand production (through 

compulsory licenses) and reduce inefficiencies in procurement and distribution. 
 
CAN TRIPS WAIVER SOLVE COVID 19 VACCINE SHORTAGES? 

 
There are several steps in the vaccine development and manufacturing process involving 

complex intellectual property mechanisms. Different types of intellectual property rights apply at 

further steps, and no kind of intellectual property rights can reveal the secrets of vaccine 

 
14Pharmaceuticaltechnology.com, Exploring Covid 19 vaccine IP Waiver proposal at WTO 
https://www.pharmaceutical-technology.com/features/wto-ip-waiver-proposal-covid19-vaccine/ last accessed on 
25th June 2021 at 7:35pm 
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manufacturing.15 A patent protects the conceptual knowledge of the key ingredients used in the 

vaccine and the process that triggers the biological response that generates immunity. The 

expertise to make it may be protected as a trade secret, and clinical trial data used to test the 

safety and efficacy of the vaccine may be copyrighted.16 Therefore, the patent exemption alone 

will not allow manufacturers to start vaccine production immediately. This is a slow and 

uncertain process that requires the manufacturer to pass several obstacles. They need to design 

vaccine manufacturing processes, purchase necessary raw materials, build production facilities, 

and conduct clinical trials to obtain regulatory approval. The manufacturing process itself has 

different steps, some of which can be outsourced to other parties. 
 
This may be why India and South Africa seek to exempt multiple intellectual property rights for 

Covid-related innovations instead of issuing compulsory licenses for these vaccine patents.17 

However, the negotiation process for TRIPS exemptions is also tedious, especially when high- 

income countries object. The proposal was first circulated eight months ago and remained the 

subject of intense debate. The WTO took about five years to issue the "Doha Declaration" in 

2001, which is only a clarification of the existing provisions of the Agreement.18 Although the 

AIDS epidemic pales compared to the urgency and severity of the current Covid pandemic19, 

abandoning the TRIPS agreement in terms of considerable innovation is unlikely to become the 

subject of swift multilateral negotiations.19 Therefore, because of a convention of the complex 

intellectual property rights mechanism and complex manufacturing mechanism, TRIPS waiver is 

unlikely to solve India's COVID 19 vaccine shortage. 
 
Complex intellectual property rights mechanism: Different types of intellectual property 

rights apply to further steps, and no sort of intellectual property rights can reveal the secrets of 

vaccine manufacturing. For example, the expertise of manufacturing vaccines may be protected 
 
 

15WTO.org, India — Patent Protection for Pharmaceutical and Agricultural Chemical Products 
https://www.wto.org/english/tratop_e/dispu_e/cases_e/ds50_e.htm.%20Accessed%2011%20April%202021 last 
accessed on 26th June 2021 at 1:41pm 

 
17Thewire.in, Rich Countries Block India, South Africa’s Bid to Ban Covid-19Vaccine Patents, 
https://thewire.in/health/covid-19-vaccine-patents-india-south-africa, last accessed on 26th June 2021 at 2:06pm 
18 Epw.in, Indian Patents Act and Its Relation to Technological Development in India: A Preliminary Investigation, 
Economic and Political Weekly, ISSN (Print) - 0012-9976 | ISSN (Online) - 2349-8846 
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as trade secrets, and clinical trial data used to test the safety and effectiveness of vaccines may 

protect by copyright. 
 
Complex manufacturing mechanism: Vaccine manufacturing requires designing vaccine 

manufacturing processes, purchasing necessary raw materials, constructing production facilities, 

and conducting clinical trials to obtain regulatory approval. The manufacturing process itself has 

different steps, some of which can be outsourced to other parties. Therefore, the patent 

exemption alone will not allow manufacturers to start vaccine production immediately. 
 
COMPULSORY LICENSING – NEEDS TO BE WAIVED OR PERFECT AS IT IS? 

