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PROLOGUE 

Economic Globalisation has since the late 1980‟s increasingly been used as an umbrella term describing changes 

in international flows of commodities and capital, new inter-company collaboration, increased technology and 

knowledge transfer across national borders. The concept and its actual content are, however, still under debate. 

There is for one part a vast politically motivated debate centred on positive and negative effects of the 

contemporary economic change processes (globalisation) on people‟s everyday life. Some of the arguments put 

forward in the debate are well known from economic theories: David Ricardo‟s theory of comparative 

advantages goes back nearly 200 years, and tells us that there is a welfare gain when countries specialise in 

production of commodities, in which they have relative competitive advantages. Likewise, it is well established in 

the economic literature that commodities, capital, and labour will be attracted to the market place where the 

marginal revenues are highest, and that this leads to a better allocation of the world‟s scarce resources. This leads 

to the logic conclusion that the world is better off in a political environment, which allows for free access of 

commodities and capital across borders.  

 

The critics of the observed trends, the so-called anti-globalists, would point to various problems caused by the 

economic processes described as economic globalisation. These critiques range from institutional economists‟ 

critical assessment of their neo-classical colleagues‟ value-laden conclusions about welfare effects, 

environmentalists‟ arguments of a close correlation between globalisation, economic growth and the destruction 

of nature and climate , politicians‟ and labour leaders complaints of job losses, the destructive effects of “hot 

money” de-stabilizing national financial markets, to a general opposition among people and social movements to 

increased influence of international institutions and transnational companies vis-á-vis  accountable democratic 

national political institutions. Common for much of the critique is that the contemporary economic change 

processes brings about what we may name Globalisation winners and losers. While mainstream economic theory 

assumes immediate and complete redeployment of labour and capital made redundant in one geographical area 

due to more efficient production in another area, actual experience suggests that the redeployment processes do 

not – as expected – compensate for the loss of welfare in the less developed economies. Nor does history 

provide clear evidence of the assumption of automatic trickle down mechanisms of welfare/wealth produced. 

Production factors (first and foremost labour), which end up being unemployed as a result of relocation of 

production to other geographical areas will not contribute to the creation of welfare, while - everything else being 

equal - there will be opportunity costs associated with establishing the production in another country. This 
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challenges the economic arguments shown above
1
, and one explanation of the gap between theory and 

(perceived) reality might be that there does not exist the necessary international institutions, which have the 

ability to redistribute the welfare gains that might appear from the relocation of jobs and capital. For the “anti-

globalists”, globalisation has often been synonymous with a neo-liberal economic paradigm, where the logic of 

the market forces affects people‟s everyday life at the expense of democratic structures or social justice. On the 

other hand, parallel to the political debate, globalisation has been debated intensely among academics working 

with contemporary economic, political, social, and cultural issues. The academic discussion is, broadly speaking, 

centred on questions as to the degree to which local and national economies are subsumed into a wider global 

economy; if the processes described as globalisation are a fluctuation or permanent phenomenon; and how the 

nation states‟ room for manoeuvre has been influenced.  

 

The ongoing discussion about globalisation is comprehensive, and the arguments, pro or con, cut across 

established scientific paradigms and political points of views. It is, nevertheless, possible to identify clusters of 

arguments around those who claim that globalisation is a significant historical development, and those who say 

that is has marginal explanatory value only (Held & McGrew, 2000:2). The extremes in the academic 

globalisation debate are characterised by on one side a “hyper-globalisation” school, and on the other side 

different globalisation-critical approaches, which either consider globalisation as a social (or political) construct 

carrying a neo-liberal ideology, or points to the fact that the increased economic interchange mainly have 

occurred in, or between, NAFTA, EU and Japan/Southeast Asia (for further elaboration and references see part 

on global economic processes later in this chapter). According to Held & McGrew, a third position can 

furthermore be identified, the transformationalists (e.g. Giddens and Castells). Transformationalists differentiate 

themselves from “hyper globalists” by paying attention to the role of nation states (and territories) in analysis of 

contemporary economic and political events. However, they still acknowledge that “globalisation is a driving 

force behind the rapid social, political and economic changes” and governments and societies have to adjust to a 

world where there is no longer a clear distinction between international and domestic affairs (Held & McGrew et 

al., 1999:7). This leads to concepts such as global governance
2
. Due to the comprehensive political and academic 

debate on globalisation
3
, the concept itself can have different meanings (being synonymous with neo-liberalism 

or US hegemony; being a new political and economic force of its own, or be a concept describing contemporary 

                                                      

1
 While it perhaps doesn‟t challenge the theoretical argument, it challenge the political argument that every body will be 

better of in a “globilised” world. 
2
 See chapter 5 for a definition. 

3 The ongoing dispute is of course more balanced than the arguments presented here, and common ground has been 
reached in the debate (Held & McGrew, 2000:38). 
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observable events well inside the realm of established theory), and it is useful to set out how globalisation is 

understood in this thesis. 

 

While the contemporary international economic change processes fruitfully can be analysed as structural 

responses to the logic of market forces, this research centres on how different contemporary international 

political and economic processes impact upon the State‟s autonomy and the institutional settings in society. It 

will therefore only have little explanatory value to consider globalisation a force on its own. It is the different 

underlying forces, argued to be a proof of globalisation, which is the object for this research. Later in this thesis 

it is shown how the United States (US) has dominated international institutions, and been the major architect 

behind new global rules and regulations, not least on the economic arena. But this dominance does not 

necessarily fully penetrate the national level in the other member countries, because the relative political strength 

and influence shift during political processes between global institutions over national parliaments to practical 

implementation in the local market place. Therefore, the contemporary economic and political change processes 

are not seen as a result of one major force, in the form of US world domination or neo-liberal market logic. 

Multifarious forces and actors shape globalisation - however, with unevenly distributed access to resources and 

power. It is these processes and their impact upon States, institutions, companies, and people, which are 

important to investigate in order to get a better understanding of how globalisation works and influence our daily 

life.  

 

Thus, while globalisation is neither seen as a (structural) force on its own, or as a synonym for US hegemony, it is 

used as a concept describing contemporary political, economic and institutional change-processes. These change-

processes are set in motion by ever-increasing competition and shifts in the dominant capitalist mode of 

production, resulting in increased cross-border influence from Multi-national companies (MNC) and their public 

counterparts, international and regional institutions. The development is fuelled by technology that has 

diminished the importance of space and time for the exchange of commodities, capital, labour, and services. One 

result of global economic and political change processes is more interdependence between States, companies and 

individual human beings. This development has led to the need for increased global governance.  
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CHAPTER 1 ANALYTICAL FOCUS POINT  

Global economic developments today have, among many things, called for new ways to regulate international 

trade and related activities. As a consequence, global rulemaking constitute an important aspect of globalisation. 

While the agreements on international trade under the former major international institution, GATT (General 

Agreement on Tariffs and Trade), mainly focused on reduction of customs duties and other barriers to 

international trade in goods, entirely new trade related areas were included under its successor, the WTO. With 

the WTO, new types of national legislation and regulation became requirements for many of the signatory parties 

in the South and the former Centrally Planned Economies. Rules for trade in services (General Agreement on 

Trade in Services, GATS), foreign direct investments (Trade-Related Investment Measures, TRIMs) and 

protection of intellectual property rights (Trade-Related Aspects of Intellectual Property Rights, TRIPs) were 

some the most important new areas adopted under the WTO (see chapter 2). Common to these new areas was 

that they required basic changes in many of the member-countries‟ legislation, making the consequences of 

global governance even more obvious. 

In some cases this development has been controversial, when the demands to conform with the new 

international standards have been in conflict with national/local economic or social interests. In these cases, the 

national political arena has become a platform for political clashes between internal as well as external actors 

pursuing further liberalisation and more global economic integration on one side, and on the other side actors 

being critical to the economic, social and political effects of the global economic and political processes on the 

national/local level. By investigating these conflict-ridden political processes at micro-level, the concept of global 

governance can be analysed by investigating political change processes, influenced by internal and external 

political and economic forces. These political processes, involving multiple internal and external actors, can show 

how power relations, coalitions and political arenas change throughout the different levels in the political process 

described as global governance.  

CASE 

WTO‟s demand for common minimum standards for protection of intellectual property rights under the TRIPs 

agreement was one of the most profound and difficult areas to reach consensus on during the GATT Uruguay 

Round of negotiations - largely due to considerable resistance from India along with other countries from the 

South (see chapter 8). The TRIPs agreement is furthermore a clear-cut example of the new type of global rules 

and regulation, which influences national politics in many countries in the South, and have a huge impact upon 

company decisions and institutional set-up. These aspects make the TRIPs agreement interesting as an area for 

further investigation. 
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One of the countries where the new demand for better protection of intellectual property rights is expected to 

have - or has already had - a large influence, is India. The country adopted patent legislation in 1970, which 

allowed copy-production of pharmaceuticals. This practice ended with the TRIPs agreement, seriously altering 

the fundament for competition among pharmaceutical companies in India. The process of amending the patent 

legislation in India has been conflict-ridden, not least because it influenced the future existence of the national 

pharmaceutical industry in India, which has a size and importance that enables it to affect the national political 

process at several levels. TRIPs has turned out to be a highly political issue in India, where both the industry, 

political parties, NGOs along with different international actors have been involved in the political process since 

the late 1980‟s.  

Global governance is not only a matter of political processes. Amendments to the Indian patent legislation and 

legal institutions can be expected to change the market conditions for pharmaceutical companies in India. 

Therefore, the government and companies‟ responses - institutional and economic - are included into this study. 

This will give a broader picture of the de facto impact of global governance. It will furthermore support the 

arguments on why internal actors have been involved in the political process.   

RESEARCH ISSUES 

The study will be based on two overall research-issues:  

The first research issue is dealing with the political process towards amendments to the patent legislation on 

different levels in India. Empirical studies of the political process can reveal new knowledge on important 

political actors, political autonomy and changes in the relative economic and political power relations in the 

process from the negotiation table in international institutions to the actually implementation at country level. It 

is expected that the de facto change in policy will be a result of the internal political process, where different 

agents with differing – and sometimes veiled - agendas will bring their influence to bear. But simultaneously 

external pressure from other signatory parties in the WTO, Multinational Pharmaceutical Companies as well as 

international NGOs, will have an impact upon the outcome of the political process, although not necessarily in a 

manner consistent with the theoretic principles which lie behind the drive for liberalisation.  

 

The second issue is concerned with the de facto changes in the Indian pharmaceutical industry. This is dependent 

upon the changes in domestic policy and also changes in both domestic and foreign competition. Changes in the 

institutional set-up in the pharmaceutical industry, like research institutes, human resource development, vertical 

or horizontal changes in the market structure or changes in legal institutions will also be of importance here. 

The two research issues posted are:  
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I. HOW HAVE EXTERNAL AND INTERNAL FORCES AFFECTED THE POLITICAL PROCESS 

CONCERNING AMENDMENTS TO THE PATENT LEGISLATION IN INDIA IN THE PERIOD 

FROM 1986 TO 2005? 

 

II. HOW HAVE THE EXPECTATIONS TO THE OUTCOME OF COMMON MINIMUM 

STANDARDS FOR PROTECTION OF PATENTS UNDER THE TRIPS AGREEMENT 

CHANGED THE CONDITIONS AND THE INSTITUTIONAL SET-UP FOR THE 

PHARMACEUTICAL INDUSTRY IN INDIA? 

STRUCTURE 

The methodology will be accounted for later. However, the model (1.1.) below can be used to illustrate the flow 

in the research and will be reoccurring during the thesis to map out where in the research the chapters fit and 

when the different components are being covered. The theoretical framework is set out in Part II. As stated in 

the first research question, the political process is expected to have been influenced by both external and internal 

forces. The concept of global governance will be elaborated in chapter 4, and chapter 5 will discuss how the 

global and national approach can be combined into a common analysis of national political processes. The 

political process is broken down into three sub-categories - agenda-setting, decision-making, and implementation 

- making it easier to distinguish between the different observations in the political process. Chapter 6 will discuss 

a theoretical frame for the political analysis. The different sub-categories also illustrate that the political process is 

not following a straightforward route, starting with decisions made under GATT and ending up with the 

signatory parties implementing the new rules and procedures. As the market conditions change, companies and 

supporting institutions is expected to respond to these changes. Chapter 7 will discuss a theoretical frame to 

analyse institutional change processes.  
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RESEARCH DIAGRAM 

 
Model  1.1. Research diagram. The two research issues, dealing with the political and institutional change processes, are broken down into sub-
categories. Throughout the research it is analysed how internal and external forces have impacted upon the political and institutional change 
processes. However, during the last part, external forces are only expected to influence indirectly upon institutional change processes.    

 

Part III comprises the analytical chapters; chapter 8, 9 and 10 will, respectively, analyse agenda setting, decision-

making and implementation in the political process towards a new patent legislation in India. They will constitute 

the analyses which shall answer the first research issue on the political process. Chapter 11 will answer the 

second research issue; by analysing how the new market conditions have changed the conditions for the Indian 

industry. In Part IV chapter 12 will test the hypotheses set out in the following, and finally chapter 13 constitutes 

the conclusion. Furthermore three appendixes are attached to the thesis. 

Introducing the subject matter for the case, chapter 2 and 3 will provide background information by elaborating 

upon GATT/WTO and the pharmaceutical industry in India, respectively. 

METHODOLOGY  

 The study will on the one hand be an in-depth study of how the TRIPs agreement has impacted upon the 

political process in India, the pharmaceutical industry and the wider institutional settings in the country, as set 

out in the research issues above. But on the other hand, the study also aims at contributing to a better 

understanding of how global governance is influencing political and economic conditions in developing 

countries on a more general level. Basically, this study is aiming at contributing to a better explanation of the 

connections between cause and effects of global regulation by investigating the development and interplay over 

time at different levels in the political process, company strategies, and institutional change processes.  
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RESEARCH STRATEGY 

For both purposes, a theoretical framework is developed in Part II, which is systematizing and directing the 

analysis. However, the different research levels (concrete and theory-generating) set out special demands for the 

theory and research–design adopted. Therefore, drawing on Robert Yin‟s (1994:6) approaches to research 

strategies, the methodology used in this research will be an “explanatory single case study”. The research issues 

are explanatory by asking “how” and the case is (partly) contemporary and the researcher is without “control 

over behavioural events”. The research issues and the hypothesis set out (see below) is all concentrated around 

responses to global chance processes, with special attention to global governance. “TRIPs in India” meet the 

conditions to describe global governance and how national and international actors influence political processes. 

The analysed case will have strategic importance in relation to political conflicts, set in motion by a shift from 

national towards global governance, which is expected to alter the political autonomy and political alliances on a 

national level. Furthermore, the findings in the thesis are tested against theory with a clear set of propositions. 

These circumstances make it a “critical case”, which according to Yin (1994:38) is an argument for choosing a 

single-case study (instead of multiple-case studies). In addition to this, I would claim that the case also has the 

potential to be an “extreme” case, which is worth documenting and analysing due to its unique circumstances. It 

is expected that the political process confronts the interpretation of global governance with new types of political 

conflicts and alliances, which may question the autonomy of States.          

It can be problematised whether the findings from case studies can be generalized and used to develop theories 

because cases, and hence the findings, are context-dependent. One may also view results from case studies 

critically, because the findings deliberately could be used to show a particular point. Clearly, deliberate attempts 

to influence the results, or using the findings to illustrate certain points (case study-teaching rather than case 

study-research) has very little to do with empirical inquires, which can pave the way for new theory. Therefore 

dataset should always be transparent and its relevance should carefully be accounted for. When a case study is 

considered a constructive and effective scientific method, it is first and foremost a result of Popper's well-known 

anti-inductivistic falsificationism and repudiation of logical positivism. Instead, theories or universal laws must be 

of hypothetical or corrigible nature, and scientific work concentrated around developing existing theories, or 

rejecting them by a test of falsification. For the same reason a universal claim to theories must be that they are 

falsifiable, meaning that the predictions from theory could be in conflict with real observable or measurable 

events. Improving a theory would be to make it as precise as possible while at the same time avoiding rejection. 

However, reality has often proven that theories, even basic physical laws, had to be abandoned because the 

theoretical development – the refining of existing theory – brought about renewed testing, which led to the 

rejection of the theory as it stood (Knudsen 1990:99). Not least in the social sciences the problem of 

constructing reliable empirical tests of a theory has led to weaker regime in the form of so-called “sophisticated 

falsification”, allowing theories to survive despite uncertain or sometimes even negative observations, if there 

isn‟t a better theoretical explanation which can explain the observed events. This opens up for rival theories, 
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which can co-exist, and an important aspect of social research is to challenge and improve the theories, perhaps 

even to unite them. In this study, theories will be tested by drawing up four hypotheses which are developed 

from the theoretical frame as set out in chapter 4-7. The hypotheses are statements developed from a logic 

deduction of the adopted theories, which can be confronted with a description and interpretation of what is 

considered a relevant context (reality). This context is again decided according to the theoretical terminology, 

which will act as a relevance criterion.  

This approach implicit acknowledge that a real world exists, i.e. that it is more than a social construction. E.g. 

while the cast system in India is a social construction, there is a real world for those living as shudras
4
, and their 

life is observable. The observations might be interpreted according to a certain discourse, which we critically 

should discuss, but it gives little meaning to claim that all interpretations of reality is equal valid. On the other 

hand, I would also claim that since al knowledge is conceptualized according to an interpretation of reality, it 

gives little meaning to talk about neutral empirical observations or objective ideal of science. Competing 

discourses or theories would have competing interpretations of reality, or truth, and the challenge is to develop 

theories which can conceptualize and explain why “reality is real” in the most “convincing” manner (as 

mentioned above). A theoretical frame shall therefore contain tools to grasp or measure social events; concepts 

to describe them; and finally explanations of possible structures which might bring the social events in motion. 

In this thesis I substantially draw on critical realism. 

 On a more practical level, this study will use a theoretical frame developed in Part II to guide the analytical 

chapters in Part III (throughout the theoretical chapters in Part II and in the analytical chapters in Part III, the 

approaches are accounted for in more detail). On the basis of analysis in Part III, the four hypotheses set out will 

be examined and discussed. 

THEORETICAL APPROACH 

As mentioned above, the theories used in this study will serve a double purpose: 1) guiding the specific research 

area (TRIPs in India) and 2) providing guidelines in order to formulate general working hypotheses (which then 

again can either be rejected or confirmed). The research design is aiming at securing intersubjective validity, 

meaning that other researchers should be able to reproduce the data and test its accuracy. This not only applies 

to the empirical part, but also to the theoretical frame and the concepts developed for structuring the analysis. 

The conceptual framework should be expounded systematically and reflect the concepts of mutual coherence 

                                                      

4
 Some social structures might be changed if the social actors redefined the structures (created a new discourse). E.g. if 

people belonging to the shudra cast refused the social division (which happen in contemporary India), this might change the 
conditions for their lives. Other political or social systems might be more immune to changes in discourse. If the same 
people in India chanced the interpretation of American supremacy in advanced weapon systems, this probably would not 
alter the American domination in this field. Nevertheless, controlling the dominant discourse give´s power, and the power 
to exercise power, and will be an avenge in all social structures. 
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and logical consistency in a manner in which others could reach the same conclusions and rational development 

of theory (Ougaard, 1988:61). Hence, the theoretical frame and the analytical concepts are developed from 

already known and generally accepted social theories, which also allows for the theories used to be challenged. By 

testing the validity of the theories, this study can add to cumulative theory development. The research presented 

in this thesis therefore has a double objective of both uncovering and answering the specific research issues 

posed about the impact of the TRIPs agreement in India, and furthermore contribute to theoretical development 

in general. 

