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 CHAPTER 1:  INTRODUCTION 

    “These unhappy times call for the building of plans that rest upon the forgotten, the 

unorganized but the indispensable units of economic power, for plans like those of 1917 that 

build from the bottom up and not from the top down, that put their faith once more in the 

forgotten man at the bottom of the economic pyramid.”- Franklin D. Roosevelt  

Franklin D. Roosevelt, when he was restructuring the American economy post-the Great 

Depression, recognised that the person at the bottom of economic pyramid was his prime 

focus since he knew that without taking them into consideration the America cannot become 

the world power. Such strong political will on the part of the its political leadership led the 

America to what it stands today in the globe in terms of political and economic power. 

However, at the mid of the last century as global legal order was getting established post-

decolonisation and post- World War-II, many international legal regimes were established for 

global peace and prosperity such as the United Nations, the North Atlantic Treaty 

Organisation, the World Bank, etc.
1
 and the US played dominant role in establishing the new 

economic order of the world. One of the major breakthroughs in this new economic order was 

achieved in the year 1947 when the General Agreement on Tariffs and Trade (GATT) was 

brought into force with ―birth defects‖ to govern international trade regime which 

successfully conducted 8 rounds of trade negotiation to reduce tariffs and other barriers to 

international trade.
2
 However, to cure the ―birth defects‖ of the GATT the last two rounds of 

the negotiation viz. the Tokyo Round and Uruguay Round advocated for robust international 

trade regime at place. This led to the birth of the World Trade Organisation which comprises 

of the GATT, the General Agreement on Services (GATS), and the Trade-Related Aspects of 

the Intellectual Property Agreement (TRIPS) which provides for the international trade 

dispute settlement body in case of any conflict between the nation(s).  

 

Initially, the Intellectual Property (IP) was not considered to be the part of the trade but 

slowly and gradually as the globalisation of the economy started there was continuous 

transfer of the technology from the one country to the other and usually such transfer used to 

take place from the developed to the developing countries. However, latter in order to satisfy 

their innovative zeal and local requirements started manufacturing the copy of such 

                                                           
1
 Mitsuo Matsushita et al., THE WORLD TRADE ORGANINATION, 1, (3

rd
 edn. 2015).  

2
 Id, 10. 



technology by process of reverse engineering which irked the West.
3
 One of the most 

important technology, i.e., pharmaceutical products, was the one of the major concerns of the 

capitalist US, EU, Japan, etc. as country like India used to float the generic drugs into the 

global market in absence of product patent in its patent regime.
4
 Thus, the US once again 

took the lead to introduce the IP, as a part of new international trade regime, into the WTO 

Agenda by setting up the Intellectual Property Committee consisting of 13 CEOs of 

Multinational Corporations situated in the US. Three out of the thirteen CEOs who took 

initiative to incorporate the Intellectual Property mandate into the international trade regime 

were from the world‘s largest pharmaceutical industry viz. Pfizer, Johnson & Johnson, and 

Merck.
5
 They were much concern about the pirated activities of the developing countries 

which deteriorated their market globally. This eventually became the fight between the 

Global South and the Global North. The former (G-77) was concerned with the access to 

medicine (hereafter referred to as ―A2M‖) for all within their own country whereas the latter 

was concerned about the growth and development of its MNCs. This fight between the 

Global South and the Global North is still ongoing amidst other development where the 

Global South is still sceptical about the TRIPS enforcement even after 25 years whereas the 

Global North is moving towards the enforcement of TRIPS+ regime.
6
 Unfortunately, this 

tussle has led to ―one size fits all‖ situation where the whole world is impacted by the 

hegemony of the MNCs and the person at the bottom of the pyramid is struggling to satisfy 

her bare necessities including essential medicines against such high prices.
7
 India, which is 

declared as the ―pharmacy for the developing world‖
8
 also suffered setback because of the 

new international trade regime.
9
  

                                                           
3
 Juan He, Indian Patent Law and Its Impact on the Pharmaceutical Industry: What Can China Learn from 
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 Charan Devereaux et al., CASE STUDIES IN US TRADE NEGOTIATION Vol.1: MAKING THE RULES, 
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6  Sunita Tripathy, The Human Right to Health: Reflecting on the Implications of IPRs as Endorsed by the 