Solving the problem of vaccine shortages: So far, the richest countries have monopolized 

about 80% of the vaccine supply. Therefore, they can use compulsory licenses to increase the 

supply of medicines and other therapies. At the same time, India needs to replenish its 

production to ensure that more than nine million people over the age of eighteen receive around 

one point eight billion doses at the earliest. 20 

Promoting voluntary licensing: Taking a strict stance on compulsory licensing also has the 

advantage of forcing many pharmaceutical companies to license voluntarily. 

Lead by example: Covaxin's extensive licensing will allow India to live up to its reputation as a 

"global pharmacy" and force developed countries to transfer their vaccine technology to 

developing countries. 21 

Therefore, the government should transfer Covaxin technology to national pharmaceutical 

companies to increase the national supply and foreign companies. 

By making its knowledge of vaccine technology known globally, India will demonstrate its 

determination to match words and deeds on the TRIPS exemption issue. 

Supportive regulatory environment: Promising to supply vaccines to India requires confidence 

in the country's regulatory and institutional environment, and the government must work hard to 

instil; a firm commitment. 

 
WHY THERE IS A PESSIMISTIC ATTITUDE TOWARDS TRIPS AGREEMENT? 

 
20 Compulsory Licensing under India’s Amended Patent Act in Technology Policy Briefs, Volume 1, Issue 3, United 
Nations University Institute for New Technologies 
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The following are believed to be the reasons behind pessimistic attitude towards TRIPS 

agreement, namely – 
 
(a) Article 27.3(b) of the TRIPS Agreement - The unresolved issue is the minimal or lack of 

coordination between the TRIPS Agreement and the Convention on Biological Diversity (CBD) 

to curb biopiracy, the legal exclusivity of patents and the protection of patents and the promotion 

of technology transfer ( ToT). 
 

Although the CBD has specific regulations on biopiracy and bio trade, TRIPS has not adopted a 

clear and enforceable framework or developmental guidelines for rights acquisition and benefit- 

sharing programs. Furthermore, although all WTO members are default signatories to TRIPS, 

not all members are CBD signatories.22 Therefore, if biopiracy occurs, TRIP signatories that are 

not part of the CBD will not have a legal trial period. Secondly, the exclusivity of patents 

indirectly promotes biopiracy because TRIPS focuses more on the need for "innovative steps", 

but there are no additional provisions on whether communities derived from natural or genetic 

biochemical materials receive adequate compensation. 
 
Therefore, developing countries have suffered income losses and for the promotion of CoP, the 

long-standing debate has been to ensure that patent terms do not become an obstacle and that 

CoP does not erode countries' innovation policy space and enjoy a considerable degree of 

exclusivity. 
 
(b) Geographical Indications - The general approach should modify the TRIPS agreement to 

expand the coverage of geographical indications, provided that developing country members can 

demonstrate that this is economically important to them. 
 
First, the World Intellectual Property Organization has been working on an agreement to resolve 

the outstanding issues. Second, the TRIPS agreement should include a condition in Article 27.3 
 
 
 
 
 
 

22 Abbott, Frederick M, The TRIPS Agreement, Access to Medicines and the WTO Doha Ministerial Conference, 
Occasional Paper 7 (2001) 
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(b) regarding establishing a traditional knowledge base notification procedure to curb erroneous 

patent applications.23 

c)Traditional Knowledge - It is necessary to formulate a unique legal clause in TRIPS to define 

the parameters that constitute traditional knowledge. India is among those few developing 

countries with a digital library of traditional knowledge and a classification system for 

conventional knowledge resources. They have prevented erroneous patent applications on a 

global scale for the benefit of India. Therefore, cancelling this suspension will open the 

floodgates of disputes, and legislators in developing countries may not have the technical 

capacity and resources to resolve it. 
 
(d) Non-Violation Complaints - The particular current system allows WTO members to 

formulate a system to protect intellectual property rights without being adversely disputed. For 

example, Article 3 (d) of the Indian Patent Law (as amended) provides exclusive rights to slow 

patent long-term growth. 
 