The theoretical approach adopted will be eclectic; meaning that the theoretical frames used to structure the 

analysis will be made up of different theories and scientific traditions. This is done for several reasons; the 

research issues call for interdisciplinary answers and hence different approaches to the research seems necessary. 

Secondly, social science has over the last 15-20 years moved away from single explanations or “grand theories”, 

when explaining real-world events, making it necessary to combine different theories. And thirdly, some 

scientific traditions have approached each other, but with different focus points, making them easier to combine.  

An overall view taken in this research is that internal processes (between local institutions or agents) influence 

the impact from global or external processes (e.g. set in motion by decisions in WTO). The impact from global 

processes, or external forces, therefore have to be studied in their own specificity, and hence the object of this 

study cannot be reduced to a simple cause-effect study, taking account only of the WTO decision and a general 

description of business effects in developing countries as a whole. Throughout the theoretical chapters in Part II, 

methodological considerations vis-á-vis the adopted theories will be elaborated more systematically. 

STATE THEORY  

As an introduction to the political analysis, the concepts of globalisation and global governance are critically 

discussed in chapter 4 with a view to support the analytical frame, and with the aim to understand how global 

change processes is impacting upon national political processes. In order to cope with changes in the political 

processes as well as the intertwined and mutually dependent changes in the production regime and institutional 

set-up, a society-based approach is put forward in much of the research. It is argued that the State‟s room for 

political manoeuvre, or autonomy, can be constrained by both internal and external political as well as social and 

economic forces, and that the State is considered an arena for struggles between these forces. However, in some 

situations the political process is best analysed by looking at the State as the determinating variable. This will be 

elaborated in chapter 5 with references to Degnbol-Martinussen (2001). The Indian state is also expected to be a 

political force on its own; during international negotiations and afterwards, during the implementation of the 

international decisions in order to live up to with its international obligations. In the analysis of the actual 

political processes it is distinguished between different levels in the policy process, which is divided into: agenda setting, 

decision-making and implementation (inspired by Grindle & Thomas, 1991). The influence by internal and external 
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forces is expected to vary between the stages from agenda setting to implementation due to shifts in the relative 

political as well as economic strength of the stake-holders at the different stages. By distinguishing between the 

different levels in the political process, the concept of State autonomy, which is the State elite‟s and the 

bureaucracy‟s freedom of manoeuvre can be discussed critically, and internal and external constraints on the 

autonomy can more easily be identified. 

The balance of power between political and economic coalitions can change between the different stages in the 

political process, shifting in favour of internal forces while the process is moving from agenda setting to 

implementation. When it comes to agenda setting and decision-making, the Indian State is seen as the dependent 

variable in the analysis, constrained by external forces, both domestic and international. During the 

implementation phase, the Indian state can be analysed both as the dependent, and as an independent object for 

analysis. In the case of the Patent Act‟s journey through the Indian parliament, WTO obviously influenced the 

agenda-setting process, while other political actors influenced the decision process, which in fact split the 

political scene in India in two, almost equal, opposing groups. Given this opposition, it is of interest to follow 

the actual impact on the implementation level. The current debate about Intellectual Property Rights and the 

newly passed Patent Act in India shows that both the Indian Pharmaceutical Industry and the political scene in 

India are totally divided on the issue. The political debate is very much influenced by ideology, pros or cons of 

„Indian self-reliance‟. But the difference of opinion is also influenced by the circumstances that there are different 

interests represented in the industry. In this context it is analysed if the national aversion towards the TRIPs 

Agreement among both industry (capital owner) and the general public and especially labour movements will 

bring about alliances across class barriers. 

The three analytical chapters, analyzing the political process in Part III, are structured according to the phases of 

agenda-setting, decision-making and implementation. However the different actors, influencing the political 

process, are chosen according to a „global governance‟ perspective set out in the table below. The table can be 

traced back to the “layer cake” model presented in chapter 4. 
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 LEVELS OF POLITICAL ACTORS 

Supra-state level WTO, including WTO‟s member States 

Transnational level International pharmaceutical companies and 
industrial organisations 

INGOs 

National level Indian government 

Public administration 

Political parties 

Civil society level NGO‟s  

Indian-based companies and industrial 
organisations 

Table 1.1. Political actors according to a global governance perspective, see chapter 4 for further elaboration.  

  

INSTITUTIONAL CHANGE PROCESSES 

Based on the different political levels (agenda-setting, decision-making and implementation) and table 1.1., a 

matrix will be drawn, placing the different actors according to where they are expected to be active during the 

political process. 

The fourth analytical chapter in Part III will analyse how the new conditions for protection of IPR have changed 

the conditions for the pharmaceutical industry. The change processes within the companies are analysed 

according to an underlying assumption that the economic agents act based on rational economic behaviour, 

which will sets itself through as changes in institutions and formal organisations, in order to maximise profits or 

preferences under certain conditions. The same institutions on the other hand limit the agents‟ choices. 

However, changes in the wider institutional set-up are seen as processes inside a complex “institutional matrix” 

(North, 1997), where the institutions tend to cohere with each other. The institutional set-up in a country forms 

its “Social System of Production”, which is to be understood as a complex social configuration (Hollingsworth & 

Boyer, 1997a), where political and economic institutions are linked together. The institutional matrix, or social 

system of production, will influence the actual production regime, which can be established in a country, and 

thereby influence the country‟s economic performance and ability to move forward in the international division 

of labour. Or in the present case: India‟s possibility to generate advanced research institutions and 

pharmaceutical companies with more sophisticated products. Here the question remains how institutions change: 

Will there be an institutional path dependency as argued by North, or will there be basis for either continuation 

of the present institutional regime or more radical institutional changes according to the balance of power 
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between individuals/groups/coalitions, which over time will be influenced by changing economic and political 

forces?  

WORKING HYPOTHESES 

In the light of the theoretical approach discussed in chapter 4-7, the following working hypotheses shall be tested 

in order to generalise from the findings in this study. It should perhaps be stressed that it is the adopted theories 

which have been the point of departure; the hypothesis where made out of curiosity without referring them to 

reality check first. In other words: No prior calibration to empirical facts in order to make the hypotheses 

workable has been made. 

1. Globalisation brings about new international principles for national regulation, which can alter the 

relative political strength on the national level, initiating new or re-opening political conflicts internally 

between domestic actors and between internal and external forces 

 

2. The autonomy of the political elite (in India), to formulate and implement policies (regarding patents), 

has been constrained during all the stages in the political process, but by different actors. While external 

forces primarily have limited the autonomy in the agenda-setting phase, internal actors have been active 

in the decision-making and implementation phase of the political process. 

 

3. Global economic and political change processes will create political alliances, across class barriers, due to 

increasing conflicting interests between groups in the capitalist class 

 

4. The expected impact from the TRIPs related amendments to the Indian patent legislation will bring 

about different strategies from the indigenous companies, which will reduce the coherence among the 

companies and enable institutional change processes which are not path dependent, but reflect the 

interests of the economic dominant actors. 

The theoretical considerations for the hypotheses are set out in chapter 12 where the hypotheses are tested. 

ANALYTICAL PERSPECTIVES IN THE RESEARCH  

While most research done in the area of globalisation is centred on analysis of flows of capital, commodities and 

labour, the (changed) role of the State, or simply conceptualising globalisation, this study takes another point of 
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departure. In particular, the research presented here will look into one aspect of Globalisation, which is the 

results of increased global economic governance and (de)regulation, institutionalised in international 

organisations like the WTO. This will, of course, include traditional issues raised in the globalisation debate such 

as the role of the State, as well as that of other national governance institutions. But the overall aim of this 

project is to study how global governance, brought about by international organisations, de facto impact upon day-

to-day reality in a developing country.  

The globalisation debate has often focused on the macro level, such as intergovernmental relations, or the role of 

MNCs. The analytical focal point in this study will also pay special attention to the power relations at micro level, 

which also calls for a more actor-oriented approach to the research. The overall questions raised here will look 

closer into the actual influence in a specific country of global economic processes; how companies, institutions 

and formal organisations are shaped or reshaped under influence of the global change processes released by the 

pressures from external forces. By answering the hypotheses set out above it is the hope that new knowledge is 

gained about how globalisation influences - and is influenced by - different political, economic and social actors, 

and consequently, the role of the State and the political autonomy of States in developing countries. 

Furthermore, by answering the hypothesis on institutional change processes, a better understanding of how 

institutions and markets react upon external political demands will emerge. 

DATA COLLECTION  

The data presented in the analysis in part III is selected according to its relevance to the theoretical framework. 

Hence, the theoretical frame will decide when empirical findings are relevant or not for the analysis. However, 

considerations about how deep or broad one should go in the data collection process are more of a subjective 

matter, and depends upon the researcher‟s integrity and judgement of the relevance of the material. The demand 

for intersubjective validity in the empirical work, discussed earlier in this chapter, not only implies that the data 

presented shall be transparent, in order to allow other researchers to check up on the results, but also that all 

relevant data is collected and presented systematically. Also, or one should perhaps say especially, when it 

compromises the theoretical framework applied or the conclusions reached.  

The data used in the analysis comes from a number of different sources, both primary and secondary, and is 

shortly introduced here. The data collected is always cross-checked by other sources. If it has not been possible 

to check the source, or if the information generally seems to be in line with other findings, this specific 

information has been left out or it is explicitly mentioned that the information stems from one source only. 

When possible, written sources are used. However, the political process will often be characterised by behind the 

scenes lobbying, from various groups. This has only to a very limited degree been possible to follow. The general 

picture is that the industrial organisations have enjoyed better access to the State apparatus by informal channels, 
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while NGOs have used the medias and public platforms to make their influence bear. This also means that it is 

difficult to document certain parts of the political processes. 

Literature: Studies of scholars‟ earlier research have been a very important source for knowledge in the early 

stages of the research. However, after concluding my own field studies and analysis of statistics, minutes etc. they 

play a smaller role. One reason is that the angle of research in this study is different from most of the research 

already done in the area.  Another reason is due to the fact that my own research is more updated. In cases 

where other researchers have reached other conclusions than the conclusions reached here, this is pointed out. 

Literature does, however, still play an important role when it comes to the contemporary development in the 

Indian pharmaceutical industry. 

Reports and documents: Both the government and different interest organisations have produced large number of 

reports and documents during the political process from 1988 until 2005. These reports are important sources 

because they can be compared over time and are well documented.    

Newspapers and magazines: Newspapers and magazines have been important tools when analysing the political 

process. As a source they have been indispensable for preparing interviews and getting hold of names and exact 

dates. It has furthermore been possible to get a detailed picture of the last 20 years political development on 

TRIPs and WTO/GATT from news articles. However, information from news articles is only used when it has 

been verified by other sources or matches an overall pattern of political events.      

Internet. The internet has been a very important source of gathering information, not least websites such as 

www.wto.org. It can be argued that reliability and validity of information stemming from the internet could cause 

methodological problems. However, precautions have been made in at least two ways. Information has to a large 

extent been gathered from official websites of institutions and organisations such as WTO, the Indian Parliament 

etc. – i.a. official documents, minutes, etc. and hence assumed to be as reliable as print publications from the 

same sources. Secondly, information of a different character that official texts (or from non-official sites) has 

been used together with other sources and hence not as the sole source.  

Statistics: Statistics are used extensively in chapter 11 to show trends in the pharmaceutical industry and resources 

spent on R&D. The figures, however, can be inexact and there are sometimes differences between official 

statistics and statistics provided by industrial organisations. Most statistics used in the research stems from the 

industrial organisations for two reasons. International research done on the pharmaceutical industry in India 

mainly draw upon these sources, and it will make it easier to compare the findings when the same sources are 

used. Secondly, all the statistics are to some degree “guesstimates” and it is therefore assumed that industrial 

organisations have a better feeling for what is going on in the industry. When using statistics from industrial 

organisations, one has to bear in mind that they also function as interest groups and figures can be partial and 

biased, e.g. writing up the importance of the industry. 
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Interviews: Interviews have been used extensively throughout the data collection process and more than 70 

interviews or meetings have been made with a broad selection of informers in different parts of India. Most of 

the interviews have been semi-structured, guided by a list of questions. In some cases the interviews were purely 

explorative while in other cases they have been used to elaborate on known information. In some cases, the 

interview-form has been used to make small surveys among pharmacies or companies. In these cases the 

interviews have been structured. The informers can be divided into groups according to their professional 

position:  

o Business people have mainly been asked about how they expect the TRIPs agreement to impact upon 

their business and how they are preparing themselves for the post-TRIPs situation. They were 

furthermore asked if they have been involved in the political process.  

o Representatives from Business organisations were as well asked about how they expect the TRIPs 

agreement to impact upon their members, and furthermore if and how they have been involved in the 

political process.  

o A number of specialists have been interviewed about specific technical issues such as legal matters and 

R&D. 

o Key Politicians in the Lok Sabha (the lower house in the Indian Parliament) and the Rajha Sabha (the 

upper house in the Indian Parliament) who have been engaged in TRIPs debates have been interviewed 

regarding the political process. They have been asked about their own points of view on the issue, about 

political coalitions, history and the importance of NGOs and the industry in the country. It has been 

difficult to interview all relevant politicians, either because they were out of Delhi while I was there or 

because they did not want to discuss the issue. In these cases, written sources such as minutes from the 

debates in the Parliament, reports and articles have been used instead. 

o NGOs: The NGOs have played an important role on different levels in the political process and 

representatives for NGOs have primarily been asked about their influence upon the political process 

and political alliances. A number of very different NGOs have been involved in the political process and 

it has been necessary to pick out a certain selection of organisations. Two criteria have been used. One is 

that they must have been visible in the political debate, and the other that their intervention should 

relate to the debate on TRIPs and the pharmaceutical industry/medicine. This means that large groups 

of NGOs working for e.g. farmers‟ rights and against patents on seed corn have been left out. The 

NGOs can be grouped as either NGOs working only regarding the TRIPs agreement and labour unions 

or NGOs working on health and access to medicine.  There are organisations both working in favour of 

and against the TRIPs agreement, but the organisations arguing against have had preponderance in the 

Indian debate over organisations in support of the agreement.  

o Public officers and government officials: Three different types of officials have been interviewed. Senior 

government officials who negotiated the TRIPs agreement during the Uruguay Round, secondly 
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government officials who have drafted legal texts relating to amendments in the Indian patent 

legislation, and finally public officers who would be in charge of implementing the new patent 

legislation.         

Minutes: Minutes from debates in the Indian Parliament and from the negotiations during the Uruguay Round 

have been a very important and reliable source. The Minutes stem from the Parliament Library and from WTO‟s 

website. 

Observations: Observations as a method has only been used to a limited degree, when analysing the political 

process. While observations, on the one hand, can give important information, which is not obtainable in other 

ways, the observations can on the other hand be very difficult for others to verify. However, important findings 

have been made during fieldwork by using observations.         
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CHAPTER 2 FROM GATT TO THE WTO 

The historical process from GATT to WTO illustrates how the capitalist economies‟ need for global regulation 

has changed in the years from the Second World War to today‟s internationalised world economy. But it also 

illustrates how interstate power relations influence upon the creation and shaping of global institutions. This 

angle will be taken up again in Part II, when examining the negotiation process towards the TRIPs agreement. A 

historical perspective on the political and economic circumstances behind global economic institutions, or 

specific agreements, gives a better understanding of how external forces have affected WTO-related political 

processes in the South. The World Trade Organisation (WTO) is used as an illustrative example of global rule 

making. It is today the main international body dealing with rules and regulation on trade between nations on a 

global scale. WTO succeeded the former General Agreements on Tariffs and Trade (GATT) on January the 1st 

1995, and was the result of protracted negotiations during the Uruguay Round, which began in 1986 and ended 

in 1994 in the Moroccan capital Marrakesh. The replacement of GATT by WTO was also the end to a process 

which had lasted half a century.  

THE ITO 

The process of creating an international body to facilitate cross-border trade started under the Bretton Woods 

Conference in USA in July 1944, where the allied and other non-axis nations were discussing and preparing for 

international institutions, which could facilitate the expected post-war financial markets and international trade. 

The replacement of democracy by dictatorships in some European countries and the break-out of World War II 

stood at that time as a living bogey of what economic recession and slowdown in international trade, similar to 

what happened in the 1930‟s, could lead to. But the Bretton Woods Conference can also be viewed in the light 

of the upcoming Cold War. The Capitalist democracies were at the end of World War II facing new difficulties 

because the world war had empowered communist parties in several European and Asian countries - not least 

due to their importance in the resistance movements in countries occupied by Germany and Japan. To prevent 

that the capitalist world should lose further national territories to the communist bloc, economic programmes 

and reforms that could comply with economic and social necessities, was started in order to avoid social 

destitution providing breeding ground for communism in the war torn countries. 

The Bretton Woods Conference concluded with agreements on establishing three international institutions: 1) 

The International Monetary Fund (IMF), which should help states facing transient financial problems. 2) The 

International Bank for Reconstruction and Development (IBRD, also known as part the World Bank Group), 

which should make long term loans available for countries reconstructing or modernising their economy, and 3) 

The International Trade Organisation (ITO), which should prevent the return of tariff walls and other barriers to 

trade between countries, which had characterised the 1930‟s. 
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While both the IMF and the IBRD were established at the end of the 1940‟s, ITO never came into existence. 

The process of establishing ITO did start up, and the US Department of State published a draft, containing 

guidelines for international trade in the post-war era, in November 1945.  The US Congress, however, never 

ratified the ITO charter. The United States considered the new trade organisation as a step backwards compared 

to the results the country had achieved under the previous multilateral trade negotiations (labelled GATT), 

because the country would have less influence in the new supranational organisation (Ratnesh 1999: 2).  

THE EMERGENCE OF GATT 

After the ITO had been abandoned, the multilateral GATT agreement developed as the instrument which 

regulated international trade in goods. In contrast to ITO, GATT was not a formal organisation, but an ad hoc 

and provisional treaty among “contracting parties”, which from time to time was renegotiated in the so-called 

“GATT Trade Rounds”. This is important because it altered the relative bargaining strength between the 

negotiating countries towards increased power to the larger economies, since it in most cases was „give and take‟ 

negotiations in order to reach a common position between individual states or groups of states. A main principle 

for the negotiations during the trade rounds were the so-called Tariffication, aiming at converting the – at the 

time widespread – use of Non Tariff Barriers (NTB) like quota systems or other actions limiting the transparency 

of the protection of national domestic industries to custom tariffs (which over time should be lowered). Another 

principle was that trade should be carried out on a non-discriminatory basis between the endorsing countries, 

meaning that special concessions on tariffs given to one country by another, automatically should apply to all 

other signatory countries (Most Favoured Nation – MFN - clause). 

The negotiations in the Trade Rounds were complicated and time-consuming because tariff concessions and 

removal of other trade barriers had to be agreed upon for single groups of commodities or even single items 

between all the signatory states. In the negotiations for establishing the GATT in Geneva in 1947, tariff 

concessions were agreed upon for about 45.000 products, and during the second and third round, further tariff 

concessions on another 13-14.000 products were agreed upon. Along with tariff concessions, the negotiating 

countries agreed upon a set of rules designed to settle disputes in case of disagreement in the interpretation of 

the agreements, but a formal dispute settlement system was never set up.  