Trans-Pacific Partnership Agreement INTERNATIONAL ECONOMIC LAW 61, 68, (Giovanna Adinolfi 

ed(s). 2017).  
7
 Sudip Chaudhuri, Multinational and Monopolies: Pharmaceutical Industry in India after TRIPS, 47(12), 

ECONOMIC AND POLITICAL WEEKLY, 47, (2012). 
8
 Medicins sans Frontiers, an international medical aid organisation, in 2007 described India as the ―pharmacy 

for the developing world‖. 
9
 See Intellectual Property and Trade, Affordable Medicines from India under attack: What’s at stake, 

MEDICINS SANS FRONTRIES ACCESS CAMPAIGN, available at < https://msfaccess.org/spotlight-

pharmacy-developing-world> Last visited on 31
st
 December 2020.    



With this background, the question arises that how far public interest is advanced post-

TRIPS? Has the world balanced the rights of the innovator and the general public? Is India, 

being the pharmacy of the developing world, able to cater the public health and easy A2M to 

its people? Does the citizens fundamental right of health is at par with the multinational 

corporations right to do business? Or do the generic pharmaceutical industries also have the 

fundamental right to do business so as to cater the public interest?  

Being alive of the intricacies of the subject, the author would try to answer the questions 

posed along with the suggestions taking into account the international and national legal 

framework.  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

 

 

CHAPTER 2: PUBLIC HEALTH AND ACCESS TO MEDICINE 

 

The recent study of The Lancet shows that in 2017, India had 9.7 million deaths and 486 

million disability-adjusted life years (DALYs
10

). The DALYs at all ages arose from the YLLs 

(around 70%), thus, impacting the healthy years of life. Most common diseases which were 

accountable for such DALYs are ischaemic heart disease (9·6% of all DALYs), perinatal 

conditions (8·5%), chronic respiratory diseases (5·7%), diarrhoea (4·7%), respiratory 

infections (4·5%), cancer (4·0%), stroke (3·6%), etc.
11

 In order to save YLLs suffering from 

major diseases the common solution to all such public health problem is one viz. life-saving 

essential medicines. However, developing countries have their own set of problems such as 

population burden, budgetary allocations, low level of R&D, etc. which make it difficult for 

them to avail easy A2M to its citizens. Thus, they have to rely on the MNCs situated at the 

West to meet their requirement, which, in turn, charges them with hefty amount for their 

innovation. However, such problem could be solved by the generic drugs, if doctors who 

have taken Hippocratic Oath
12

 can prescribe such drugs in their prescription, along with 

pharmaceutical giants making them cost-effective.  

To cure above problem, the 28
th

 World Health Assembly for the first time in 1975 at Geneva 

took the resolution that nation-members may compile the list of essential drugs
13

 as per the 

needs of the country for health services taking into account structure and development of the 

rural and urban areas. The resolution also said that where the country already has a local 

pharmaceutical production and large segment of people have a low-income, the country may 
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 One DALY represents the loss of the equivalent of one year of full health. DALYs for a disease or health 

condition are the sum of the years of life lost to due to premature mortality (YLLs) and the years lived with a 

disability (YLDs) due to prevalent cases of the disease or health condition in a population. See 

https://www.who.int/data/gho/indicator-metadata-registry/imr-details/158 
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 Geetha R Menon et al., National Burden Estimates of healthy life lost in India, 2017: an analysis using direct 
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 India at present has 376 medicines in National List of Essential Medicines, 2015. See 

https://www.nhp.gov.in/NHPfiles/NLEM%2C%202015.pdf 



introduce generic medicine scheme to complement the commercial drug market.
14

 Thus, this 

was the inception of recognising the need of essential medicines to cure public health care 

needs. However, 40 years down the line from 1975 the problem to provide essential medicine 

still persisted and among other earlier resolution this time the global community recognised 

the need of ―sustainable development‖ and adopted Sustainable Development Goals (SDGs) 