LANDMARK CASES 

 
1. NOVARTIS AG VS UNION OF INDIA24 

 
Novartis filed a petition against the refusal of their application for the license for the drug of a 

crystalline beta form of imatinib mesylate under section 3(d) of the Patents Act by Patent 

Controller in the High Court of Madras in 2006. The Company argued that the rejection violated 

Article 14 of the Indian Constitution by providing discretionary powers to controllers, leading to 

discriminatory results. The judgment heard by the appellate body, which decided against them. 
 
The Court held that they could not decide the issue raised by the Company as it is based on an 

international convention. Section 3(d) does not violate Article 14 of the Indian Constitution as 

the government of India. 
 
 

23 Manupatra.in, J Adithya Reddy& Siladitya Chaterjee, A Critique of the Indian Law and Approach towards 
Protection of Geographical Indications with Specific Reference to Genericide, Journal of Intellectual Property 
Rights Vol 12, November 2007, pp 572-580, http://docs.manupatra.in/newsline/articles/Upload/5C6EE5C4-23BA- 
44EC-BA3B-6B51998B89F5.pdf, last accessed on 26th June 2021 at 8:47pm 
24 Novartis AG v. Union of India, 2007 AIR 24759 (Madras H.C.) 
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2. HOFFMANN-LA ROCHE LTD. and ANR v CIPLA LIMITED25 
 
Plaintiffs were the patent holders for the therapeutic molecule Erlotinib, which is medically 

recognized as a Human Epidermal Growth Factor Type-1/Epidermal Growth Factor 

Receptor(HER/EGFR) inhibitor. In 2004, the Food and Drug Administration approved it, 

followed by the European Union in 2005. 
 
The first Plaintiff is actively involved in producing, marketing, and distributing the novel 

medication Tarceva in several countries, including India, and Tarceva was released in India in 

April 2006. CIPLA, the Defendant, is India's second-largest pharmaceutical business. Various 

news stories surfaced in the print and electronic media in December 2007 and January 2008 

concerning the defendants' plans to market a generic version of Erlotinib in India and export it to 

other countries. The Plaintiffs argue that such information informed them of the Defendants' 

intends to infringe on their patent rights. They have brought the current case to get a permanent 

injunction and damages. The Plaintiffs claimed that Erlotinib was created after extensive, 

persistent, extensive research and a considerable cost for the testing required demonstrating its 

efficacy and safety. 
 
The Plaintiffs' patented chemical was a quinazoline derivative utilized for cancer therapy; hence, 

it was a derivative of a known compound and thus not patentable under Section 3 (d) of the Act. 

It was then argued that the patent failed to show any clear inventive step. In support, Defendant 

asserted the existence of at least three European patents relating to quinazoline derivatives dating 

back to 1993. 
 
Defendant claimed that the Plaintiffs conceded that Erlotinib was a quinazoline derivate based on 

the summary of the invention in the Plaintiff's patent specifications. It contended that the 

Plaintiffs' attempt to protect Erlotinib (which was nothing more than a derivative of Gefitinib) 

demonstrated that Plaintiff was engaging in evergreening. Evergreening, it was argued, is against 

public policy, against the legislative wording used in Section 3(d) of the Act. In this regard, 
 
 
 

25 Hoffmann-la RocheLltd. and Anr v Cipla Limited,on 27th February 2015, FAO (OS) 188/2008, decided by Delhi 
High Court 
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Defendant relied on the Madras High Court's decision in Novartis v. Union of India26, in which 

the Court relied heavily on legislative deliberations in this case. 
 
After noting the Novartis decision, the Court in the Explanation to Section 3(d) on the issue of 

interlocutory injunctions, held that: 
 
(i) In patent infringement actions, the courts should follow the approach indicated in American 

Cyanamid by applying all factors; 
 
(ii) The courts should exercise caution and not always assume that patents are valid, especially if 

the Defendant challenges it; and 
 
(iii) The standard applicable to a defendant challenging the patent is only in the former situation 

will the Court find that the Defendant has a viable case. 
 