RESULTS OF THE TRADE ROUNDS 

As new areas of negotiations were added and more countries joined the GATT, the Trade Rounds became more 

complicated and protracted, taking years to finish. Without going into a chronological reading of the different 

Trade Rounds, some of the most important results, in the light of developed/developing countries relationship, 

will be briefly covered here. 
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In 1961, a new exception to the GATT rules was made, when the Short-Term Arrangement on Cotton Textiles 

came in place, allowing GATT countries to negotiate quota restrictions on import of cotton textiles from other 

GATT countries. In 1962, the Short-Term Arrangement became a Long-Term Arrangement, which remained in 

force until 1974, when the Multi-Fibre Arrangement (MFA) - which included all types of textiles and de facto 

excluded textiles from GATT - replaced it. The MFA allowed countries or groups (e.g. the EEC) to make 

bilateral agreements with other GATT countries with the purpose of limiting import of textiles. The MFA was 

primarily introduced to safeguard the developed countries‟ textile industry from competition from developing 

countries and Japan. 

THE PART IV-TEXT 

In 1965, during the Kennedy Round of Trade Negations (1964-67), the so-called Part IV text was added to the 

General Agreement. It stated that less-developed countries were allowed to “use special measures to promote 

their trade and development” (Article XXXVI:1) and that the developed countries didn‟t expect reciprocity in 

trade negotiations with the developing contracting parties. The text also added that there was “need for increased 

access in the largest possible measure to markets under favourable conditions for processed and manufactured products currently or 

potentially of particular export interest to the less-developed contracting parties” (Article XXXVI:5). Part IV in the GATT 

furthermore stressed the need for the developing countries to benefit from preferential treatment when trading 

with developed countries. The shift in attitude towards the developing contracting parties in GATT came after 

pressure from the UN system. The United Nations Conference on Trade and Development (UNCTAD) was 

established one year earlier, as a response to the developing countries‟ concern on how the GATT system 

functioned. The discontent was among other things due to the fact that tariffs reductions under the GATT 

framework mainly was on manufactured industrial products and less on agricultural products - in the 1960‟s far 

the most important export items for the developing countries.  

As a result of the Part IV, the developed countries reduced tariffs on some manufactured goods from developing 

countries during the Kennedy Round, but tariff reductions on textile and agricultural products did not 

materialize. However, one might argue that even if no concessions were made, it still had a symbolic importance, 

because it was an acknowledgement of the principle that strategies and policies adopted for economic 

development in Third World countries could differ from the strategies used in the developed countries. An 

international agreement on Generalized System of Preferences (GSP) was furthermore agreed upon in a 

UNTACD conference New Delhi, India, in 1968, which formalised individual and voluntary non-reciprocal 

grant of preferences by developed countries to developing countries. This agreement was added as an annex to 

the GATT-agreement. The GSP concentrated on manufactured goods and therefore it was mainly the more 

industrialised developing countries that benefited. The voluntary character of GSP was in some cases also used 
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as a political tool; a developing country could be penalised for adopting a “wrong” policy, seen from a developed 

country‟s point of view, e.g. when GSP was withdrawn from Nicaragua, when under a left wing government, by 

the US (Dasgupta 1998:145). Or in the case of India, where GSP on pharmaceutical products in 1992 was 

withdrawn, because India did not want to change its patent law, as required by the US. 

During the Tokyo Round (1973-79), the Agreement on Import Licensing Procedures was added, reflecting that 

many developing countries at the time were adopting import substitutions policies in order to develop their 

industrial sectors. The agreement, on the one hand, recognised the positive points for developing countries to 

use import licensing, but on the other hand stated that it could be an obstacle for international trade. The 

licensing system should therefore be transparent and not be used to discriminate between different countries.    

THE URUGUAY ROUND 

The Uruguay Round (1986-1993) was the last of the Trade Rounds to be completed under GATT. It was also 

the round with the most comprehensive agenda and strongest disagreement among the negotiating countries; 

hence it took the longest time to conclude. The Ministerial declaration, opening the Trade Round in Punta del 

Este, stated that the aim of the Uruguay Round was to “bring about further liberalization and expansion of world 

trade”
5
. The Trade Round involved 15 areas where further liberalisation was to be implemented; many of them 

new in a GATT context (see the part on New Areas in the WTO later in this paper). There was, however, not 

consensus on all the new areas to be included in the negations, and some of these where only accepted in a 

GATT context as late as 1989. Among these were – most importantly - Trade in services (GATS) and TRIPs, 

proposed by the industrialized countries and opposed by the Group of 77 developing countries (especially by 

India and Brazil) for several years but finally included in 1989 as part of a compromise. It took another four 

years before the Round could be concluded, not least due to the dispute between the EU and the US on 

agriculture products. 

The Uruguay Round ended in December 1993 with the result that 125 nations could sign the Agreement 

Establishing the World Trade Organisation, in Marrakesh, Morocco in April 1994, which is the basic agreement 

for WTO. The founding of a new international organisation to facilitate international trade, and the new 

agreements such as TRIMs, TRIPs and GATS came as a response to the new international division of labour and 

diverse forms of production, as discussed in the previous chapter on globalisation. 

  

                                                      

5
 http://www.jus.uio.no/lm/wto.gatt.ministerial.declaration.uruguay.round.1986/a.html 

http://www.jus.uio.no/lm/wto.gatt.ministerial.declaration.uruguay.round.1986/a.html
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THE WTO 

The Uruguay Round - the last trade round to be held under the auspices of GATT - concluded with an 

agreement on the establishment of the World Trade Organisation (WTO) as from January 1st 1995. The core 

principles of the WTO is both the MFN Treatment and the National Treatment, stating that imported goods 

shall be treated equally with locally produced goods after entering the local market, and finally Agreements on 

promoting Freer Trade, Predictability and Competition.   

The WTO is built upon the structures of GATT, but a number of new agreements, extensions and updates have 

been added. Furthermore, in contrast to GATT, the WTO is a formal organisation with member countries and 

with a proper legal text, setting out the structures of the organisation. Moreover, the organisation has a stronger 

independent Dispute Settlement Body (DSB) and a Trade Policy Review Mechanism. Even though there existed 

a dispute settlement system under GATT, the dispute settlement system in WTO is one of the major changes 

from its predecessor. The DSB is an independent juridical system inside the WTO, with the aim to enforce 

WTO rules and regulations and it has a clearer settlement procedure, which can authorise economic retaliation or 

compensation for countries, which win their case before the DSB. Hence the DSB has become a global legal 

body for trade related issues. The Trade Policy Review Mechanism (TPRM) is also a newcomer to the 

multilateral trade system. The TPRM serves to evaluate WTO related legislation in all the member countries on a 

regular basis (every second or fourth year, or longer depending upon the importance of the country‟s 

international trade). The reports from the TPRM are furthermore used politically as guidelines for IMF and the 

World Bank, when they are negotiating conditionalities for new loans. Another important difference between 

WTO and GATT is that the member countries of WTO are to carry out all decisions made in the WTO (the 

principle of No Single Undertaking), and they cannot participate as free riders, benefiting from the MFA rule and 

other countries‟ reciprocal agreements on tariff reductions without offering the same concessions.  In theory, the 

decision making process in WTO is different from the one under GATT, because it is based upon the principle 

of majority decisions according to One Nation One Vote, but in practice decisions are still based on consensus, 

which was the formalised principle under GATT. From a formal point of view, developing countries will, as a 

rule, have a clear majority of votes in WTO. But there seems to be a clear understanding that the use of majority-

decisions against the minority of the developed block will endanger the existence of WTO. On balance, as an 

efficient forum for negotiations, WTO affords value to most developing countries. If a clear threat to the 

economic interests of major developed nations is met by them leaving WTO, future trade negotiations would 

have to return to a bilateral system, in which the developing country would stand at a disadvantage, partly due to 

the asymmetry of its respective bilateral market shares, partly to bureaucratic capacity. 

The democratic processes in both GATT and the WTO have regularly been exposed to criticism by both 

developing countries and by NGO‟s who argue that most of the decisions taken in WTO in reality have been 

taken by the North - who account for far the largest part of the global trade - in the so-called Green-room 
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negotiations, without consulting the South. The breakdown of the Ministerial Conference in Seattle in 1999 was 

to a large degree a result of the developing countries‟ discontent with how decisions were made in the WTO, and 

as a result this has partly been changed after Seattle. While the industrialised countries still negotiate trade related 

issues in their own closed forums without consulting the South, there have been so-called Round-table meetings, 

where major trading partners, also countries representing viewpoints from the South, have been represented. 

The conflicts of interest between the North and South go back many years in the multilateral trading system. It 

was the driving force behind establishing UNCTAD and the addition of the Part IV-text under the GATT. 

During the Uruguay Round, these conflicts were aggravated when the North introduced a number of new topics 

for the multilateral trade negotiations, such as competition and investment policy; trade in services and common 

standards for intellectual property rights. The South was reluctant to include these new areas under GATT rules, 

but due to the group‟s weak bargaining position and extensive pressure, especially from the US, the new areas 

were included at last. On this ground, the WTO is constituted by a number of different agreements, which – in 

addition to Trade in Goods (GATT 1994) - cover new areas such as Trade in Services, Intellectual Property 

Rights and Investment Policies.  

GATT 1994 

The WTO has adopted agreements made under GATT with the extensions and up-dates from the Uruguay 

Round, and the new version is general known as GATT 1994. There are some important changes from the 

original GATT 1947 to the GATT 1994 agreement. One is abolition of Quantitative Restrictions (QR).  

Members are no longer allowed to introduce restrictions due to balance of payment considerations and safeguard 

of national industries (so-called market disruptions). In continuation of this, MFA has been replaced by the 

Agreement on Textiles and Clothing (ATC) which allowed textile importing countries a ten years period to phase 

out restrictions on textile import and thereafter include textiles and clothing fully into GATT in 2005. 
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ORGANISATION AND STRUCTURE  

The WTO is a relative small organisation, both viewed by its influence and importance on world trade and also 

compared to other international organisations such as the United Nations or the two Bretton Woods institutions. 

The WTO has a secretariat, situated in Geneva, with more than 600 employees and an annual budget of 110 

million € (2007, see www.wto.org). This is possible because local bureaucrats in the member countries‟ own State 

apparatuses are responsible for the implementation of WTO rules and regulations. The member countries also 

prepare many of the analyses and studies used in negotiations in the different councils, committees or working 

groups and during conferences.  

 
THE STRUCTURE OF THE WTO 

 
Figure 2.1. The structure of the WTO; the different councils, committees and negotiations groups are formed by civil servants from the member 
states and the WTO secretariat will assist between meetings. Own figure. Source: wto.org.   
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The WTO furthermore uses external specialists from the member countries on temporary assignments, such as 

members of the dispute settlement panel (see later). The small secretariat in the WTO, and hence the 

dependence on the member states‟ bureaucracy in the negotiations, favours countries with a large and 

resourceful bureaucracy. For many of the developing - and particularly the less developed – countries, it can be 

difficult to find civil servants with expert knowledge in the different areas discussed in the WTO. Preparing 

studies and analyses describing consequences for their national economy or to be used as arguments in 

negotiations will also be a problem in many of these countries. Finally, is it altogether an economic problem for 

many of the poor countries to afford sending representatives regularly to the different committees and council 

meetings in Geneva. Many of the poor countries are therefore de facto without voice in many of the meetings in 

the WTO. 

AGREEMENTS IN THE WTO 

The legal text of the WTO is a list of about sixty different agreements, annexes, decisions and understandings, 

and the final process of finishing the legal framework for WTO is far from finished. During the Ministerial 

Conferences in Singapore in 1996, Geneva 1998 and in Seattle 1999, new areas such as labour standards, 

biotechnology, environmental protection and e-commerce were discussed as trade related issues and a final 

agreement on agriculture products is still to be reached. Without going in to a comprehensive account of WTOs 

rules, the most important part is shortly outlined below. 

TRADE IN SERVICES - GATS 

The purpose of the General Agreement on Trade in Services (GATS) is to liberalize international trade in 

services, which is “any service in any sector except services supplied in the exercise of governmental authority”, 

defined as services neither supplied on a commercial basis, or in competition with other suppliers. GATS is 

different from other WTO agreements, because the member countries in principle only have to subscribe to the 

parts of the agreements they want to, and thereby can decide what kind of service deliveries to be covered by the 

agreement. Trade in services are furthermore classified according to four different modes of supply, which 

makes it possible for countries on one hand to open up for e.g. trade in business services, but on the other hand 

set up restrictions on how it can be supplied; e.g. by putting restrictions on cross-border labour supply. GATS 

has been subject to much criticism from South counties and NGO‟s, which tend to see the agreement as yet 

another attempt from the North to get further market access in an area where they have comparative advantages.  

TRIMS 

Trade Related Investment Measures (TRIMs) is aiming to “facilitate investments across international frontiers so 

as to increase the economic growth of all trading partners, particularly developing country Members” 
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(Agreement on TRIMs), but especially the developing countries have been reluctant to embrace this new 

agreement. Even though the agreement only covers trade in goods, the extent of the TRIM agreement as it 

stands have far-reaching consequences for many developing countries. The agreement prohibits member 

countries to: 

o set up rules and regulations which require companies to purchase products of domestic origin;  

o to set restrictions on the imports by an enterprise, which  is related to its export;  

o to require a certain share of products locally manufactured to be exported by an enterprise 

Hence TRIMs is clearly targeting the many developing countries applying special local requirement regulations or 

specific export requirements to MNCs, wishing to set up production plants in third world markets.  

THE “NEW ISSUES” IN WTO 

During the first WTO Ministerial Conference held in Singapore 1996, a number of new issues have been 

discussed. Labour and environmental standards have been on the agenda, but so far without much success. The 

developing countries are basically against, because they fear that this will be yet another technical barrier for 

exporting their goods to developed countries. Even many radical trade unions in developing countries are 

against, arguing that the WTO basically is not protecting their interests, and that these soft issues are best looked 

after by UN institutions. However, other issues have received more attention during the negotiations. The so-

called Singapore issues - i.e. investment, competition, transparency in governmental procurement, and trade 

facilitation - have primarily been advanced by the EU during the negotiations, while the developing countries 

have reservations towards the new topic areas – which were the main reason why the Cancun Ministerial 

Conference failed to reach an agreement in 2003. According to some analysts, none of the Singapore issues have 

much offer to the developing countries, because the issues “are essentially about removing any domestic legislation in 

developing countries that favour local companies over foreign companies” (Jawara & Kwa, 2003:39), thereby further 

constraining the possibilities for industrial policy in developing countries. 

If the role of the WTO for economic globalisation should be summarised in short, it is first and foremost that 

the organisation surpasses its predecessor GATT in importance and political impact. As previously mentioned, 

the WTO is broader, both in extent and scope. But the new areas included by the WTO furthermore differ from 

issues under GATT, by influencing not only trade barriers between countries, such as customs duties, tariffs and 

QR, but also by imposing new standards in topic areas, which in the GATT era were considered to be domestic 

affairs. The examples given above show an enlargement of what we call the legal infrastructure for economic 

globalisation. 
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THE TRIPS AGREEMENT 

TRIPs is an abbreviation for Trade Related Aspects of Intellectual Property rights, and the agreement deals with 

different aspects of commercial use of inventions, innovations and design. The TRIPs agreement came into 

force in 1995, at the same time as the WTO was formally established, and was originally introduced in order to 

reduce distortions to international trade, by prohibiting trade in “counterfeit goods”, i.e. illegal copies of trade 

mark and name brand items. It covers agreements on copyrights, trademarks, patents, industrial and layout 

designs and finally geographical indicators, which shall prevent goods originating in one geographical area from 

using another area‟s geographical name. E.g. it isn‟t it allowed to name a whisky “Scotch whisky” if the whisky is 

not from Scotland. 

The TRIPs agreement has in many ways proved to be one of the most controversial issues in WTO, e.g. 

developed countries have been accused of causing “bio-piracy” by using the agreement to push for patents on 

micro-organisms originating from developing countries. It can furthermore be argued that the absence of a 

strong patent regime in some developing and newly industrialized countries has resulted in faster technological 

and industrial development (UNDP, 2003:207). Seen from a welfare economic point of view is it expected that 

the overall positive welfare-economic effects of the Uruguay Round will be dramatically reduced in the short run 

for developing countries, due to the TRIPs agreement (Friis Bach, 2001:27). The UNDP has furthermore 

concluded “Developing countries are likely to be worse off under TRIPS if it is viewed from a human development perspective” 

(UNDP, 2003:205). There seems to be a clear indication that the absence of a strong patent enforcement regime 

in developing countries can result in faster technological and industrial development. The absence of product 

patents for products with a chemical substance in India has been one of the main reasons for establishing a large 

and competitive pharmaceutical industry in the country (Wendt, 2000). The TRIPs agreement will prevent other 

countries from copying the Indian strategy. The TRIPs agreement does not spell out clear-cut rules, leaving 

room for the agreement‟s section on patents to be interpreted and expounded in different ways, and this has 

created some confusion as to if and under what circumstances compulsory license is allowed under the 

agreement‟s article 31. e.g. for vital medicine. This resulted in a controversial court-case in South Africa in 2001, 

pitting a number of the world‟s largest pharmaceutical companies against the Republic of South Africa. While the 

court-case ended with an out-of-court settlement, the issue was reopened in WTO negotiations, due to 

comprehensive political pressure from developing countries and international NGOs (Wendt et. al., 2003:57). 

This led to the adoption of the “Declaration on the TRIPS agreement and public health”
6
 at the Doha 

Ministerial conference in 2001, which allowed for national authorities to issue compulsory licenses on vital 

pharmaceutical products (See chapter 9 in Part III for an elaboration on this matter).  The agreement 

furthermore offered the least developed countries a twenty years respite, meaning that they can wait until 1 

                                                      

6WT/MIN(01)/DEC/2,  http://www.wto.org/english/thewto_e/minist_e/min01_e/mindecl_trips_e.htm 

http://www.wto.org/english/thewto_e/minist_e/min01_e/mindecl_trips_e.htm
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January 2016 before they have to implement the TRIPs agreement on medicine (there is a ten years transition 

period for LDCs in other parts of the TRIPs agreement). Furthermore, countries, which only recognised process 

patents on all or some types of industrial products before January 1995, could wait until 1 January 2005 before 

they had to fully implement the TRIPs agreement‟s provision on patents. This is the case for India 

TRANSFER OF TECHNOLOGY 

It is a stated objective in the TRIPs agreement to contribute to the promotion and transfer of technological 

innovations (Article 7). It is assumed that protection of knowledge will result in more openness about new 

discoveries and innovations, and hence improve the possibility for others to use the knowledge in their own 

research and development. It would hence also be easier to negotiate licenses between the right holder and 

companies, which want to use an idea commercially, when the legal authorities and institutions are strong. Article 

66.2 of the TRIPs agreement furthermore instructs the developed countries to provide incentives to enterprises 

and institutions on their territories to transfer technology to least developed countries. So far very little has 

happened regarding the developed countries‟ obligations under article 66.2, and even though it is too early to 

judge the agreement on its practical results, it can be called into question if the agreement will promote transfer 

of technology to an extent which will have a corresponding impact on the economy in the developing countries 

as compared to the situation before the introduction of TRIPs.  

India has raised the question about technology transfer in a review of the agreement in 1999, calling for a better 

implementation of that part of the provisions in the TRIPs agreement. But more serious critique of the 

agreement can be raised. If it is possible to protect technology and products by an effective patent-system in all 

countries, it will also give companies control over all its markets without investing in them. Earlier, companies 

were forced to invest in countries with a weak protection of IPR, in order to be price competitive due to lower 

production costs in these countries. Under a strong patent regime, this will no longer be necessary. In this 

scenario, the TRIPs agreement can result in decreased technology transfer because MNCs won‟t outsource or 

invest as much as earlier.  