to be achieved by 2030.
15

 Goal 3 of the SDGs, i.e., ―Good health and well-being‖ has well 

recognised that to ensure good health there is a need of A2M at all level of the age. Target 3.8 

has been set to ―achieve universal health coverage, including financial risk protection, access 

to quality essential health-care services and access to safe, effective, quality and affordable 

essential medicines and vaccines for all‖. This shows that in order to achieve good public 

health and sustainable development there would always be pressing demand of access to safe, 

quality and affordable essential medicine to all which could only be met when generic 

pharmaceutical industry would be in a situation to manufacture the bioequivalence
16

 of active 

pharmaceutical ingredients (API)
17

 in a mass scale.  

The recent outbreak of the COVID-19 has once more realised the global community that 

public health is inherently a global challenge and along with the trade, diseases have also 

become global in nature having capacity to spread within no time. Thus, along with the 

cooperation in international trade, the global community has well recognised that public 

health also requires international cooperation which could be effectively met by balancing 

health policy and other policy such as human rights, IP, international trade, etc.(Fig.1)
18

 This 

problem of interface between IP, international trade and public health was well recognised by 

the WHO just a year after enactment of the TRIPS in 49
th

 World Health Assembly which led 

to establishment of Commission on Intellectual Property Rights, Innovation and Public 

Health (CIPIH) to examine the interface between IPRs, innovation and public health which 

has made its recommendation in 2006 for fostering innovation and A2M. This 

recommendation led to the adoption of the Global strategy and plan of action on public 

health, innovation and intellectual property (GSPHI) which is now a source of governing the 

                                                           
14
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 Sandeep K. Rathod, The curious case of India’s Bolar provision, 0(0), JOURNAL OF GENERIC 

MEDICINES, 1, (2017). 
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 Id. 
18 World Trade Organisation et al., Promoting Access to Medical Technologies and Innovation Intersections 

between public health, intellectual property and trade (2020), available at < 
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e.pdf> Last visited on 01 January 2021.  



essential medicines in all member-states of the WHO.
19

 Compared to the West, India has its 

own sought of problems to realise the easy accessibility of the medicine. The table below 

depicts the difference between US and India in terms of the GDP and Health Care 

expenditure. 

 

 GDP (in tr.) 

   2019 

Health 

Expenditure (% 

of GDP) - 2018 

Health 

Expenditure 

(in tr.) - 2018 

Out of pocket 

expenditure per 

capita (in $) -    

2018 

Domestic 

General 

Government 

Health 

Expenditure per 

capita (in $) - 

2018 

India 2.869 3.544 .101 172.416 74.157 

US 21.433 16.885 3.36 1148 355.787 

 (Source: World Bank Open Data)  

The data clearly depicts that even after 25 years of the TRIPS, India is not in a situation to 

meet its health expenditure in a better way and health expenditure of the US in contrast is far 

more than the total GDP of the India. Thus, it affects the country‘s population at a mass scale 

as citizen have to bear out-of-pocket expenditure to purchase medicines. Thus, TRIPS which 

promised that IP will foster research and development and boost economy has not helped a 

lot to the India‘s public health problems which could have been better if we would not have 

product patent into our Patents Act. Thus, TRIPS has ultimately widened ―global drug gap‖.
20
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 Id., 29.  
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 Laurence H. Helfer and Graeme W. Austin, HUMAN RIGHTS AND INTELLECTUAL PROPERTY 

MAPPING THE GLOBAL INTERFACE, 92, (1
st
 ed., 2011).  



 

Figure 1: Mapping the policy intersection between public health, trade and IP. 