After reviewing the facts, the Court determined that Plaintiff was not entitled to an ad interim 

injunction. The learned judge did remark in the ruling that, while India adopted the TRIPS 

system and modified her laws to meet her international commitments, the Court nevertheless has 

to continue and apply the laws of this country, which require it to evaluate all relevant factors.27 

In this context, the Court cannot ignore the general public's right to obtain life-saving 

medications that are accessible but would be denied if the injunction were granted. If an 

injunction granted, the degree of injury is total; prospects of improving life expectancy; and even 

hopes of recovery in some circumstances would wipe out entirely. Such third-party injuries are 

non-compensable, so, Roche's appeal was denied. 
 
WAY FORWARD 

 
● So far, the richest countries have monopolized about 80% of the vaccine supply. At the 

same time, India needs to replenish its production to ensure that more than nine hundred 

million people over the age of 18 receive around 1.8 billion doses at the earliest. 
 
 

26 Novartis v. Union of India, 2007 (4) MLJ 1153 
27 Blog.ipleaders.in, Ayush Verma on Trips and Compliance: where does India Stand, https://blog.ipleaders.in/trips- 
compliance-india-stand/ last accessed on 27th June 2021 at 5:35pm 
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● These can be used to increase the supply of medicines and other therapies. However, on 

the other hand, taking a hard line on compulsory licensing can also help force many 

pharmaceutical companies to license voluntarily. 

● Covaxin's extensive license will allow India to live up to its reputation as a "global 

pharmacy" and force developed countries to transfer their vaccine technology to 

developing countries. Therefore, the government should transfer Covaxin's technology to 

domestic pharmaceutical companies to promote domestic supply and foreign 

companies.28 

● In addition, India will demonstrate its determination to promote the TRIPS exemption by 

letting the world know about its vaccine technology. 

● The commitment to supply vaccines to India requires confidence in the country's 

regulatory and institutional environment, and the government should work hard to teach 

firm commitments, combined with an accelerated vaccine approval process, which can 

help to overcome supply shortage. 

● India has historically played a leading role in mainstreaming TRIPS flexibilities (such as 

compulsory licensing in the WTO). However, in this global and national health 

emergency, the government should inexplicably use mandatory licenses. 

● Therefore, the delicate balance between private profit and public interests - the purpose 

and scope of intellectual property - may be too skewed towards the former at the latter's 

expense, which has implications for how TRIPS operates despite your stated goals.29 

● The main concern of developing countries should be to ensure the realization of the 

development dimension of TRIPS of the WTO. Notably, a robust intellectual property 

system can become a channel for accelerated development. 

● At this point, the review of the TRIPS agreement to increase the value of India's demand 

should consider the following key issues: 
 
 

28 Who.int, Implications Of The Doha Declaration On The Trips Agreement And Public Health, 
https://www.who.int/medicines/areas/policy/WHO_EDM_PAR_2002.3.pdf , last accessed on 26th June 2021 at 
8:36pm 
29 Manupatra.in, J Adithya Reddy& Siladitya Chaterjee, A Critique of the Indian Law and Approach towards 
Protection of Geographical Indications with Specific Reference to Genericide, Journal of Intellectual Property 
Rights Vol 12, November 2007, pp 572-580, http://docs.manupatra.in/newsline/articles/Upload/5C6EE5C4-23BA- 
44EC-BA3B-6B51998B89F5.pdf, last accessed on 27th June 2021 at 9:36pm 
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1. Promote the intellectual property system through regional integration so that 

developing country members can reach a consensus on the specific intellectual property 

issues needed to amend and revise (For example, the African Intellectual Property 

Organization is a platform for African countries to cultivate and develop friendly 

intellectual property rights and to assist each other through cooperation and coordination) 
 

2. Introduce a simplified and transparent entitlement and benefit-sharing plan in the 

TRIPS agreement to ensure that non-CBD parties are protected. 