46 
 

CHAPTER 3 THE PHARMACEUTICAL INDUSTRY IN INDIA 

One of the countries where the new demand for TRIPs is expected to have - or already has had - a large 

influence, is India. The process of adopting and implementing the new patent legislation is especially interesting 

due to the circumstance that the national pharmaceutical industry in India has a size and importance, which 

enables it to affect the national political process at several levels. The TRIPs issue is a highly political issue in 

India and political parties and NGOs have been involved in the political matter since the late 1980‟s.  

HISTORICAL BACKGROUND 

The existing pharmaceutical industry in India is in many ways a product of State regulation and intervention. The 

historical background of the industry will give a better understanding of the present situation and will help to 

elaborate on how changes in the patent legislation will influence its structure.   The Indian government has 

regulated the pharmaceutical industry through license systems, price control, direct investments in state-owned 

enterprises, founding of different research institutions under CSIR
7
 and a special patent-law, which by most 

people in the pharmaceutical industry is considered the single most important factor for the development of the 

industry so far. It is important to note that the industry does not speak with one voice in this matter. There are 

different and opposing interests and views within the industry, reflecting company size, ownership as well as 

types of pharmaceutical products they manufacture and the resources they spend on research and development 

of new products (R&D). The Indian industry is therefore not united on the matter of patents (See later in Part II 

& III). 

PRE-INDEPENDENCE PERIOD 

There have been commercial pharmaceutical companies in India since the beginning of the 20th century whose 

main emphasis was on production of formulations (i.e. finished products) to deal with tropical diseases. The 

domestic production did up to World War II only account for a fraction of the market for medicine
8
. There were 

less than 10 registered producers of Western-type pharmaceutical products in Indian in 1915 and 30 in 1947, 

many of them former or existing producers of non-pharmaceutical chemicals. The bulk of the Indian market was 

supplied by unregistered producers and imports from developed countries, which typically was out of reach for 

the majority of the population (Ministry of Industry 1988; Ahmad 1988; Chaudhuri 1997). It has therefore been a 

                                                      

7 Council of Scientific and Industrial Research (CSIR) is a governmental body established in 1942 in order to strengthen 
research and development in India. It has 40 laboratories spread around India and some of them are involved in 
pharmaceutical and biochemical R&D (see the section on R&D institutions in India later). 
8 However, local suppliers of medicine were established during the war in order to supply the local market. 
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stated national political goal, since the independence in 1947, to build up a pharmaceutical industry in India in 

order to secure modern medicine at affordable prices for the larger part of the Indian population. 

POST-INDEPENDENCE PERIOD  

 The Indian national policy aiming at building up a domestic pharmaceutical industry as an important element in 

the development of general health care has moved through several stages: 

In the Mid-1950s, the pharmaceutical industry was selected as a National Priority and an area where both public 

and private investments were encouraged under the Industrial Policy Resolution. During the early post-

independence period, the strategy was to invite foreign MNCs to invest in the sector. According to the Industrial 

Policy Resolution, foreign investors were guaranteed that no discrimination between Indian and foreign owned 

companies would be made, that there would be easy remittance of profits from manufacturing and – in the case 

of nationalisation – full compensation would be paid (Ahmad, 1988:6). This strategy succeeded in a fast build-up 

of production throughout the 1950s and 1960s due to the expected strong market growth. 

Until the mid-1970s, the production from the MNC investments dominated the Indian market. As late as 1970, it 

accounted for approx. 90 % of total production (ICRA 1999:4). During this period, Indian owned companies 

played a minor, if increasing, role. Some of the pharmaceutical MNCs set up marketing and distribution facilities 

only in India, while the supply of products was imported from the mother-company abroad. Others would 

import bulk drugs (intermediate products), which were then manufactured into specific formulations (finished 

products) in India. A more direct route to the establishment of a domestic industry was the foundation of state-

owned pharmaceutical companies, which, beside production of medicine, also carried out process research to 

generate and improve pharmaceutical products, often in order to reduce the production costs. Hindustan 

Antibiotics started production of penicillin and other anti-infectives in 1954 and Indian Drugs and 

Pharmaceuticals Limited (IDPL) were among the first Indian companies which started up production of bulk 

drugs, in a Soviet-built manufacturing plant in Hyderabad in the beginning of the 60‟s. The MNCs that started 

up production in India contributed with new technology, knowledge and international manufacturing practices 

and together with the state-owned companies and research institutions they also became the main source for the 

Indian private sector industrial entrepreneurs a decade later, when some of the leading staff in these companies 

started their own businesses (Chaudhuri, 1999:11). Around 1970, there was a shift in Indian industrial policy 

toward greater reliance on national control. The foreign owned companies were by law obliged to transfer voting 

majority to Indian nationals as the companies were converted to Public Limited companies under Foreign 
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Exchange Regulation Act
9
 (FERA). The foreign owners did, however, in most cases maintain the control over 

the companies (Ahmad, 1988:8). 

1970 PATENT LEGISLATION 

The Indian government introduced a new Patent Act in 1970, among other things to promote and develop the 

domestic pharmaceutical industry. This legislation has had a significant influence on the development of the 

Indian pharmaceutical industry after 1970, when the new  

patent act only recognised process patents and not product patents for products with chemical substance, which 

included pharmaceuticals, agro-chemicals and food products. This has been especially important for the 

pharmaceutical industry, because a large part of the cost normally lies in the research and development phase and 

marketing of new products. The 1970 Patent Act gave the pharmaceutical industry in India decisive competitive 

advantages by allowing companies to copy the chemical substance (the so-called bulk drug) from patented 

products by only changing the method by which the patented molecule was produced and to market them in 

India. The 1970 patent act made it possible for many new companies to enter the market for patented 

pharmaceuticals, without having to cover large R&D expenses. The companies furthermore often had lower 

marketing expenses, because the products they produced already were well-known by medical practitioners, 

pharmacists and consumers and therefore needed less introduction to educate the doctors about the therapeutic 

effects of the drug or to introduce the products to the market. The 1970 patent act therefore changed the pattern 

of competition in the pharmaceutical industry in India - away from competition on the development of new 

medical treatments, towards volume/price led competition. 

The R&D in the pharmaceutical industry in India is strongly oriented towards this mode of production. 

Production companies, state research institutions and technology centres are involved far more in process 

innovations than in product innovations in order to develop new ways to produce a known medical compound‟s 

molecule or to reduce the production costs. This has been made possible by a relatively large resource of well-

educated and -trained scientists and engineers in India, compared to other third world countries, which enabled 

domestic companies to develop new methods to produce even complicated pharmaceutical products. The 1970 

patent act has been the decisive factor that enabled Indian companies to expand and gradually dominate the 

Indian market for pharmaceutical products. In 2000, Indian owned companies accounted for between 60-70% of 

the Indian market, compared to only 10% in 1970. The shift in market share has been due both to the swift 

increase in production from an increasing number of new entrants and to the fact that some MNCs pulled out 

from the Indian market as a reaction to the new patent act and the introduction of stronger price control in 

                                                      

9 According to FERA, foreign companies (with few exceptions) must bring down the foreign-owned equity share to less 
than 40%. Foreign companies in the pharmaceutical industry opposed the act and they succeeded in postponing the 
implementation for the industry from 1974 until the beginning of the 1980‟s (Martinussen, 1988:78).   
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1970. Another reason was that the MNCs remaining in India in many cases did not introduce their new patented 

products on the Indian market, because domestic companies would introduce a copy version at a lower price a 

few weeks after the product was first introduced, making it difficult for the MNCs to make an acceptable profit 

or even to cover their marketing and distribution expenses. The larger MNCs‟ product portfolio in India will 

often be quite different from other countries. 

THE STRUCTURE OF THE NATIONAL PHARMACEUTICAL INDUSTRY IN 

INDIA 

The structure of the pharmaceutical industry in India is for various reasons atypical, when compared to the rest 

of the world. The existence of a large number of small and medium sized companies in India is contrary to the 

structure normally seen in the pharmaceutical industry in other countries (where a relative small number of very 

large companies have close to monopolistic status in particular medical treatments, due to the extremely high 

R&D expenditures in this industry and the patents protecting the products). The 1970 patent act made it 

possible for many different companies to enter into the production of the same the rapeutical drug. The 

competitive market with many producers resulted in a low unit margin and thereby reduced the profit that can be 

made by producing the products. The production of pharmaceutical products in India is also characterised by a 

disintegrated production, where companies focus on particular parts of the value chain. There are different reasons 

for this. Relatively low entry costs due to the fact that copying existing products has been allowed for, low capital 

costs in some formulation segments and government subsidies for setting up small scale units (ICRA, 1999:60). 

Often, small companies will not have the financial strength necessary to invest both in the production of bulk 

drugs and formulations, and the companies have therefore either chosen to become suppliers to other 

companies or outsource parts of the production.  

Another explanation of the difference between the Indian pharmaceutical industry and the industry in other 

countries is that in the pharmaceutical industry in general, production costs only amount to a smaller part of the 

total expenditure. Estimates made by ICRA shows that 40% of the cost structure in a R&D-based MNC stem 

from Sales and Marketing, 20% from R&D, while only the remaining 40% are production costs. In India, where 

the market is characterised by many companies competing in the same medical treatments, and where limited 

amounts are spent on R&D (see R&D section later), most of the expenses stem from production. For a high-

growth Indian company, production costs are around 83% (material costs alone are 50%) and marketing is 12% 

(ICRA, 1999:107). Because far the largest share of total costs are production costs, manufactures will to a large 

extent use external suppliers, who specialise in bulk drugs or other chemical compounds, which they sell at 

competitive prices in comparison with the opportunity costs of the purchaser since they can produce under 

economies of scale. Outside purchase of intermediary products thus reduces the total production costs. 
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The companies in the industry are often categorised into three groups: 

1) The organised sector, which consists of larger companies registered by the Director General of Technical 

Development (at federal level),  

2) The small-scale sector, with companies registered by the state authorities, and  

3) The informal sector, without formal registration by the authorities
10

.  

The organised sector - the larger pharmaceutical companies - consists of relatively few large companies, some of 

which are in joint venture with, or controlled by, foreign pharmaceutical companies, and 200 larger independent 

Indian companies. Beyond this there are nearly 20.000 small-scale companies or companies in the informal 

sector (OPPI, 1999) which in different ways are involved in the production of formulations, bulk drugs or 

related items for the industry. The figures for the small-scale companies are only estimates and should be read 

with some caution. Even though the small and medium scale companies exceed the organised sector in numbers 

by a factor close to 1:100, they only account for 12% of the market. The small-scale companies producing 

formulations often sell their product unbranded and instead use the generic name of the active molecule to 

describe the content (ICRA, 1999:56). The smallest producers often produce formulations, sold through local 

doctors. The development in numbers of pharmaceutical companies is shown in figure 3.1.  

NUMBERS OF PHARMACEUTICAL COMPANIES 

 
 
Figure 3.1. The development in numbers of pharmaceutical companies in India from 1947-1998.Source: Chaudhuri, 1999 & OPPI Annual 
Report 1982 & 1999. 

 

                                                      

10  According to the Drug and Cosmetic Act 1940, companies involved in production, and distribution or sale of 
pharmaceutical products are required to be licensed by the Food and Drug Administration on state level, but many small-
scale companies do not have the requested license (Lanjouw, 1998:9). 
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It appears from the figure that the increase in the number of companies has mainly taken place after 1970, when 

the new patent legislation was introduced - and especially since the beginning of the 1980s. The increase in 

numbers is due to the smaller companies, while the number of large scale-companies has remained relatively 

fixed around 200-300.  

It is estimated that 460.000 persons were employed in the pharmaceutical industry by the end of the 1990s 

(290.000 in the organised sector and 170.000 in small-scale units). In addition, about 750.000 persons were 

employed in supplying industries in India, making the total numbers of employed in the pharmaceutical industry 

more than 1.2 million people (OPPI 1999). Even though the estimates must be read with some caution, it gives 

an idea of the difference in size of the small scale companies - with an average of less than 9 employed - and the 

companies in the organised sector with on average around 1000 people employed. The large number of 

employees in the organised sector is due to large marketing divisions, typically making up 40-60% of total 

employment in these companies
11

.  

PRODUCT PORTFOLIO  

Production of drugs can be divided into two main categories: bulk drugs, which is the therapeutic molecule in 

powder form in the drugs, and formulations, which is the final compound. Formulations can be tablets, capsules, 

injections and syrups or in the form of plasters, where the therapeutic drug is absorbed through the skin. The 

skills, technology and capital needed in the production of bulk drugs and of formulation are quite different. 

Production of bulk drugs requires abilities to carry out chemical syntheses together with process and quality 

control, which has to be carried out by skilled chemical engineers or pharmacists, and the production requires 

advanced production facilities. Production of formulations is more diversified due to the different types of 

formulations and different types of depot effects. In the case of production of formulations in India, one finds 

back-street production of simple tablets sold to local pharmacies, and in the opposite end of the scale modern 

factories employing hundreds of blue- and white-collar workers, developing and producing medicine in capsules 

with advanced depot effects, which are sold on the world market. Both production of bulk drugs and of finished 

formulations have increased significantly since the early 1970‟s, and India has over the last couple of years been 

self-sufficient in most basic drugs listed on WHO‟s list of essential drugs. In Table 3.1., the development in 

production of formulations and bulk drugs is shown from 1947 and onwards. 

 
  

                                                      

 
11 The relatively low share used on marketing compared to the large number of persons employed in the marketing 
divisions in the companies can be explained by low salaries in India, while material costs in  production and the cost of fixed 
capital is determined by the prices on the world market. 
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PRODUCTION OF FORMULATIONS AND BULK DRUGS IN INDIA 

 
Bulk drugs Formulations 

1947-48 n.a. 100 

1965-66 180 1,500 

1975-76 1,300 5,600 

1980-81 2,400 12,000 

1985-86 4,160 19,450 

1990-91 7,300 38,400 

1995-96 18,220 91,250 

Table 3.1.: The development in production of formulations and bulk drugs in 
India from 1947-98 in million Rs. (current prices). There were insignificant 
production of bulk drugs in 1947 in India, but it is not possible to get exact 
figures.   Source: Oppi Annual Report 1982&1999.  

 

In the years immediately after the new patent legislation was enacted in 1970, Indian companies still imported 

most of the bulk drugs from abroad and transformed them into finished formulations, but as the Indian 

companies became more advanced and skilled, more and more bulk drugs were produced in India. This can be 

seen in the proportion between the value of production of formulations and of bulk drugs. The production of 

bulk drugs made up approx. 10% of the total production of pharmaceuticals in 1965; the share increased to 19% 

in 1975 and has since remained close to this figure (table 3.1.). The Bulk Drug Manufacturers‟ Association 

estimates that there were around 600 bulk drug manufacturers in India in the f.y.1998-99. Only 10% of the bulk 

drug companies are large companies, while around 80% are medium-sized. 250 of the companies were located in 

Andhra Pradesh state, which has been the centre for bulk drug manufacturing since the mid-1960‟s when the 

government set up the first Indian bulk drug factory in Hyderabad (Chaudhuri, 1997:9). There has also accrued 

changes in the relative share of production between the different sectors (public, foreign and the private Indian 

sector). In 1974, only 25,5% of the bulk drugs were produced by private Indian companies, 36,7% by public 

owned companies and 38,8% by foreign companies, while figures from 1980 shows that only 26,3% of the bulk 

drugs were produced by public companies and 51,7% was produced by private Indian companies (of which an 

estimate of 20% was produced by small-scale Indian companies) (IDMA 2001:8). In the late 1980‟s, the public 

sector accounted for about 10% of the total production (OPPI 1989:4). They have lost further market shares 

during the 1990‟s and today only account for an insignificant part of total production. 

The development in the pharmaceutical industry in India and the responses to the TRIPs-agreement will be 

elaborated in chapter 11 in Part III.   
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PART I I  THEORETICAL FRAMEWORK  
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CHAPTER 4 GLOBAL ECONOMIC CHANGE PROCESSES  

This chapter will discuss the concept of globalisation and global governance, as theoretical conceptionalisations 

of the term “External forces”. To a start, general questions regarding globalisation are discussed, with a view to 

see if globalisation is real global and if it‟s new. In this way the arguments presented in the debate on globalisation
12

 

are critically discussed, and at the same time giving a more detailed understanding of the global economic change 

processes resulting in altered global governance structures. 

THE DEBATE ON GLOBALISATION 

Broadly speaking, there have been the two poles, or groups of scholars, in the globalisation debate. The first 

group accepts globalisation as an occurring phenomenon, but uses the concept in very different meanings, 

adding different values to and with different emphasis on the political, economic, social and democratic 

outcomes. Griffin (2003), Strange (1996) and Ohmae (1990) pay special attention the declining role of the State, 

not least due to growing importance and influence of MNCs or IGOs. Other scholars describe a process of 

decline in transaction costs or barriers to doing business (e.g. Anderson,2002) or talk about globalisation as “the 

spreading economic and military might of the US” (Jameson 2000:49). At the other pole in the debate one would find a 

number of different groups of scholars, the „globalisation sceptics‟, where some are arguing that globalisation 

shall be looked upon as a “social construction” (Bartelson 2000) or questioning the significance and nature of 

global changes, e.g. Weiss (2001) and Hirst & Thompson (1996) In contemporary globalisation research there 

seems, however, to be consensus among most academics (including the sceptics) working in this field that the 

international flows of capital, consumer goods, semi-manufactured articles and technology have intensified 

considerably over the last 15-20 years (see figure 4.1 and 4.3). It also seems generally accepted that the 

contemporary global change processes can challenge established political and economic hierarchies and that this 

development requires new modes of thinking when contemporary change processes are analysed (Weiss 2005; 

Nayyar (ed.) 2002; Wolf 2001; Held & McGrew, 2000). Although there still remains disagreements as to what 

extent the development is irreversible, its magnitude upon the role of the State, and the geographically spread of 

it. While this study places itself between the two poles referred to above, the positions are used as a reference for 

the further discussions on globalisation.   

  

                                                      

12
 The chapter will, however, only to smaller extent set out the different positions in the debate (for more elaborated 

presentations, see Weinstein (ed.) 2005; Dicken 2003; Held & McGrew (ed.) 2002; Held & McGrew et. al., 1999). 
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A GLOBALISED WORLD ? 

The strong increase in cross-border flows of capital and commodities, which constituted an important part of 

economic globalisation
13

, has ledto phrases such as “The end of geography” or “The borderless World” (Ohmae 1990), 

due to decreasing importance of distances between e.g. producers and suppliers or producers and consumers - 

made possible by new information technology, faster and cheaper transportation systems and new inter-firm 

relations or corporate organisation. Another globalisation phrase is “The end of the nation State” (Ohmae 1995), 

referring to fundamental changes in the importance of the national State as the primary actor in the global 

economy; or limitations to its room for manoeuvre, due to the intensified cross-border exchange and the 

emergence of a “globalised society”
14

. As to the latter, it refers to the fact that the nation States today co-exists 

with  - or are subjugated to - decisions made in supra-national institutions, referred to as “globalisation of 

economic governance and regulation” brought about by international organisations such as the WTO (see later 

in this chapter).  

According to figure 4.1 world export has more than doubled during the 1990‟s, and even though a relative 

stronger increase in world trade took place in the period from the late 1960‟s to the mid-70‟s, the development in 

the 1990‟s is significant because the development can‟t be accounted for by oil price-chocks or other chocks to 

the economy. Furthermore the level of trade as percentage of world GNP is much larger in the 1990‟s. 