(Source: WTO Report on Promoting Access to Medical Technologies and Innovation) 

 

 

 

 

 

 

 

 

 



CHAPTER 3: ONE SIZE FITS ALL - THE TRIPS AND THE INDIAN PATENTS 

ACT 

 

Laurence R. Helfer argues that there are three phases which has led to the evolution of the 

Transnational Legal Order (TLO) on A2M. On one side of these TLO exists the developed 

world backed by the MNCs which argues for the need of strong patent protection so as to 

incentivise the medical R&D. On the other side of the TLO is the developing countries 

backed by the civil society groups which argues for need of A2M (both patented and generic) 

to meet the public health requirements by prohibiting the pharmaceutical patents. Thus, the 

three phases in which this TLO are developed can be categorised in pre- mid 1990s era, 

1995-2000 and 2000-present.
21

  

 

In pre-mid 90s era, the argument was between the need of granting product or process patent 

or both, as developed countries granted both the patent whereas developing countries granted 

either process patent only or none. Thus, piracy of the patented drug which later on termed as 

―generic drugs‖ became prevalent in the international market as they were bioequivalence of 

the pioneer drug.
22

 Thus, developed countries and MNCs accused developing countries such 

as India, China, Brazil, etc. for promoting piracy in absence of product patent in their patent 

law. In the absence of the sanctioning authority at the global level, MNCs had no legal means 

to deal with the problem of piracy of their drugs. Thus, developed countries advanced idea of 

insertion of IP in Uruguay Round, which is considered to be the largest trade negotiation ever 

in the history as matter of ―grave concerns‖ were part of it. Ultimately, developing economies 

surrendered before the US against the threat of Super 301.
23

 Thus, 13 CEOs of the MNCs 

forced the 123 countries to sign the TRIPS Agreement in 1994 which led to beginning of 

post-TRIPS era in the international trade regime.
24

  

 

The second phase begun after 1995 when TRIPS became mandate for all the signatories to 

WTO and every country was required to harmonize their IP laws according to it.
25

 The new 

                                                           
21 Laurence H. Helfer, Pharmaceutical Patents and the Human Right to Health: The Contested Evolution of the 
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C. Halliday ed(s)., 2015). 
22

 Id., 315. 
23

 Id. See S.301 of the US Trade Act of 1974. 
24

 Charan, supra note 5, 62. 
25

 Laurence, supra note 21, 320.  



shift in the TRIPS regime empowered the developed countries to approach the sanctioning 

authority under the WTO, i.e., Dispute Settlement Body in case of any piracy related 

activities in the Global South.
26

 For A2M TLO, Art.27.1 became problematic which 

mandated that ―patents shall be made available for any inventions for both products and 

process in all fields of technology, provided they meet the criteria of being novel, non-

obvious and useful‖. Art.27.  use two key terms, i.e., ―shall‖ and ―all fields of technology‖ 

which mandates that patent law of each country needs to compulsorily grant patent in all 

fields of technology, including pharmaceuticals, which were earlier exempted in India. 

Further, Art.33 extended the minimum term of protection for such patents to 20 years which 

was earlier for mere 5 years in a case of process patent.
27

 This gave monopoly to 

pharmaceutical industry to exploit the public for 20 long years for their one-time innovation. 

In contrast, Art.7 which is the objective of the TRIPS encompass that ―protection and 

enforcement of IP should contribute to the 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‖. This shows that the IP TLO won, as objective of the TRIPS used 

word ―should‖ which does not mandate them to transfer their technology and thus, the 

argument that IP promotes R&D, which would in turn provides A2M by innovation is false.  

  

The third phase started post-2000 when transitional period under Art.65 was exhausted by the 

India to harmonise the Patents Act in accordance with the TRIPS.
28

 Major amendments were 

incorporated in the patent regime with regard to medicines viz. S.5(2) and Part IVA.
29

 

However, two incidents in South Africa
30

 and Brazil
31

 prompted the need for relaxation in the 

TRIPS mandate to meet public health crisis.
32

 In South Africa there was outburst of the HIV-

AIDS whereas in Brazil the patents law provided for ―local working‖ requirement as a pre-

requisite of granting the patent which ended in the cumbersome legal dispute. Both the events 
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 Mitsuo, supra note 1, 11. 
27 Art.33 Term of Protection: The term of protection available shall not end before the expiration of a period of 

twenty years counted from the filing date. 
28

 Laurence, supra note 21, 325. 
29

 See Patents (Amendment) Act, 1999. 
30 The Pharmaceutical Manufacturers‘ Association of South Africa v. Government of South Africa, Notice of 
Motion, Case Number 4183/98, in the High Court of South Africa (Transvaal Provincial Division). 
31 Brazil – Measures Affecting Patent Protection, WT/DS199/4, G/L/454, IP/D/23/Add.1, 19 July 2001, (01–