  

                                                      

13
 Economic globalisation will in some cases also refer to global standardisation of lifestyles, brought about by the 

circumstance that large segments of the world consumers (with money to spend) are exposed to the same information, 
advertisements and cultural icons. Ohmae (1995: 15) has called this phenomenon California-ization, indicating the direction 
flows of information and cultural values goes in the world. Terms such as “global village” further underpin the 
understanding of the world as becoming smaller and with decreased separation of time and space in social relations, though 
based on the premise that this cultural etc homogenisation reaches all parts of the world somehow equally (Giddens, 1990: 
20).    
14

A “globalised society” can also refer to sub-national actors who take up global identity or “the globalisation of social 

activity” (Giddens, 1990: 21).  Hence the concept of economic globalisation is in some parts of social science understood in 
a broader sense than the intensification of flows of capital, commodities and technology as mentioned above. The changed 
economic flows is brought about by actors who has altered their practices - due to new possibilities or caused by structural 
changes in the way capital is accumulated or in the mode of production. But the new practices also reflect changes in the 
actors‟ mind set, and their interpretation of international possibilities, and these collective changed understandings of the 
world compose elements of globalisation. 
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DEVELOPMENT IN INTERNATIONAL TRADE 

 
Figure 4.1. Development in international trade in the period from 1953 – 2002, shown in current prices and fixed prices (1995). Source: IMF, 
1979, 2001 & 2003 (own calculations).  

 

When it comes to cross-border exchanges and shaping the contemporary global economy, MNCs have become 

far the most important players (Dicken, 2003:198), and not only when it comes to international trade. FDI rose 

to more than US$ 1.306 billion in 2006, of which US$ 880 billion where used for mergers and acquisitions 

(UNCTAD, 2007), while the total value of world export in goods was US$ 11.983 billion in 2006 (the total 

export of services was US$ 2.617 billion (UNCTAD.org)). Several of the largest MNCs will have assets of more 

than US$ 200 billion which exceeds the GDP of larger developing countries such as Argentina, Thailand and 

Malaysia (UNCTAD, 2007:229). The turnover of the two largest US automobile producers, Ford and General 

Motors, is approx. equal to the entire GNP of Sub-Saharan Africa (Degnbol-Martinussen 2002:70). The MNCs 

are important engines behind the economic and political change processes in the world today, and their size gives 

them furthermore a considerable influence upon world market prices and national as well as international 

policies. However, this does not necessarily mean that all countries, sectors and markets in the world economy 

are conforming into one world economy. There seems to be clear empirical evidence (see below) suggesting that 

development in international trade and distribution of FDI is unequally distributed between countries. Several 

scholars (e.g. Held & McGrew (eds.) 2002:3; Lauridsen 1997; Hirst & Thompson 1996), has argued that the 

economic integration can be seen as “trilateralism”, because the development mainly takes place between the 

world‟s three dominant economic powers, the US, EU and Japan, with a fourth leg – the most developed 

emerging economies of ASEAN and China – rapidly expanding into the league.   
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TRADE BETWEEN REGIONS 

 

Figure 4.2. World merchandise export, 2002 from the EU, North America, Japan and the rest of the world shown by destination (in US$). 
Source: International Trade Statistics 2007, wto.org  

 

The figure above confirms the picture of world trade as manly a matter between EU, North America, and Asia, 

and especially the EU has a very high degree of intra-export.  

Hirst & Thompson (1996) have also called in question the importance of the increase in flows on the money and 

capital markets, registered since the 1970s, in terms of relevance to the debate on  globalisation. It is argued that 

the international financial penetration in terms of openness to capital flows was greater between 1900 and 1914 

for some countries, e.g. the UK. Hirst & Thompson have furthermore examined the reasons for the growth of 

international financial flows since the 1970‟s. Their findings suggest that floating exchange rates after the break 

down of the gold standards under the Bretton Woods system in the early 1970‟s, vast and mobile OPEC funds, 

macro-economic imbalances such as government debt problems and balance of payments deficits in some of the 

world‟s leading economies (not least the US), as well as deregulation and liberalisation of the capital markets, are 

important explanations behind the increase in money and capital flows. However, the large capital flows, which 

constitute an important part of the globalisation argument, are not irreversible. Financial markets can face 

regulation in order to avoid negative effects of short time in- or outflows of large amounts due to speculation in 

currencies, so-called “hot money”, and the era of large government deficits, financed by e.g. bond sales, is on its 

return, reducing the global supply of attractive securities. In the summer of 2007 leading European politicians 

voiced concerns about investment from so-called Sovereign-Wealth Funds into Europe and discussions on 

limiting FDI from these funds has been taken up in the European Council.Equally, FDI has been another source 

of global capital flows, however UNCTAD‟s World Investment Report showed an extensive fall in FDI in 2001 

and 2002, after several years with constantly growth (UNCTAD, 2003:table 1) reinforcing the argument that 
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global capital flows are not irreversible. Furthermore, Hirst & Thompson argue, the importance of FDI upon 

national governments‟ economic policies is overrated. Most international companies still only operate in a small 

number of countries, and actually only a few true MNCs exist; less than 90 of the world‟s top-100 MNCMNCs 

are active in more than 20 countries (UNCTAD, 2007:236). The companies operating internationally are not as 

foot-loose as one might have been led to suppose. It is argued that the MNCs “are very reluctant to uproot 

themselves because they get entrenched in specific national markets and with local suppliers and dealers” (Hirst 

& Thompson 1996:198). The international companies will therefore not leave a country unless there are 

fundamental structural disincentives - and not because a national government imposes specific policy constraints. 

When it comes to ownership and management of the large MNCs, the companies are not very trans-national. 

Especially Japanese and US companies tend to be owned by national shareholders, and their boards reflect this 

(Grant 1997:324f).       

WHAT’S NEW? 

The world has experienced increases in global flows of capital and commodities in earlier periods, especially 

during the so-called belle époque
15

 from 1890-1914
16

 (World Bank 2002:24; Hirst & Thompson 1999a:71) and one 

might ask how the contemporary economic globalisation in substance differs from earlier waves of globalisation 

in the form of earlier internationalisation of capitalism as in the beginning of the 20th century, or the “new 

international division of labour” (NIDL) (Fröbel et.al. 1980) in the 1970s. Perhaps it is useful to see how 

globalisation has developed during the last 40 years, if we measure it as an index of development in world GDP 

compared to the development in world exports, which will reflect the share of imported goods in total supply. 

Due to lack of data, export figures do not comprise services, and – as services in general are growing faster than 

goods in GNP – the registered development will tend to underestimate the actual situation. 

 

  

                                                      

15
 The belle époque is considered the first wave of globalisation, and was triggered by a combination of falling 

transportation costs, due to technical inventions such as steamships, and reductions in tariff barriers made possible by a 
French-Anglo agreement on trade (World Bank, 2002). 
16

 Griffin and others mention the expansion from Europe into Africa and South America as earlier examples of 
globalisation.(2004:1081). 
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GLOBALISATION INDEX 

 

Figure 4.3. Globalisation measured as the relationship between the developments in world export compared to the development in global output 
(world GNP). Source: IMF 1979, 2002, 2003; World Bank, (own calculations).   

 

The figure above shows that world trade has been rising faster than production, hence supporting those who 

claim that the world, or at least the world‟s major trading nations, has become more economically integrated. It is 

worth noticing that during the 1980‟s there was a setback in world integration, happening at the same time as the 

term “globalisation” found its ways into literature describing contemporary economic and sociological events 

(e.g. Ohmae, 1990 or Giddens, 1990).  

Clearly, if globalisation is measured as the development of world export vs. the development in world GDP, the 

world has become far more globalised during the last 30-40 years. However, the world saw similar situations in 

the 19th century (Hirst & Thompson, 1999b), and the figure does not reveal if there is a difference between 

globalisation and the NIDL, nor brings us closer to an explanation of the difference. Scholars from the French 

School of Regulation argue that globalisation is a process, which is subject to real restrictions (mode of 

production and technology), and should be seen as a global adjustment to crisis in the Fordist model of 

accumulation. International production can be seen as „global production lines‟ where small, geographically 

spread, production lines link up to create a virtual production line replacing the traditional Fordist physically 

centralised mass production (Ugarteche 2000:188f). Coriat (1997) argues that internationalisation differs from 

what is known as globalisation when we look upon how industrial production is organised. NIDL, or 

internationalisation, was organised around a single dominant style of production, in form of Fordist mass 

production, slow diffusion and innovation, where price was a key factor when companies where competing. By 

contrast, it is claimed that competition under globalisation is multidimensional, with emphasis on price, quality, 
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product differentiation and speed of production. As a response to the new forms of competition, the industrial 

organisation has also changed and has become much more diversified: Companies use strategies such as 

worldwide sourcing, diseconomies of scale, economics of scope and different forms of flexible organisation 

(Coriat, 1997: 242-243) disintegrating the production process vertically, but also horizontally. These diverse 

forms of global production systems have both created new opportunities for the South (see e.g. Gereffi (1999; 

1994) on Global Commodity Chains), but also set new and higher standards for subcontractors‟ innovative 

capacities, their flexibility and quality control. This is not to say that there isn‟t still demand for low-price 

products, manufactured according to a classic Fordist production regime. But the international price-bound 

competition has increased since the relocation of labour intensive operations in the value chain from the OECD 

to the South back in 1970‟s
17

. A picture, which has been reinforced during recent years, as China has reoriented 

its economy to be export-oriented. By focusing on the organisation of capitalist production in the form of a 

post-fordist mode of production, it is possible, qualitatively, to distinguish NIDL from globalisation.  

IS GLOBALISATION REAL, GLOBAL AND NEW? 

The definition of globalisation, which was set out in the prologue, States that globalisation is “a concept 

describing contemporary political, economic and institutional change processes”. As accounted for above, 

significant economic change processes have taken place during the last decades, and the development described 

in chapter 2 on GATT/WTO shows, that the economic development has been followed on the 

political/institutional level, reinforcing the importance of global governance. Even though WTO is a global body 

regulating standards for international trade and investments, figure 4.2 confirms other scholars‟ analysis arguing 

that globalisation isn‟t global, instead the concept of trilateralism is used. As globalisation is not global, the 

debate also suggests that it is not new either. Moreover, the debate suggests that globalisation is not irreversible. 

However, the contemporary economic change processes differs from both the previous Bell époque and NIDL 

by the (different) ways production is organised. This constitutes an important quantitative and qualitative 

difference between earlier historical events and the contemporary “globalisation”. The different accumulation 

regimes and ways to organise business depend upon the institutional settings in the different countries or 

regions. The consequence of the latter is that globalisation, or global economic change processes, will manifest 

themselves differently, and that globalisation cannot be seen as an end to neither geography nor the State. The 

                                                      

17
 Through the 1990‟s there was a debate on the degree to which Fordism had been replaced by flexible specialisation or 

post-Fordism. Sayer & Walker (1992) challenged the concept of post-Fordism and flexible specialisation both methodically 
and by pointing to the lack of empirical evidence that Fordism had been replaced on a global scale (1992:192-199). This 
point is well taken; Fordism does still exist as a production regime throughout the world. However, it is not an either-or; the 
different production-modes can co-exist, and it is not a question whether one production form is superior to the other. 
Hirst & Zeitlin argue that theoretically each production regime is capable of generating productive improvements and 
economic growth but that contemporary production regimes depend on the framework of the institutional settings at the 
micro level of the firm or region, and the macro level of the national and international economy (Hirst & Zeitlin, 1997:221). 
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role of institutions is explored in chapter 7, with a view to elaborate on how institutions are shaped and 

reshaped. 

GLOBAL GOVERNANCE ORGANISATIONS 

The increased international trade, and changes in the international division of labour as accounted for above, has 

also changed the requirements for international regulation. Nation-States have increasingly become economic 

and political interdependent in line with increased economic integration. The US economy benefits from Japan 

and China purchasing US government bonds. Southeast Asia, and some South American countries, benefits 

from Japan‟s and China‟s huge export to the US and Europe, while the European economy would benefit if the 

US dollar is high, and the world economy as a whole depends on low oil-prices. The interdependence between 

national economies has been well understood at least since the world crisis in the 1930s, which gave rise to the 

understanding that diverse national interests had to be regulated on a supra-national level in order to avoid a 

repetition of the disastrous consequences for all of a breakdown in the international exchange of goods, services 

and capital
18

.  Therefore a number of international institutions have been established, whose purpose is to 

coordinate common policies or constitute a forum for discussions or negotiations; many of these are more than 

half a century old. The UN and its special bodies, WHO, IMF, World Bank, and GATT and its successor WTO, 

are all clear examples of global international institutions, but there also exist international institutions that only 

represent countries with shared political interests. OECD, OPEC, NATO, G8, and G20 are all cases in point to 

illustrate this. However, international organisations are not only a response to contemporary change processes; 

institutional path-dependency and historical circumstances play, along with political strength, important roles 

when organisations are established, altered or dissolved. GATT‟s replacement of ITO is a clear example of how 

international organisations respond to or are a result of different political interests. WTO can do as a more 

recent example. The TRIPs agreement in WTO has in several ways undermined the legitimacy of the UN 

organisation WIPO, which also deals with intellectual property rights. Or the shift in US policy towards more 

emphasis on bilateral or regional trade agreements with a large number of countries can be interpreted as a 

response to difficulties to get political results through the WTO system. This might very well undermine WTO‟s 

role as the most important international organisation regulating international trade. 

The development of regional trade organisations has accelerated during the 1990‟s and into the new millennium. 

Regional trade blocks with, or without, a political structure or regional political bodies have been established, 

strengthened or expanded. EU is clearly the most ambitious project, but also ASEAN (AFTA), NAFTA, 

MALCASUR, APEC, and the African re-floating of a political structure after OAU, in the form of the African 

Union (AU), points in the same direction. There are marked differences between the different regional 

                                                      

18
 See historical part on ITO in chapter 2. 
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institutions, EU and AU probably being the two opposite poles. However, they all reflect that regionalism still 

plays an important role, which is also indicated in figure 4.2 above (world export by destination). The different 

types of regional bodies shown in table 4.1 below illustrate the political and institutional span between Free 

Trade Areas and Common Markets and Economic Unions. In order to develop and secure political institutions, 

which can implement the policies of free movement of productions factors and harmonization of policies, a high 

degree of State capacity is required. 

DIFFERENT TYPES OF REGIONAL ECONOMIC INTEGRATION 
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Removal of trade restrictions between 
member states 

    

Common external trade policy towards 
non-members 

    

Free movement of factors of 
production between member states 

    

Harmonization of economic policies 
under supranational control 

    

 Table 4.1. Own figure. Source: Dicken  2003:147.  

 

ASYMMETRIC POWER RELATIONS 

International institutions, or Intergovernmental Organisations (IGO), act as forums for negotiations between 

nation States, and even though there may be shared interests, there can clearly still be conflicting interests or 

different agendas – and the IGO and international institutions are best comprehended as arenas for political 

negotiations and power struggles. The organisations differ in the way the formal rules for decision-making have 

been drawn up. The differences reflect the subject areas with which an organisation deals. The more contentious 

a subject area, the closer the rules of decision-making reflects the relative power between the member nations 

(“asymmetric power relations”). International financial institutions (IFI), such as the World Bank, IMF and 

regional development banks, are governed by boards where the voting power is decided by the countries‟ share 

of the capital closely governed by their GDP, clearly weakening the poor and developing countries‟ political 

influence. But asymmetric power relations between countries, or coalitions of countries, can also exist where the 

decision-making process is based upon one nation, one vote; by powerful States either bypassing the 

organisation, or by threatening with leaving it. It goes without saying that countries with strong economies, 

which are less dependent upon others, can use these methods more successfully than countries, which depend 

upon e.g. international aid or access to export markets. Again, US policy towards GATT and ITO can do as a 
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point in case to illustrate this argument. Finally, the asymmetric relations of power can also be used in a bilateral 

context by taking - or threatening to take - political, economical or military steps if a given policy isn‟t changed. 

The end of the cold war, with the collapse of the USSR, has furthermore changed the relative bargaining position 

for countries in the South, because their geopolitical position has become less important to the only remaining 

superpower, US
19

, and because there isn‟t any real alternative but to engage itself in the capitalist world 

economy. The concept of asymmetric power and global institutions will be further discussed in the following 

chapter.   

GLOBAL GOVERNANCE AND POLITICAL CONFLICTS 

While IGOs have increased their political importance in relation to nation States as a consequence of 

globalisation, the asymmetric power relations in the decision-making process ledto the argument that 

“Globalization is cementing old economic inequalities between the “haves” and “have-nots” (…) in the sense of having the capacity to 

make rules or not” (Woods 1999: 389). International institutions and agreements constitute normative standards for 

global regulation and their content is often decided by political, economic and military power holders in the 

North. Yet, for rules to have an impact on a global scale, they still need to be enforced by the “have-nots”- 

governments. This brings us back to the first research issue raised in this thesis and the point made about the 

dilemma that must be faced by States when requirements from WTO are conflicting with local economic or 

social interests. The question is how the State‟s room for manoeuvre is influenced, subject to pressures from 

countervailing interests, and how these influences must be analysed. 

CONCLUDING REMARKS ON GLOBAL ECONOMIC CHANGE PROCESSES 

This chapter has discussed the concept of globalisation and global governance, as theoretical 

conceptionalisations of the term “External forces”. In this context it is argued that the contemporary global 

change processes can challenge established political and economic hierarchies and that this development requires 

new modes of thinking when contemporary change processes are analysed. 

It is showed that significant economic change processes have characterised the last decades, and that the 

economic development has had a „spill-over‟ effect and as such followed at the political/institutional level, 

reinforcing the importance of global governance. 

Globalisation is (among other things) seen as a global adjustment to crisis in the Fordist model of accumulation. 

As such international production can be seen as ‟global production lines‟ where small, geographically spread, 

                                                      

19
 This has, to some degree, changed again due to the “war against terror” launched post 11 September 2001. 
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production lines link up to create a virtual production line replacing the traditional Fordist physically centralised 

mass production. Companies disintegrate the production process vertically, but also horizontally.  

Nation States have increasingly become economic and political interdependent in line with increased economic 

integration. Consequently, a number of international institutions have been established, whose purpose is to 

coordinate common policies or constitute a forum for discussions or negotiations. However, international 

organisations are not only a response to contemporary change processes; institutional path-dependency and 

historical circumstances play, along with political strength, important roles when organisations are established, 

altered or dissolved. 

International institutions, or IGOs, act as forums for negotiations between nation States, and even though there 

may be shared interests, they also serve as arenas of political power struggles due to conflicting interests or 

different agendas. In these cases asymmetric power relations will influence the political outcome.  
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CHAPTER 5  A REDEFINED ROLE FOR THE STATE? 

This chapter will analyse the role of the State on the backdrop of the previous chapter, in which it was argued 

that global economic transformation processes were taking place, and that the interdependency has reinforced 

the need for international regulation in the form of IGOs.  While Chapter 6 is paying special attention to the 

domestic activity of the State, the discussion in the present chapter is more concerned with the State‟s external 

relations as being played out in the framework of international organisations and inter-governmental 

negotiations. 

THE STATE AS AN IMPORTANT ACTOR  

Despite the fact that governments have to implement and enforce global regulation, as argued in the previous 

chapter, it is a dominant myth among hyper globalists that the State, (“that artifact of the 18th and 19th centuries” 

Ohmae, 1995:7) has begun to crumble. The Nation State
20

 is becoming dispensable due to what Ohmae calls the 

four I‟s (Investments, Industry, Information technology, and Individual consumers) (Ohmae, 1995). Instead, new 

regional and global forms of organising people and business will replace it. In line with this view, it has been 

claimed that State authority is being hollowed out (Strange 1996:150), changing the character of the State 

claiming that it no longer matters as a decisive institution, regulating economic transactions inside and across 

national borders. On the contrary, Strange claims that “Where States were once the masters of markets, now it is the 

markets which, on many crucial issues, are the master over the governments of States” (1996:149). It seems, however, a bit 

premature to declare an end to the Nation State and the State as a master governing institution. And one might, 

as Robert Wade (1996), rephrase Huckleberry Finn‟s old saying that “reports of the death of the State as a master 

governing institution is greatly exaggerated”
21

. Some of the counterarguments were thoroughly elaborated in the 

previous section. Others concern claim that while the number of IGOs has increased the actual external 

constraints on the State has not, due to the fact that the regimes of regulations designed by these IGOs are 

rather loose and unconstraining (Sørensen, 1997).  

The discussion about the role of the Nation State will be left to geographers and regional economists, while the 

(redefined) role of the State as an institution will be discussed in the following pages, and further elaborated in 

Chapter 6. 

I will argue that the State still plays a decisive role in a number of ways and will remain to do so for the 

foreseeable future. The arguments pro or con “globalisation” accounted for above basically shows a many-sided 

                                                      

20
 Nation state is used synonymously with state as a geographical space, without going in to a discussion if it contains large 

groups of people with common culture, institutions or values. 
21

 Robert Wade wrote “reports of the death of the national economy are greatly exaggerated”. 
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development, where there are no clear-cut answers to the questions raised about globalisation and the role of the 

State. A number of arguments certainly point to the fact that the economic and political processes, described as 

globalisation, are important when contemporary economic and political events are analysed, and that they have 

significant impact upon companies, institutions, consumers and the State. However, this does not make the State 

superfluous or subordinated to the logic of the market forces. The topic areas below make up issues where the 

State still is of considerable importance
22

, but where the change processes are also active:  

International actor. The State is still far the most important player when it comes to representing national 

interests in International Governance Organisations. States negotiate with each other, and the State remains the 

sole authority, which is able to implement the decisions and rules, agreed upon in the IGO, inside their national 

territories. States will also in other ways influence IGOs, or other States, by supporting or opposing policies, 

when this is considered to be in their national interests or in line with their political position. E.g. when the US 

refuses to contribute to UNIDO or other special agencies under the UN, because of political difference of 

opinion with the formal majority. States will also remain of importance in bilateral contexts, representing the 

interests of their citizens, vis-à-vis other nations.  

State Institutions and Organisations. The State‟s ability to create, support and promote the „right institutional 

set-up‟ is of great importance for a country‟s economic potential (this discussion will be continued in chapter 7), 

and State capability becomes an important issue here. States, and State capacity, is still of importance, perhaps 

even more so in a globalised economy because of competition between firms in different geographical areas and 

because of the differences in efficiency of institutionalised economic and social infrastructures. These institutions 

play an important role for the level of competitiveness for national firms by “socialising” certain costs of 

production. In order to survive the increased international competition, a firm‟s decision to remain on a certain 

State‟s territory or “emigrate” will be influenced by the relative quality of the institutions supplied by the 

individual States. States have to respond to these change processes in order to secure domestic workplaces. 

However, initiatives, which previously came from the State, are in some situations replaced by inter-State 

initiatives (e.g. common EU policies) or by sub-regional initiatives.  

Macroeconomic policies. Macroeconomic policy is one of the areas where globalisation, taking the form of 

increases in cross-border financial flows, has a huge impact. Nevertheless, even though the financial markets 

have a disciplinary effect upon Finance Ministers and Central Bank governors to create a „sound macroeconomic 

environment‟, there is still room for political manoeuvre for countries (though some States has more room than 

others). Taxes, size and allocation of State budgets still differ between countries, and so do interest rates and 

inflation.             

                                                      

22
 Wolf, (2001:189f) highlights three areas 1) appropriate legal framework and public goods, 2) national identity and 3) 

provide and guarantee stability.  
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Democratic institution. The State is, in most situations, considered the legitimate institution, which, at the 

same time, represents and exercises power and authority over its citizens. Most political thinkers mention the 

State as an institution, which is able to provide protection and security for the population inside the territory of 

the State, from both internal and external threats (which is the prime argument for the State‟s monopoly of the 

legitimate use of physical force within a given territory, and purpose of war). An important argument for the 

State‟s monopoly of the legitimate use of physical force is that it represents the people inside its territories. The 

State can, furthermore, be seen as the authoritative allocator of resources between citizens inside the State. 

Policy-making processes and decision-making are, however, gradually being moved from the State to Supra-State 

bodies, both regional and global, challenging the role of the State as a democratic institution.     

The areas listed above are interlinked and will constantly be under pressure and altered due to the processes 

discussed throughout this chapter and, as a consequence, so will the role of the State. The State and the 

functions it maintains must be adjusted, corresponding to changes in the prevailing accumulation regimes, the 

development in technology, and modes of production. That is, however, not a recent phenomena. The role of 

the liberal State has continuously been altered throughout history. The developments of the welfare State in 

many European countries, and to some extent also in North America, illustrate this. State involvement in 

railways and utility companies, and the British State‟s involvement in the colonies in India and the southern part 

of Africa in the 20th century are examples of how the State‟s role in society has been altered or redefined under 

the pressure of current events. The economic and political processes described as globalisation can be seen as 

responses to crisis in the dominant Fordist production regime in the late 1960s and 1970s, as argued by Coriat 

(1997). A development the capitalist States have supported and facilitated, by securing the legal and physical 

infrastructure, and by creating or strengthening supra-national institutions and investing huge sums in 

infrastructure (Carnoy & Castells 1999). The question: “Is globalisation altering the role of the State?”  is hence 

not so relevant. Instead, the question can be rephrased to: “To what degree is the role of the State altered?” 

(which is an empirical question, and the answer must be expected to differ between States and over time).  

Is a given, observable development fundamentally redefining the role of the State? In the case in question – 

Globalisation – the answer can be affirmative, but before we can decide if this is the case or not, it must be 

discussed how to analyse this, define what should reasonably be understood as “fundamental” and how degrees 

of change can be measured. The analytical framework to understand the political processes and how global 

political and economic processes impact upon the autonomy of the State will be further developed in chapter 6, 

with a view to setting up an analytical framework which can answer this thesis‟ first research issue. As a 

preparation for this, some general observations about the State and how global processes influence its political 

manoeuvre room and sovereignty will be discussed in the rest of this section. 
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THE “SOCIETY OF STATES” 

Basic questions in this context are to what degree the State is transferring decision-making power or sovereignty 

from the national level to Supra-State or regional level, and furthermore what the implication of this is. However, 

before concepts for analysing this are discussed, some of the leding principles for conceptualising the modern 

State are set out. It seems generally accepted that the principles of sovereignty and territoriality between States 

were laid down in what is called the “Westphalian model”, named after the Peace Treaties of Westphalia of 1648, 

which concluded the Thirty Years War in Europe. With the Westphalian peace treaty, the signatory sovereigns 

granted each other mutual rights of jurisdiction in their own national territories, meaning that they accepted 

other States‟ territorial sovereignty, the principle of non-intervention in domestic affairs (in other recognized 

States), and that States consent as the basis of international legal obligations (Held & McGrew et. al, 1999:37). 

The conception of international law, based upon the Westphalian Model, can be summarised by the following 

points: 

o The world consists of, and is divided into, sovereign territorial States, which recognize no superior 

authority 

o The processes of law-making, the settlement of disputes and law enforcement are largely in the hands of 

individual States 

o International law is oriented to the establishment of minimal rules of coexistence; the creation of 

enduring relationships among States and people is an aim, but only to the extent that it allows State 

objectives to be met 

o Responsibility for cross-border wrongful acts is a “private matter” concerning only those affected 

o All States are regarded as equal before the law: legal rules do not take account of asymmetries of power 

o Differences among States are often settled by force; the principle of effective power holds sway. 

Virtually no legal fetters exist to curb the resort to force; international legal standards afford minimal 

protection 

o The minimization of impediments to State freedom is the “collective priority” 

 (From Held & McGrew et. al, 1999:37f) 

It is an ongoing discussion if the Westphalian model ended with the Second World War in 1945, or it still holds 

today
23

 (Ibid. 1999:37). However, without going into a long discussion, I will claim that with some of the 

international organisations, established in the aftermath of World War II under the UN system, some of the 

principles described above where hollowed out, or altered, according to one‟s point of view. The responsibility 
                                                      

23
 A highly relevant discussion - when it comes to State sovereignty - is warfare (pre- and post-WWII). It can e.g. be argued 

that the wars in ex-Yugoslavia or Iraq were so-called “wars of aggression” and that it is therefore unprofitable to discuss the 
use of Westphalian model. However, it seems relevant in a civil context and the model is therefore used as a point of 
departure for discussing the role of the modern State.   
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for cross-border wrongful acts as a “private matter” concerning only those affected (number 4), and to some 

extent the recognition of “no superior authority” (number 1) has changed with the establishment of the UN 

Security Council and The International Court of Human Rights. At the same time, one should of course 

remember that other principles of the Westphalian model clearly are embedded in, or has strongly influenced, 

the post World War II organisations. In tune with the change processes described as globalisation, some of the 

principles set out in the Westphalian Model, has been altered. While the settlement of disputes and law 

enforcement are still largely in the hands of individual States (number 2), the processes of law making have been 

undergoing a change. The formal decision making process is still a national matter; national parliaments have to 

ratify rules and regulation which their governments have agreed upon in international organisations (unless other 

things has been agreed upon, e.g. in the EU). However, the political process of national legislation has in some 

situations moved from a national level to an international level, restricting State autonomy in these matters. It is 

also an open question if “international law is oriented to the establishment of minimal rules of coexistence” 

(number 3). The agreements made in the WTO, and not least in some of the regional organisations, are so far-

reaching and detailed that one can hardly talk about “minimal rules of coexistence”. This leads to the conclusion 

that the role of the modern State is altered when compared to the Westphalian Model. And in continuation of 

this argument; that the transference of decision-making power or sovereignty from the national level to the 

Supra-national can be seen as a response to specific historic events with great repercussions, e.g. in the form of 

world economic crisis, followed by a ruinous war (World War II), but also as response to changed production 

regimes over time, e.g. from Fordism to more flexible ways of production. Another factor, which can influence 

national political decision processes is MNCs and INGOs. Even though the arguments put forward by the 

hyper-globalist take it too far, as argued by Hirst &  Thompson, MNCs still influence market prices and political 

decisions, and for that reason we may add a “Transnational layer” in the global governance structure.   

LEVELS OF GLOBAL GOVERNANCE 

One of the scholars who have introduced globalisation early in the debate is George Modelski (1972). While his 

concept of globalisation is different from the one which seems to dominate the debate today
24

,
 
and the model 

does not, in itself, have explanatory value, some of his methodical observations about global governance may still 

be relevant when we want to structure or illustrate different levels of global governance. McGrew (2000) has 

adapted Modelski‟s so-called “layer cake” model (Modelski, 1972:231), where the global governance 

infrastructure is seen as different layers in the form of a global, a national, and a sub-national layer. McGrew has 

added a fourth layer in the form of a transnational layer (made up by large MNCs and international NGOs), and 

the State or national government is “sandwiched” in between the three other layers as showed below. The extra 

                                                      

24
 Modelski puts emphasis on the enlargement of the geographical scope of human communities when he refers to 

globalisation (Modelski, 1972:41). 
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layer in McGrew‟s version adds more realism to the model, though it also mixes up layers of formal decision-

making on different levels with companies and organisations, which influence the decision-making process. The 

model can be further calibrated to the current analysis of the political processes in India by replacing a so-called 

sub-State level (regional and municipality authorities) with a civil society level (including national business and 

NGOs). This addition will mean a distinction between State and its civil society in the analysis; the implications 

for this are discussed further in chapter 6, but as set out in the methodological part in chapter 1, a society-

centred approach is adopted in much of the research. The logical outcome of this is that the national level (the 

State) is seen as an arena for conflicting interests; not only between groups or classes in society, but also between 

different global and national actors. However, as argued in chapter 6 the State itself can be an actor, and as with 

the other levels in the model, its potential to influence the political outcome correlates with its capacity, strength 

and legitimacy. 

The model will be used to structure the analysis in Part III on how internal and external actors have affected the 

political process in India, e.g. the role of international pharmaceutical companies and NGOs during the 

negotiation process in GATT, and during the political process in Indian Parliament.  
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LEVELS OF GLOBAL GOVERNANCE  

 
Model 5.1. Modelski and McGrew’s “layer cake” model to understand different political levels in a globalised world. Source: McGrew, 2000:143 

  

Supra-State bodies include both global bodies such as United Nations, the WTO, the World Bank and regional 

bodies such as the EU or ASEAN, and are synonymous with what is called IGOs in this thesis (see the previous 

passage on IGOs). While all generally recognized States are members of some international organisations, other 

international bodies cover only special geographical areas, with special interests or with shared political and 

military interest. 

The transnational layer. This layer will include MNCs, which, as accounted for in the previous chapter, have 

huge economic influence. However not only MNCs impact upon the political process inside States or supra-State 

bodies; the political processes and the States‟ room for manoeuvre is also challenged from other sides. 

International NGOs have become increasingly important as political players and constitute an important part of 

the global political infrastructure
25

  

                                                      

25
 Dialogue with the civil society (including NGOs and business interests) is institutionalised in many of the IGOs. The EU 

Commission has regular civil society “Dialogue Meetings” in Brussels; WTO invites NGOs as observers to participate in the 
Ministerial Conferences, and WTO‟s official website hosts discussion papers from NGOs. Likewise, the World Bank is in 
dialogue with many NGOs on a national basis. The NGOs‟ and INGOs‟ local knowledge can be important for IGOs, 
because this knowledge is unavailable to the staff working in these organisations, and while NGOs on the one hand 
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National level covers governments, the political system and civil servants in recognized nation States with a 

distinct government structure
26

.     

The civil society layer. This layer includes first and foremost business and NGOs, who actively influence 

political processes on the national level; either through formal canals or by influencing the public debate. But 

also groups or classes in society who hold political power will be included here (this will be elaborated in chapter 

6).  

Modelski‟s and McGrew‟s model above is useful when global governance is defined broadly as “not only the 

formal institutions and organizations through which the rules and norms governing world order are (or are not) 

made and sustained – the institutions of State, intergovernmental cooperation and so on – but also those 

organizations and pressure groups – from MNCs, transnational social movements to the plethora of non-

governmental organizations – which pursue goals and objectives which have a bearing on transnational and 

authority systems” (Held&McGrew et. al. 1999:50). Hence, when global governance is analysed, different levels 

but also different types of actors have to be incorporated in the political analysis. Later it will be discussed in 

greater details how the different levels can influence upon the different stages in the political process (agenda-

setting, decision-making and implementation), though most weight is attached to the national level. In this 

section, I will only mention how interaction and influence upon the political processes can influence on the 

agenda setting. When municipalities have problems with healthcare or school budgets it becomes a political issue 

on the national level, which can respond with political initiatives that are not welcomed on the local level. When 

transnational companies have problems with market access, it can become a political issue on the supra-State 

level, and this can again become a national matter, if it is successfully adopted on the supra-State level. An 

important point regarding „agenda-jump‟, is that it is possible to set the agenda in situations, where it could 

otherwise prove very difficult for different reasons. 

  

                                                                                                                                                                                

represent the voice of the civil society, and can be seen as democratic watchdogs, they also legitimise the decision-making 
process (O‟Brien, et. al., 2000:19). 
26

 An exception to the rule could be the Palestinian authority, which does not have a State on a recognized territory, but 
have authority representing the Palestinian people in Supra-State bodies. 
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LINKING GLOBAL GOVERNANCE TO NATIONAL POLITICAL ANALYSIS  

During the previous pages it was argued that external political forces tend to have stronger political influence 

upon the political processes inside sovereign States than previously; and that external forces will impact upon 

new political topic-areas. Asymmetric power relations between States exist, it was furthermore argued, both 

when it comes to bilateral and multilateral agreements. The outcome of this can be debated, e.g. Griffin 

(2004:1082) argues that "globalization has indeed eroded the sovereignty and autonomy of territorial States, particularly of small 

States with low average incomes". As this is to be tested, the question remains how external forces can be 

incorporated in the political analysis in a more consistent manner
27

. In this context, I will argue that external 

forces can have a double impact upon the political process. On the one hand they can introduce new agendas on 

the national level, and secondly, they can alter the relative strength between the internal actors in the domestic 

political process. The external forces need therefore to be analysed differently according to how they impact 

upon the different levels in the political process (see the part on “political economy of reforms” in chapter 6).  

ASYMMETRIC GLOBAL GOVERNANCE 

The concept of asymmetric power relations presented in the previous chapter can be expanded, linking it to 

national political analysis. To illustrate this asymmetry we return to Modelski‟s work from 1972 for further 

inspiration. Political power relations will not be an equal linear model, as indicated in the layer cake model. E.g. 

external forces will have much larger impact upon some countries than others. Likewise civil society 

organisations and business will have larger political influence in some countries than in others. States can be 

under a double-sided pressure, from supra-national institutions, such as the WTO, other (important) States and 

MNCs on the one hand and on the other hand civil society inside the State‟s territory. Pointing to the WTO, 

Weiss argues that “rich nations as a group [..] have carved out a multilateral order which best suits their current development 

trajectory” (2005:724). It is this kind of „double pressure‟ which is expected to have impacted upon India‟s political 

room for manoeuvre during the political process to amend its patent legislation in accordance with the TRIPs 

agreement. 

 
  

                                                      

27
 The actual influence of external political forces, being IGOs or MNCs, will of course vary from case to case and from 

country to country. See part on “constrains on the State autonomy” later in this chapter for further discussion and 
elaboration on the role of external political forces. 
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ASYMMETRIC GLOBAL GOVERNANCE 

 
Model 5.2. The models are illustrating world systems of politics. Civil society organisations and business inside the State’s territory are in the 
bottom; the middle layer is the nation-State, while the two other layers illustrate global governance and is made up of the supra-State layer and the 
transnational layer as in the previous layer cake model. Own figure, with inspiration from Modelski, 1972:277.   

 

The first model, A, is a linear model where all States have equal political room for manoeuvre. Model B 

illustrates a situation where the political room for manoeuvre is unevenly distributed between States, because the 

global layer or the civil society/business layer has considerable political influence upon political processes. Model 

B could illustrate the type of double-pressure the Indian State has been placed under during the political process 

of amending the country‟s patent legislation. Amrita Narlikar agrees with the picture drawn above (2003:36ff), 

however she adds an important point to the discussion by analysing bargaining coalitions (in the GATT and 

WTO). Different groups of likeminded developing countries have throughout the years, since the launch of the 

Uruguay Round, formed different, and chancing coalition groups. By doing so, the developing countries have 

managed to influence the outcome of Ministerial conferences, e.g. removing labour standards from a WTO-

context to ILO in Singapore and putting public health on the agenda in Doha (Narlikar, 2003: chapter 8).      
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DOMESTIC POLITICAL PROCESSES 

However, a theoretical frame is still needed to understand the domestic political processes in a situation where 

external forces, e.g. in the form of requirements from the WTO, impact upon the political process in a sovereign 

State. Previously in this chapter it has been discussed how the State‟s room for manoeuvre has been influenced 

internationally; we still need to elaborate upon how the State‟s room for manoeuvre is influenced by internal 

political, economic and social forces. In this context it is expected that political changes inside the Indian State 

will be a result of a political process, where different internal actors, with different agendas, will bring their 

influence to bear. The outcome of this process will constitute India‟s response to the external pressure through 

the stages of agenda-setting, internal decision-making and implementation (see chapter 6 for elaboration of these 

concepts). But it can also be expected that the supra-State and transnational levels simultaneously will try to 

impact upon the outcome of the internal political processes in India, i.e. continue to exercise influence – or aim 

at influencing – throughout the three stages in the internal political process.  