3506). 
32 Thomas Pogge et al., Introduction: Access to essential medicines: public health and international law, 

INCENTIVES FOR GLOBAL PUBLIC HEALTH: PATENT LAW AND ACCESS TO ESSENTIAL 

MEDICINES, 10, (Thomas Pogge ed (s)., 2010). 



once again brought the A2M TLO together against the TRIPS mandate and sought relaxation 

in the field of pharmaceuticals. This led to calling for a special session of WTO on public 

health issues. The paradigm thus once again shifted to A2M TLO where the WTO adopted 

November 2001 Doha Declaration on the TRIPS Agreement and Public Health which 

affirmed the member countries right ―to protect public health and, in particular, to promote 

A2M for all‖ and ―to use, to the full, the provisions in the TRIPS Agreement which provide 

flexibility for this purpose,‖ including compulsory licenses issued in response to national 

health emergencies.
33
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Chapter 4: Flexibilities under the TRIPS and advent of MNCs 

 

Flexibilities under the TRIPS and Doha once again gave us the chance to amend our Patents 

Act by incorporating 2005 Amendment Act which substituted S.3(d) of the Act which is the 

unique provision in the whole world to prevent practice of the evergreening of the patents by 

pharmaceutical MNCs.
34

 This was made possible because Art.27 does not provide any 

criteria for novelty.
35

 Thus, the Supreme Court in Novartis vs. Union of India
36

 by purposive 

interpretation of S.3 (d) held that efficacy means ―therapeutic efficacy‖ and any secondary 

patent would only be granted if it is actually new. This has to the large extent prevented anti-

competitive practices undertaken by the MNCs by filing ―Markush claims‖ claiming that new 

drug is more efficient, less toxic and cheaper than original ones.
37

  This has made it 

mandatory that from 2005 onwards only a new chemical entity (NCE) would be granted 

patent.
38

 As a result of this, Indian pharmaceutical industry emerged as world‘s third largest 

exporter of drugs in volume.
39

 Recent report of the McKinsey & Co. suggests that the Indian 

pharmaceutical industry has grown with consistent rate of 12-14 % post-2009 and expected to 

have US $55 billion market by 2020.
40

 Sudip depicted in 2007 that most of the R&D takes 

place in pharmaceutical sector in India.
41

 Recent data also shows that the drugs and 

pharmaceutical industries spent the largest amount i.e., approximately 8000 crores per annum 

in NCE R&D with highest 313 R&D units situated in the country. The government has also 
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 Sec. 3 (d) Patents Act, 1970 - 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.  

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;  
35

 Carlos M. Correa, Integrating Public Health Concerns into Patent Legislation, 12, (Working Paper, South 

Centre, 2000).  
36

 Novartis AG v. Union of India, 2013 SCC OnLine SC 271. 
37

 Manish Kumar, India:Markush Claim, (May 13, 2020), MONDAQ, available at 

https://www.mondaq.com/india/patent/930570/markush-claim (Last visited on 01 January, 2021). 
38

 Sudip Chaudhuri, Is Product Patent Protection Necessary in Developing Countries for Innovation? R&D by 

Indian Pharmaceutical Companies after TRIPS, 4, (Working Paper No. 614, Indian Institute of Management, 

Calcutta, 2007).  
39

 K. Jafar and P. Sajna, Access to Medicines and Performance of the Indian Pharmaceutical Industry: 

Examining India’s Experience in the New Patent Regime, 20(4), JOURNAL OF HEALTH MANAGEMENT, 

415, (2018).  
40

 McKinsey & Co., India Pharma 2020 Propelling access and acceptance, realising true potential, (2020) 

available at < 

https://www.mckinsey.com/~/media/mckinsey/dotcom/client_service/Pharma%20and%20Medical%20Products/

PMP%20NEW/PDFs/778886_India_Pharma_2020_Propelling_Access_and_Acceptance_Realising_True_Poten

tial.ashx> Last visited on 01 January 2021.     
41

 See Annexure. 