It remains a question if this double pressure, illustrated in model B above, alters the State‟s legitimacy vis-á-vis its 

citizens in relation to the final outcome of the political process, or if the double pressure can be handled through 

the normal channels in the political process. The analysis in Part III cannot provide a clear-cut answer to this, 

but State legitimacy and the role of IGOs in this context is an important and interesting aspect of global 

governance. Carnoy and Castells argue that globalisation redefines the social boundaries of the State, and that 

“The classic nation State requires a bounded national community as its frame of reference. When globalisation forces the State to 

redefine this frame of reference, then national communities lose their channel of political representation.” (Carnoy & Castells, 

1999). The argument on the redefined frame of reference for the States due to globalisation is well taken, and we 

might add that State policy may respond to changes in the dominant accumulation regime, or people‟s re-

production pattern, as a result of globalisation. However, the point made by Carnoy & Castells can be challenged 

in two ways. 1) Globalisation and global governance will force States to redefine their frames of reference 

differently, according to the type of pressure and policies forced upon them. And more importantly: how the 

political room for manoeuvre is distributed between States, as discussed above. The argument is that when 

European countries implement WTO policies as accepted by the EU Commission, they will have to redefine 

their frames of reference to a significantly lesser extent than e.g. India, when it has to conform to new 

international standards from WTO, because EU has a better bargaining position in the organisation. 2) 

Furthermore, it remains an empirical question if, or to what extent, the national communities lose their channels 

of political representation, in a process where global political and economic changes force the State to redefine 

its frame of reference. A question, which requires a more elaborate understanding of how political channels and 

processes work in a (given) country. 
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CONCLUDING REMARKS ON A REDEFINED ROLE FOR THE STATE 

This chapter has discussed the role of the State on the backdrop of chapter 4, where it was argued that global 

economic transformation processes were taking place, and that the interdependency has reinforced the need for 

international regulation in the form of IGOs. Furthermore, it has been argued that political influence in the IGO 

is unequally distributed between States; this asymmetry in political power influence their room for political 

manoeuvre differently, it will typically be the States in the North who will set the international political agenda.  

The dominant myth among hyper-globalists, that the State as a master governing institution is dead, seems 

premature. The State still plays a decisive role in a number of ways and are expected to do so the foreseeable 

future. The sovereign State as a model is still been strived for in large parts of the (developing) world). It is 

argued that the State still haw relevance. It will have significant impact as an international actor, be the major 

architect behind sound and strong institutions and organisations, create macroeconomic stability, and finally 

function as a democratic institution with legitimacy vis-á-vis its own citizens. The areas are interlinked and will 

constantly be under pressure and altered due to the economic and political processes taking place. A basic 

question in this context is to what degree the State is transferring decision-making power or sovereignty from the 

national level to Supra-State or regional level, and furthermore what the implication of this is.  

A discussion on the role of the modern State compared to the Westphalian Model reach the conclusion that it is 

altered. And in continuation of this argument; that the transference of decision-making power or sovereignty 

from the national level to the Supra-national can be seen as a response to specific historic events, but also as 

response to changed production regimes over time. 

With inspiration from McGrew (2000) and  Modelski (1972) a so-called “layer cake” model is adopted, where the 

global governance infrastructure is seen as different layers in the form of a global, a national, a transnational and 

finally a civil society level. The model above is useful because global governance is defined as not only the formal 

institutions and organizations but also those organizations and pressure groups.   

Finally it is argued that external forces can have a double impact upon the political process. On the one hand 

they can introduce new agendas on the national level, and secondly, they can alter the relative strength between 

the internal actors in the domestic political process. 
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CHAPTER 6 ANALYSING NATIONAL POLITICAL CHANGE 

PROCESSES 

The following chapter will discuss and operationalise a theoretical framework for analysing political change 

processes operating with both external and internal forces. However, before the adopted theories are 

operationalised, a general discussion will be carried out touching upon central elements in newer political science. 

APPROACHES TO STATE THEORY 

On a higher level of abstraction one can distinguish between a society-centred and a State-centred policy analysis 

approach; both approaches will be adapted in this research. Where society-centred approaches assigns primacy to 

societal structures as well as social forces when analysing States and policy processes, the State-centred approach 

focuses upon the actual behaviour of the State and the State bureaucracy (Degnbol-Martinussen 2001:28f). 

Furthermore, State-centred approaches regard the State as an actor on its own, formulating policies that will 

benefit broader segments or classes in society than just the political and economic elite. This study has no 

intention of writing itself in to the debate about a State vis a vis a society-centred approach; however, the debate is 

revisited, and the findings from this analysis will be used to critically discuss the two different approaches in the 

conclusion. (For an update on the discussions, see Critical Review Special Edition on State Autonomy (Vol 14, 

No.s 2-3)). 

For political analysts, the two different approaches indicate important distinctions between what they consider as 

independent and dependent variables in political theory (Grindle & Thomas, 1991:20). But according to 

Degnbol-Martinussen, analysis, at a lower level of abstraction, can combine the two perspectives by posing the 

research issues as empirical questions about the degree of State autonomy (Degnbol-Martinussen, 2001:36). This 

type of questions are raised in the first research issue, asking: How have external and internal forces affected the political 

process concerning amendments to the patent legislation in India in the period from 1986 to 2005? This study will therefore 

subscribe to both approaches in the following analysis. Apart from being empirically oriented, this research issue 

also indicates that forces external to the Indian State (but inside the State‟s territory) are expected to have 

influenced the political outcome. Hence, political processes cannot be viewed as a linear feedback model where 

political issues move through different layers in the political system, isolated from the surrounding society. The 

political processes towards amendments to the India patent legislation are best understood by considering the 

operations of political systems in their own environment, broadly defined as socio-economic institutions in 

physical and political terms (Jenkins 1978). The analysis carried out here will therefore take its point of departure 

in a society-centred approach, inspired by institutional perspectives. However, the Indian State is also expected 

to have been an important player on different levels in the political process, and the research issue implicitly 
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indicates that the State formulates and implements the policy - but under pressure from groups and classes 

outside the State apparatus.  

ADAPTING A RESEARCH STRATEGY 

Inspired by Martinussen (1997:221f), and as a consequence of using two different approaches to State analysis, 

two different analytical dimensions are applied in combination in this research. One focusing on the State as an 

arena for interaction and conflicts between contending social groups and political forces - both national and 

international. The other dimension is focusing on the State as an actor in its own right, which exerts a relatively 

autonomous influence upon political decisions and the implementation of these decisions. This discussion is 

fuelled by the fact that the Indian State constitutes an international actor pursuing national objectives during 

negotiations in WTO and, as a signatory party, must implement international agreements. When the State 

becomes an actor in the political process it will also be present in the political arena, which in itself is an 

analytical dimension. This can bring about methodical problems, and one has to be aware of this double function 

of the State in this analysis. The problem can be partly solved during the operationalisation of the theoretical 

frame. Inspired by Grindle & Thomas‟ work (1991), the political process is divided into three different stages, 

agenda setting, decision-making and implementation, which will make it more clear what analytical dimension is used. 

The analytical division is also made on the assumption that the political strength can vary between the different 

stages. While external actors could have the political strength to put an issue on the political agenda they may not 

have political power to actually decide upon the issue. Grindle & Thomas argue that all three phases need to be 

incorporated into political analysis and planning of the policy process; not least because political actors might be 

excluded from the decision-making phase due to weak democratic institutions in some developing countries. 

Furthermore, by dividing the political process into these three stages, the autonomy of the Indian State can be 

discussed in a nuanced way, paying attention to situations where the State enjoys considerable autonomy, and 

situations where the political room for manoeuvre is very limited. Yet, before the theoretical frame is 

operationalised, a more elaborated presentation of the two central approaches when analysing the State seems 

appropriate in order to strengthen the theoretical arguments in combining the approaches. Furthermore, it will 

provide the basis for later theoretical discussions, when this thesis is put into perspective.     

SOCIETY-CENTERED APPROACHES  

As mentioned above, the different society-centered approaches assign primacy to societal structures, social 

classes, or individual actors when analysing States and policy processes. The point of departure in the analysis 

carried through here is that different groups, societal classes or individuals in the society have different aims and 

agendas, and it can be assumed that these actors will further their interests by making their influence bear in the 

political processes, according to their means. The outcome of the political processes is, in this tradition, seen as a 
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result of the balance of power between social classes, or individuals/groups, based on force and coalitions, which 

over time can be influenced by changing economic and political conditions. 

One of the major contributors to society-centered analysis has been different Marxist traditions. Even though 

neither Marx nor Engels paid much attention to analysis of the liberal State, State analysis has been of major 

importance for Marxists. This can be explained, among other things, by the political controversy between the 

revolutionary and the reformist wing the Socialist movement. In much Marxism-Leninism inspired literature, the 

State is simply seen as an instrument of the ruling class (Jessop 1990:27), and will therefore only respond to the 

economic and political elite in society. A position, which can easily be found in much of Marx and Engels‟ own 

writings (e.g. Marx & Engels 1952 and 1971; Marx 1875). Marxist-Leninist inspired political analysis is therefore 

often reduced to an analysis of the political economy in society, and the struggle between classes, while the State 

is reduced to an institution defending the ruling class. However, many of the Marxist-inspired traditions since the 

1970‟s has reconsidered this approach and moved their theoretical understanding of the liberal State to a more 

balanced position (see the discussion below). The more balanced position also reflects some of Engels‟ later 

writings, where he agrees that political forces inside the State apparatus have their own life (Engels, 1890), but 

this has been neglected in much of the early Marxist-Leninist literature. Another important contributor to 

society-centred State analysis has been the Pluralist school of thought, which operates under the assumption that 

the State‟s policies are the result of political processes between competing societal groups (DeCanio, 2000:140). 

Some of the Marxist positions on the liberal State have been shared by some Pluralists, who have treated State 

organisations as something „neutral‟ that could be captured by groups in society (Hill 1997:42), and who saw 

State organisations as “mainly inert recipients of pressure from interest groups” (MacPherson quoted in Dunleavy & 

O‟Leary 1987:43). But where the Marxist approach has historical materialism and the antagonistic interests of 

social classes and modes of production as their methodological point of departure, most Pluralists advocate 

methodological individualism. However, Pluralist writers recognize that the relative bargaining strength among 

the various groups in society is unequally spread, and that some groups in society have a stronger bargaining 

position than others (McLennan 1989:54). Some of the more critical Pluralists (Dahl and Lindblom, 1976) 

acknowledged that personal influence of entrepreneurs in politics play an important role, and that the political 

system is driven by the concerns for business interests (McLennan 1989:57). 

Public choice
28

 theories can also be added as a society-centered approach. Public choice is rooted in a common 

methodical assumption about self-interested individuals, with a consistent set of preferences over a set of 

alternatives – as known from mainstream economic theory. The assumption is transferred into an over-all view 

of the State, which, according to public choice writers, reflects the collective preferences of the individuals; hence 

macro-political phenomena have micro-foundations in individualistic behaviour (Dunleavy & O´Leary 1987:92). 

The State‟s political institutions will respond to voters‟ signals in the same way as market and prices respond to 

                                                      

28
 Public choice theories are also known as collective choice, rational or social choice theories. 
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each other. This should not be read as a naïve understanding of the State as an institution reflecting all 

individuals‟ interests, but as a methodology to understand State and policy processes as something reflecting 

voters in society and with the assumption that all political agents in theory have equal access to political 

influence. 

As clearly demonstrated above, society-centered approaches, have very different methodical positions and 

theoretical explanations of the forces driving State policies and institutions. In this connection, I will argue that 

both the public choice and parts of the pluralist approaches miss out important exploratory elements by using 

methodical individualism. To understand why a State pursues a given policy, methodical individualism tends to 

explain this by claiming that the State will opt for the policy that benefits the largest number of people in society, 

because they have the voting majority. However, this is problematic as it gives an unsatisfactory explanation, 

when this turns out not to be the case: The huge subsidies to farmers inside the EU can do as an example to 

illustrate how policy is not necessarily a question about how agents vote or choose. Neither has methodical 

individualism much exploratory value if we want to understand why political change processes occur (except the 

very general Statement that “peoples‟ preferences change”). While political pressure and political forces are made 

up by individuals or groups reflecting collective preferences of these individuals, the reasons for individuals to 

act politically or economically shall be found in social and economic structures in society. Or as Hugh Ward 

formulates it: “[public choice theories] rather seek to illuminate how choices are made within structure” (Ward, 2002:75). Even 

though one must be careful talking about „objective interests‟, the structures under which the economy functions 

will be important determinants for the choices made by individuals. Furthermore, some liberal approaches are 

basically confusing welfare-economic assumptions about maximising utility under given budget constraints with 

economic agents or classes struggling to push their individual or collective budget constraint outwards.    

Finally, according to both the pluralist and the public choice theories, the State is something, which can be 

captured by any group in society, if it can muster a majority or form alliances with likeminded groups. If this was 

the case, one would expect to find several examples of thoroughgoing political reforms in the liberal democracies 

in the period after WW II. And one would also expect to find examples of transition from liberal democracies to 

socialist State forms, rooted in the popular classes, as a more common phenomenon than seen. Chile under 

Allende could have been a case in point to disprove this argument; unfortunately it reinforces the arguments put 

forward by the traditional Marxist interpretation of the liberal State, or segments of the liberal State, as an 

instrument in the hands of the ruling classes, who will defend their privileges and interests against a voting 

majority. 
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STATE AUTONOMY AND “THE RELATIVE AUTONOMY OF THE LIBERAL STATE” 

All the society-centered approaches set out above moreover can be critically discussed in the light of State 

autonomy 
29

, as they regard the State as a dependent variable in the political analysis, and none of them ascribe 

the possibility of independent action to the State, when it comes to policy formulation. But, as mentioned above, 

the society-centered approach must accept at least some State autonomy as an empirical fact. State autonomy can 

vary over time, between countries and between fields and levels in political processes, indicating that the 

existence and effects of internal and external constraints on the State autonomy need more attention in the 

political analysis. Some of the often-mentioned external factors limiting autonomy will typically be economic 

restrictions like foreign aid-dependence, budget deficits, susceptibility to financial crises (as seen in Southeast 

Asia in 1997-98) or outside political/military restrictions (as seen in Iraq between the two US-led wars against the 

country). These types of external constrains has been elaborated in chapter 4, and will not be discussed further. 

Instead, internal constraints on State autonomy, or the State‟s room for manoeuvre, will be discussed. It seems 

somehow not as straightforward to discuss domestic constraints on State autonomy. As mentioned above, 

societal inspired scholars are paying little attention, or outright denying, the existence of State autonomy in 

domestic political issues. Liberal scholars, rooted in methodical individualism and rationalism, will argue that the 

State tends to act rationally against a background of the accumulated utility of the citizens of the State (and hence 

representative democracy is important). And for that reason, the State as an actor in its own rights has little 

meaning
30

. Also Marxist inspired scholars has traditionally argued that the State ultimately would consider the 

elite‟s economic interests (and hence control over the State apparatus or “the dictatorship of the proletariat” is 

important for the socialist revolution), and this position, too, leaves little room for State autonomy. According to 

Grindle & Thomas, much of the society-centered theory on the State denies “the existence or potential for the 

                                                      

29
 State autonomy can be used in different ways, when analysing international politics or domestic State issues. IP related 

issues will often refer to the degree of political sovereignty a State has vis á vis other States or international organisations 
such as the World Bank, IMF, aid donors or UN agencies. The issues raised here can be on “autonomy from” external 
political, economic or military forces, which restrict the State's national sovereignty in its own territory. Some of the oft-
mentioned external factors limiting autonomy will typically be economic restrictions like foreign aid-dependence, budget 
deficits, susceptibility to financial crises (as seen in Southeast Asia in 1997-98) or external political/military restrictions (as 
seen in Iraq between the two US-led wars against the country). These types of external constraints are elaborated in the 
previous chapters. When analysing State autonomy in relation to domestic political issues, the focus, however, is shifted in 
the direction of the degree of political sovereignty a State enjoys from groups or social classes in society. And one can talk 
about the State‟s “autonomy to” formulate and implement holistic and long-term policies which go beyond the interests of 
strong social or economic forces - short-sighted or not. This implies, however, that the State pursues what basically can be 
seen as “national interests”, instead of being an instrument or agent for powerful groups in society, when exercising 
different kinds of power or influence, as argued in much of the Marxist literature. Furthermore, State autonomy takes 
different kinds of meanings when related to the State as a whole, its constituent parts, or the polical elite (Degnbol-
Martinussen, 1999:5). The State apparature‟s capacity and capability to plan and implement long-term development policies 
are, as mentioned by Evans (1995; 1997), important when political processes shall be analysed and constrains on States 
autonomy are to be identified. 
30

 Perhaps, an ideological angle can be added to the liberal position on State autonomy. When the market (politically or 

economically) is seen as the best resource allocation mechanism, the State itself become less important as a research area – 
except when State failures are studied. 
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relative autonomy of policy elites” (Grindle & Thomas 1991:19). However, the debate has, as demonstrated 

below, been more nuanced than the positions reflected by Grindle & Thomas, and they may be criticized for 

taking a blinkered point of view of the society-centered approaches.  

A MARXIST INTERPRETATION OF THE LIBERAL STATE   

Traditional Marxist theories have been facing serious empirical problems during the second half of the 20th 

century e.g. the rise of the welfare state in many western capitalist economies, or nationalisation of some 

industries in e.g. France. This development could hardly be captured by the traditional Marxist interpretation of 

the liberal State as “a committee for managing the common affairs of the whole bourgeoisie” (Marx & Engels, 1848). As a 

consequence of the empirical problems and limitations to the scope of application for the Marxist state theories, 

Marxist scholars, especially during the 1970‟s and 80‟s, elaborated upon theories on the liberal State, arguing that 

the State could impose stabilisation policies, which were in the long-term interests of the capitalist class. But 

more important, that the State was not fully controlled by the economic elite in society. In some situations, class 

forces in society are evenly balanced, and classes or groups in society can force the State to initiate reforms and 

policies which are not in the short-run interests of the capitalist classes, thereby establishing a so-called Arbiter-

model (Dunleavy & O‟Leary, 1987:243-245). Nicos Poulantzas, who basically considered the liberal State as an 

institution which secured the economic elite‟s hegemony, wrote in one of his later works that several studies 

showed that the State‟s acknowledged social functions were a direct consequence of the relative strength 

between the people and the elite (Poulantzas, 1978:74). In these situations, the capitalist liberal state would tend 

to suppress the class struggle; however, as all the capitalist state‟s measures, those dictated by the popular masses 

included, when all comes to an end, are part of the strategy that in the long run will benefit Capital or be in 

accordance with expanded reproduction (Poulantzas, 1978:75), linking up to a functionalist approach to State 

theory (see below). So, while Poulantzas and many Marxist inspired scholars with him did not see the State as an 

institution through which the means of production could be collectivised, the State was seen as an arena for class 

struggle, where all social forces impact upon the State, according to their actual political strength (Ougaard, 

2003:35).  