increased the FDI to 100% in greenfield pharma sector whereas 74% in brownfield pharma 

sector which may further increase the R&D.
42

 

 S. 3(a) lays down the objective of the Act is ―that patents are granted to encourage 

inventions and to secure the inventions are worked in India on a commercial scale to the 

fullest extent‖. However, it is commonly observed that MNCs used tactics like patent thickets 

or patent cluster to get patent for their incremental innovation.
43

 Tahir argues that significant 

amount of data suggests that there is not much invention of NCEs are now taking place, but 

in contrast, the MNCs are filing enough number of patent applications.
44

 It is an observed fact 

in India that MNCs comes into an agreement with Indian pharmaceutical industry to 

collaborate for R&D and most of the NCEs are either not developed because of financial 

crunch or MNCs ask them to license them after paying hefty amount for their work so as to 

actually ―kill‖ their compound to enter into the market.
45

 Thus, the IP TLO which argues that 

patent is granted for incentivising R&D, would they be able to answer why patent be granted 

if NCEs are not developing much now? Why such exclusive rights be granted to MNCs to 

further exploit the common public?  Art.8 which governs the principles of TRIPS gives 
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 Tahir Amin, Re-visiting the patents and access to medicines dichotomy: an evaluation of TRIPs 

implementation and public health safeguards in developing countries, GLOBAL GOVERNANCE OF 
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 Sudip, supra note 36, 8. 



enough flexibilities to the member-nations as it says ―Members may, in formulating or 

amending their laws and regulations, adopt measures necessary to protect public health and 

nutrition‖. Thus, Indian legislature using such flexibility and in order to check the advent of 

the MNCs secondary patent obtaining tactics substituted S.25 in the Act which empowers any 

person to file pre- and post-grant opposition against the patent filed or granted before the 

Controller on 11 broad grounds.
46

 This gives the fair hearing to public as they could oppose 

granting of any patent to the pharmaceutical company so that they can get easy A2M. Along 

with this S.82(d), (e), (g) empowers the Central Government that they can take enough 

measures to check that patents granted do not impede protection of public health and such 

inventions must be available at the reasonably affordable prices to the public.  

 

Parliament has used other flexibilities also to make the Patents Act pro-consumer and Indian 

Judiciary also played pivotal role in interpreting it accordingly. They are as follows:  

 

(i) Compulsory Licensing: Art.3  allows for ―other use‖ of the subject matter of the 

patent without the authorization of the patent holder. Art.31 is specifically a 

procedure to grant compulsory license and there are no grounds as such prescribed 

in it. This gives member nations enough flexibility to determine grounds as per 

their needs. ―Non-working‖ under S. 4( )(c) has been one of the grounds which 

has been incorporated by many developing economies to prevent MNCs from 

getting patent and then preventing new entrants from market.
47

 TRIPS specifically 

do not provide for this ground but Art.5-A of the Paris Convention
48

 make this as 

a ground for granting of compulsory licence and it is part of the TRIPS as per 

Art.2
49

. Thus, even if Art.27 TRIPS does not provide the requirement of ―locally 

produced or imported‖, Art.27 being a general rule and Art.5-A being the special 

rule will prevail.  Further, Art.31 (f) earlier made it mandatory that supply of such 

products after grant of compulsory license shall be made predominantly for 

working in the domestic market. However, A2M TLO by incorporating Para 6 
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 Tahir, supra note 42, 26. 
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BN Pandey and Prabhat Kumar Saha, Natco–Bayer Verdict Decoding Local Working Requirement,1(20), 

ECONOMIC AND POLITICAL WEEKLY, 62, (2016). 
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 Art.5-A (2) Paris Convention for the Protection of Industrial Property: Each country of the Union shall have 

the right to take legislative measures providing for the grant of compulsory licenses to prevent the abuses which 

might result from the exercise of the exclusive rights conferred by the patent, for example, failure to work. 
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into Doha Declaration provided that countries which does not have manufacturing 

units, they can import such patented medicines and country at which compulsory 

license is granted they can export.
50

 This was declared as ―historic moment‖ as it 

was perceived that this will facilitate for import of cheap drugs to poor countries. 

On the contrary, Gopakumar argues that developing countries have been 

defrauded once again by the West as this has been now been made TRIPS+ 

requirement as this requirement for grant of compulsory license was not there in 

Art.31 itself.
51

 In India, till date only one compulsory license has been granted in 

the case of Bayer Corporation v. Union of India
52

 where Supreme Court favoured 

generic drug manufacturer Natco against Bayer‘s interest so as to easy access to 

sorafenib tosylate in India to fight against liver and kidney cancer. 

(ii) Bolar Exception: The term Bolar owes its origin to the leading US Supreme 

Court judgment of Roche vs. Bolar
53

 which allows that any person may for the 

regulatory approval of the drug controller authorities may work upon the patented 

products so that they can have the bioequivalence of the pioneer drug available 

with them at the end of monopoly period to introduce into the market without any 

delay. This in turn prohibits the de facto monopoly of the MNCs to charge higher 

prices even after expiry of patent in the absence of any generic drug.
54

 Art.30 

gives flexibility
55

 to member nations to incorporate such provision in their patents 

act and India has done so by incorporating S.107-A(a)
56

 into its Patents Act. 

Recently in Bayer Corporation vs. Union of India
57

 the Delhi High Court has 
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decided that the term ‗sale‘ includes ‗export‘ also. This would surely boost the 

confidence of generic pharmaceutical industry to export their drugs outside India 

also so as to increase their revenue which they may utilise in their R&D budget. 

 

(iii) Parallel import: Ricardo‘s theory of comparative advantage has ruled 

international trade from time immemorial where he argues that any country if does 

not have manufacturing capacity to produce any product, they must import it from 

other country where it would become cost-effective for them.
58

 Art.6 of the TRIPS 

gives enough flexibility to the member nations to decide on their exhaustion rights 

i.e., whether they want to exhaust their products in national or international 

markets.
59

 S.107 (b) of the Act permits the importation of the any patented 

products by any person authorised by the drug controller authority to produce and 

sell it.
60

 Thus, if any product is available at higher rate in India then the other 

manufacturer can import it from international market where price of such product 

would be effectively low. This, in turn, prevents the MNCs from keeping the 

prices high of their patented medicines.  

 

(iv) Drug Price Control Order,2013: Bharat argues that effective control on price of 

drugs may make it easily accessible which has taken due care by the 

DPCO,2013.
61

 DPCO 2013 has also empowered NPPA to ask for cost data of 

imported drugs.  However, DPCO (Amendment), 2019 has drastically impacted 

A2M as it has excluded ―orphan drugs‖ and imported patented drugs from 

purview of it.    

 

 

Thus, all the above flexibilities lead to the ―rule of five‖ which was prevalent before TRIPS, 

which says that entry of 5 pharmaceutical company in market reduces the cost of the 

medicines effectively by restricting anti-competitive practices. 
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Chapter 6: Conclusion   

 



It is a fact that health is life-long whereas IP rights are for a limited period. Thus, the health 

should be given priority over the IPR. The Doha Declaration also held that the 

implementation of IPR must not impact the international human rights of which A2M is well 

recognised fact.
62

  Thus, pharmaceutical MNCs survived because of the people at bottom of 

the pyramid and without their existence they won‘t be able to survive for a long. Thus, it is 

their duty that they must contribute well to avail them easy A2M in affordable manner. 

Further, government has also taken legal and non-legal measures such as PM Jan Ausadhi 

Yojana which provides for 8146 generic drugs at 6511 Jan Ausadhi Kendra for easy A2M.
63

 

Along with this government can also take help of their eminent domain power to acquire IPR 

by paying just compensation to patentee, implement differential pricing for drugs, promote 

MSMEs, health insurance, etc so that easy A2M could be avail at large scale. Also, till date 

only one compulsory license is granted which shows that the government is not taking 

enough measures to utilise TRIPS flexibilities in practice. Further, National IPR Policy 

Objective 3 which provides for A2M needs to be implemented as soon as possible. 
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