As it was recognised that the State could secure political stabilisation and maintain broader national political 

coalitions it also led to a revised view of State autonomy, recognising that the State could also have a 

considerable degree of autonomy in the short run, irrespective of the single classes in society. Legislation, on a 

number of topic-areas, could change in accordance with the relative power relations between social classes (but 

in conformity with changes in the economic base (see below) (Dunleavy & O‟Leary, 1987:253)). However, the 

autonomy was relative, because the liberal State was dependent upon the capitalist mode of production, and 

hence could not alter the private ownership of the means of production. Today, one could add in continuation 

of this, the nation‟s position in a globalised economy reinforces the argument. Not only is the State as an 

institution dependent upon the capitalist mode of production, but also nation states are increasingly depending 
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on how national companies perform in the global competition. Furthermore, according to Poulantzas (1978) 

there will also be conflicting interests between what he calls monopoly capital and the non-monopolistic 

capitalist classes. The conditions under which the different types of capital can be reproduced change according 

to the actual stages of the capitalist mode of production, crises and the degree of internationalisation (Poulantzas 

1978:111). And it becomes constantly even more difficult for the liberal state to adapt its economic policy in 

accordance with “the organisation” of the political hegemony (Poulantzas 1978:51). Carnoy and Castells 

summarise Poulantzas‟ definition of the liberal State as one who “provides the framework for struggles among fractions of 

the dominant class, integrates the working class into a nation and unifying set of rules and institutions. But at the same time, the 

state provides the political space for class struggle, and so – just as the capitalist state emerged from a struggle – the state becomes 

shaped by class struggle.” (Carnoy & Castells, 1999). The consequence of this is that there will be increasing conflicts 

of interests between the capitalist classes as well as between the different types of labour, petite bourgeoisie and 

groups excluded from the labour market (Poulantzas 1978:110). A development, which can be expected to have 

accelerated as a result of the global economic and political integration during the last 25 years, due to increased 

international competition and diverse production forms. Legal and social reforms, industrial policy and special 

measures to protect, or develop, parts of trade, manufacture and agriculture can cut across the traditional 

political blocks, between capital and labour, hence creating new short-lived political alliances. 

FUNCTIONALIST APPROACH  

Poulantzas‟ discussion took its point of departure in the modern functionalist
31

 Marxist approach. The main 

argument put forward in this tradition was that changes in the economic base determined decisions in the 

political and legal superstructure. Therefore, the functionalist approaches argued, State intervention is best 

explained by an impersonal logic, and politicians and civil servants barely matter in functionalist analysis of the 

State
32

 (Dunleavy & O‟Leary 1987:245). Instead it was assumed that the autonomy of the State was constrained 

by the dominant accumulation regimes in society, and the State was expected to organise and develop institutions 

which could support these modes of production. In much of the analysis, issues of class conflicts and crisis 

management was of great importance, but efforts has also been put into explaining how different modes of 

production or accumulation regimes resulted in different demands for capitalist expansion or survival. A case in 

point to illustrate this is Poulantzas‟ statement that the principles for one of his studies should be the falling rate 

of profit and that the State‟s intervention should be viewed in the light of measures taken to counteract this 

tendency in relation to the new conditions for setting the average rate of profit in the present phase of capitalism 

                                                      

31
Which in fact includes three different Marxist schools (Structuralist Marxism, the Capital Logic School, and German neo-

Marxism). Common for these schools was that they focused upon macro-social issues and trends in the capitalist society. 
32

 Which is an important difference between the traditional, or instrumentalist, Marxist tradition, who  would oftenuse the 

method of power structure research to establish a case, showing that the capitalist class control the State apparatus through 
interlocking positions in the administrative apparatuses (Barrow, 1993:25). 
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(Poulantzas 1978:58). An argument which can be retrieved in Carnoy and Castells (1999) article on Poulantzas 

where they argue that globalisation was introduced by the states as a way out of the crisis in the 1970‟s, made 

possible by new technological inventions. While the functionalist approach can be criticised for adopting an 

automatic, or deterministic, point of view on the relationship between changes in the economic base (real 

production), and political superstructures, it opens up a new analytical dimension on autonomy and the liberal 

State‟s political room for manoeuvre. The relationship between the economic structures and the policy processes 

seems to be a more sophisticated analytical point of departure when autonomy, and not least restrictions, on 

State autonomy shall be analysed.  

Dunleavy and O‟Leary have summarized the different interpretations of State autonomy in the model below. As 

pointed out by Dunleavy and O‟Leary, there are two different meanings hidden in the concept of the relative 

autonomy of the State. If we leave out the Instrumentalist model, the first meaning (from the left of the model) 

of relative autonomy is that the State is relatively autonomous from the capitalist or ruling class only when class 

forces in society are evenly balanced (the Arbiter model). Secondly, the State is only relatively autonomous from 

the dominant mode of production, meaning that the State‟s policy is responding to and must be in accordance 

with the demands in the economic base (Dunleavy and O‟Leary, 1987:258). 

 

THE RELATIVE AUTONOMY OF THE CAPITALIST STATE 

 

Model 6.1 Different Marxist interpretations of relative autonomy of the State. Source: Dunleavy and O’Leary, 1987:258. 
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BRINGING THE STATE BACK IN  

Many of the State-centered approaches33 to policy analysis came as a response to the strictly deterministic views 

on the relationship between social groups and policy formulation in many of the society-centered theories, which 

left little room for the State to act on its own as a political force. A number of studies on State policies in 

Western Europe and the United States did, however, show a considerable degree of State autonomy in 

formulating long-term policies, which went further than the narrow interests of specific groups in society, and 

indicated or took initiatives that went beyond the demands of social groups (Skocpol 1985:10). Likewise, in the 

early 1980‟s, analyses discovered that the Japanese, Korean and Taiwanese transformation into highly 

industrialized countries or NIEs was due to the political practice of the so-called “Developmental State” (Evans 

1995:47f). The development states intervened in existing market institutions in order to concentrate the 

countries‟ scattered resources in a long-term developmental strategy. In these countries, the ministries of industry 

and trade34 were able to formulate and implement policies of “industrial rationalization”, which went beyond the 

interests of the individual groups of entrepreneurs or capitalists. Of course, the adapted policies could lead to 

situations, which favoured particular groups in preference to other groups in society, but a crucial difference 

would be that policy makers could arrive at these policy options independently (Grindle & Thomas 1991:31).  

In the analyses mentioned by Skocpol and Evans, the State took on the role as a master governing institution35, 

regulating the emergent modern and complex society, with extensive commodity exchange and division of 

labour. The result of these findings moved analytical attention towards internal conditions in the State 

apparatuses, which were no longer seen as the dependent variable in policy analysis. Instead, decision makers, or 

the organisations responsible for the decisional outcome, became the principal unit of analysis (Grindle & 

Thomas, 1991:27). This also opened up a new dimension in the debate on State autonomy, where the capacity to 

implement policies, and the capability to plan rationally and foresee barriers and opportunities in long term 

strategic development planning, had to be considered. The State centred approaches didn‟t argue that the 

decision makers necessarily have the autonomy to formulate policies in isolation from pressure groups. On the 

contrary, it seemed generally accepted that even States which we might consider “autonomous”, frequently were 

constrained by groups in society (DeCanio, 2000:141; Grindle & Thomas, 1991:37). However, it was claimed that 

the decision makers, or the political elite, strive for autonomy in order to pursue policies, which are seen as being 

“in the national interest”. E.g. when the Indian government accepted the TRIPs agreement in the early 1990‟s, 

State centred analysis would put emphasis on the positive aspects of being a WTO member (see chapter 8 for 

                                                      

33 State centred  models include different approaches such as bureaucratic politics analysis or State Interests approach (Grindle & Thomas, 1991:29-

31).  

34 known as MITI from the name of the Japanese ministry. 

35 The State’s responsibility for economic transformation can be added as a third role, which is best explained by the fact that economic failure, in the 

long run, will limit the possibility for the State to fulfil its aim to protect its population and national interests, and because economic success in itself 

is a source of legitimacy for the State (Evans, 1995:5-6). 
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further analysis). The core argument in the State centred analysis, is that political decision makers may be 

constrained by pressure groups in society, as well as by economic, political, military, or physical/geographical 

limitations (or opportunities), but the political elite will have discretionary powers within these “political 

boundaries”, where they can choose “good” policy for “bad” policy. Or, to be a strong player during 

international negotiations, formulate consistent answers to changes in international regulation. It is this point, 

which reverses the analytical angle from being the dependent variable, to becoming the independent variable in 

State analysis, because the State‟s successful performance depends on capability and capacity inside the State 

apparatus to formulate and implement successful policies. Grindle & Thomas argue in this context that the 

political pressure from interest groups on the State in developing countries may also intervene during the 

implementation phase, especially if they have been unable to make their influence to bear upon the decision 

making process (Grindle & Thomas 1991:38). Therefore, the State‟s autonomy, not only to formulate and decide 

the right policy but also to implement it, is an important analytical topic-area to which State centred analysis will 

devote special attention. 

THE PROCESS OF IMPLEMENTING POLICY 

Autonomy is, however, not the only difficulty or dilemma for the Developmental State. Pradip Khandwalla talks 

about the problems the Developmental State faces, when poor societies are seeking rapid socio-economic 

development. While markets can‟t secure the right resource allocation in the stages of “take off”, planning seems 

to be the name of the game. However, the developing countries can be trapped between market- and state 

failures because planning mechanisms for infrastructure, education programmes, industrial or agriculture growth 

etc. on the other hand can breed unnecessary bureaucracy, control and regulation and in some cases corruption. 

One way to avoid these problems is that implementation should, according to Khandwalla, secure mechanisms 

of self-regulation and operating autonomy while civil society and business are co-opted into the development 

process. Furthermore “It needs to acquire a democratic framework. It needs to develop effective instrumentalities for procuring the 

mandate of the people and its effective implementation, that is, of accountability to the people.” (Khandwalla, 1999:206). 

Khandwalla takes a pluralistic approach to the developmental process, and while it is difficult to disagree with 

him about the expedient, Khandwalla himself also takes a critical stand on the realism in his thoughts. Grindle & 

Thomas are sceptical; “in practice, the process of implementation leads to outcomes quite different from those intended and 

anticipated by analysts and decision makers.” (1991:121). And a typical mistake made (e.g. by aid donors) in developing 

counties has been to see the policy process as a linear model, where the political process goes through the 

political system more or less in isolation from the surrounding society. The view has been that when the 

decision-making process was concluded, the objective behind the political process was accomplished (Ibid.:124). 

The question of implementation is reinforced in continuation of the global political and economic change 

processes. In the beginning of this chapter it was claimed that the Indian state was under a two-fold pressure, 

from „above‟, in the shape of the WTO and from „below‟, in the shape of national pressure groups. The point 
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put forward in this thesis is that political processes continue throughout the implementation phase and the 

movement from one stage to the following can make it possible for pressure groups that lost out during an 

earlier stage, to influence the outcome of the following.. 

The model below illustrates the political process that is divided into the three stages towards its final, practical 

outcome, although, the process within each stage is of course more complex, which will be elaborated in the 

following pages. 

A LINEAR MODEL OF POLICY REFORMS 

 
 
Model 6.2. A Linear model of policy reforms, where the process incorporates an agenda setting phase, a decision-making phase, and an 
implementation phase. In all three phases the policy process can be unsuccessful. The point made by Grindle & Thomas is that the political 
reforms have to pass successfully through all three stages in the political process in order to be effective. Source: Grindle & Thomas, 1991: 123. 

 
Grindle & Thomas illustrate their arguments with several examples where a policy is not implemented as 

originally decided (1991:128-33). In an Indian context an illustrative example of the necessity for distinction 

between the stages in the political process in this context is the lack of implementation of the Indian Drug Price 

Control (DPC) order. DPC was introduced 30 years ago to secure low prices on essential drugs in India. The 

Indian government never took the administrative steps to streamline drug prices or keep companies from using 

their monopolistic status to reap extra profits from bulk drugs listed as essential, due to resistance from the 

industry (Rane 1998:2697). But during the much more public decision phase, the industry had not been able to 



88 
 

stop the popular initiative. The lack of full implementation of FERA is another case in point. According to 

Grindle & Thomas, the implementation process should not only be seen as a question of the existence or lack of 

administrative resources.  

AN INTERACTIVE MODEL OF POLICY IMPLEMENTATION  

 

Model 6.3. An Interactive model of policy reforms with special importance on the implementation part. Source: Grindle & Thomas 1991: 127. 
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If unsuccessful implementation was only a matter of resources, problems could relatively easy be solved. Instead, 

failure to implement decided policies is often blamed upon “lack of political will” - which seems as the evident 

explanation in the above-mentioned example about India‟s drug price control. However, the term has little 

analytical content, and might in fact be misleading. Instead, the interactive model below - illustrating the dynamic 

processes of decision-making and implementation - can be used for further analysis. The different stages in the 

political process can lead to different outcomes, sometimes relapsing the process. And instead of talking of “lack 

of political will” we might use the model to identify the relevant actors, how they influence the process and what 

the outcome might be. 

Basically, Grindle & Thomas mention two different analytical groups who will influence the outcome of the 

political process in the implementation phase. The first group is in the public arena; if policy reforms negatively 

affect groups in society, who have the political strength to protest or engage in oppositional work, this can 

influence the final outcome of the reform, even though the decision-making process is closed. The second group 

who might influence the implementation phase is the bureaucratic level. If political reforms remove resources or 

governmental institutions, which are conflicting with the governmental administrator‟s interests, the 

implementation process may be impeded or hampered by responses in the bureaucratic arena (Grindle & 

Thomas 1991:135-139). One important distinction between the two groups is due to the different political 

channels they will use. While resistance from the public arena is articulated and voiced, the reluctance from the 

administrators to implement political decisions will usually not be easy to prove by positive documentation.  

We may elaborate upon the role of public opposition to policy reforms. One scenario could be that policy-

makers are not prepared to implement political reforms if they are unpopular among voters, while they have 

been forced to put the reforms through the more transparent decision phase by external agents (e.g. IMF or the 

World Bank). By under-allocating resources for practical implementation, the Indian Government could on the 

one hand fulfil the international requirements for amendments to the patent legislation in Parliament, but at the 

same time avoid unpopular policies to materialise in the market place. The political elite can signal this down 

through the system, directly or by under-allocating resources. Yet another scenario is if the State agencies can not 

penetrate civil society and enforce the new reforms, due to poorly embedded State institutions or direct 

resistance from civil society. In these situations we are dealing with illegal matters, which can be seen as lack of 

State resources to enforce laws and regulations, as mentioned above. But it can also be seen as lack of State 

legitimacy, as mentioned in the beginning of Part II. If globalisation, in the form of new political standards from 

the WTO, redefines the frame of reference for the Nation State, it might lose legitimacy among its citizens, 

which can result in civil disobedience (smuggling, black markets etc.). Finally, we have scenarios where red tape 

slows down the reforms or block new initiatives. The core argument put forward is that civil servants will 

respond to changes in their income, privileges, or prestige. Situations which come into mind could be when a 

State-owned company is privatised, decentralizing processes moving state-employed staff to remote rural areas, 
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or if the political process removes civil servants from a “gatekeeper” position where they have received kickback, 

bribery or other forms for corruption. 

THE RATIONAL ADMINISTRATION 

The process of implementation is not necessarily as problematic as indicated above. Peter Evans has looked 

upon some successful examples of development policies in East Asia. Here, there have been  room for political  

manoeuvre, or State autonomy, due to the existence of a “rational administration” in these countries (Evans 

1995), which - despite internal fractions in the capitalist and bourgeoisie classes and conflicts between classes - 

were able to steer the national economy into a long term development strategy. The bureaucracy plays a key role 

in this connection, and the „State‟ has to bind the behaviour of individuals in office to pursue a common goal as 

the best way to maximize their individual self-interest in the long run, and not through immediate economic 

gains or other advantages, which could be achieved by receiving bribes or pursuing other forms of rent-seeking 

behaviour. When this is achieved, it can be characterized as “Weberian bureaucracy” (Evans 1997:66). This is of 

course in contrast to the observations made by Grindle & Thomas on how the bureaucratic level could behave. 

But it underlines the point on implementation; a well-functioning State apparatus is a prerequisite for successful 

policy processes. In theory, this means that the State can act and pursue goals without considering support from 

the bureaucracy as an unreliable or doubtful factor, which follows self-interests, or the interest of economic and 

political power structures or other narrow interest groups in society.     

However, the corporate coherence, which is characteristic for Weberian bureaucrats, does not require insulation 

from the surrounding society. On the contrary, Evans (1995) describes the opposite situation, where an 

important condition for successful implementation is the State‟s embeddedness in the surrounding society, 

embedded autonomy. This means that the State bureaucracy is “embedded in a concrete set of social ties which 

bind the State to society and provides institutionalised channels for the continuous negotiation and re-

negotiation of goals and policies” (1995:12). The channels create the structure for a successful political process, 

which enables the State to implement its decisions on all levels, and dense ties between the State and private 

entrepreneurs create public-private projects, which can be important for the industrial transformation. Among 

other things because it provides a firm structural basis, which could lower risks and thereby enables individual 

businesses to pursue a more Schumpeterian kind of entrepreneurship (“creative destruction”), which can be seen 

as a necessity for economic or industrial transformation (Evans, 1997:67). The bureaucratic level‟s embeddedness 

in the surrounding society may also be an advantage because it makes it easier to penetrate relevant institutions in 

society. However, a close coherence between the State bureaucracy and the economic elite can in some cases 
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have negative effects when the respective elites are involved in so-called “zero-sum activities”
36

 or collude to 

further the short term interest of the economic elite, e.g. if the economic elite can use the State‟s repressive tools 

to avoid strikes, picketing or undesirable unions and thus limit pressure from labour groups – which was 

precisely  the point made by the instrumentalist Marxist approach.  

POCKETS OF EFFICIENCY  

Even though one may find it difficult to find a State bureaucracy anywhere which does not to some degree 

correspond to the economic and political power structure in society or is influenced by the power structure‟s 

development discourse, still there is a huge span between countries. The difference in the political room for 

manoeuvre or State autonomy in e.g. Taiwan and Indonesia has been, and at present continues to be, enormous. 

While the Taiwanese State successfully pressured through a coherent national development strategy, the 

economic development in Indonesia was limited by the rent-seeking behaviour of the economic and political 

elite in collusion with the State administration (also known as “Croony capitalism”), made possible by the close 

linkages between these groups. E.g. until the fall of Suharto`s “New order” it was a necessity for bureaucrats in 

the State administration to be members of the leading political movement GOLKAR, which was controlled by 

the military, political and economic elite in Indonesia. But also inside a nation one may find differences of 

autonomy from one policy area to another (Degnbol-Martinussen, 2000). Evans describes a parallel situation 

when talking about “pockets of efficiency”, where a generally bad functioning bureaucracy can have areas where 

a Weberian bureaucracy contributes to growth and industrial transformation (Evans 1997:72). The point is, that 

even though the Indian state can‟t be characterised as a Developmental State
37

, the Indian Administrative Service 

and other parts of the bureaucracy can have the capacity (pockets of efficiency) to make and implement 

decisions, and the Indian state has traditionally been involved in development planning. Khandwalla has a more 

pessimistic view on the Indian bureaucracy, which he claims reacts somnolent and unresponsive while 

performing its routine functions, while in extreme situations the bureaucracy seems to come alive (Khandwalla 

1999:250). Furthermore, Khandwalla seems sceptic that it is possible to reform the Indian bureaucracy (for 

which several attempts have been made).  

While both Evans‟ and Grindle & Thomas‟ analysis on State capacity and policy processes have very different 

outcomes and geographic focus areas, they both contribute to the understanding of a successful implementation 

processes. The point made by Grindle & Thomas is that we must understand implementation as a part of the 

policy process, and that power struggles over resources do not end with the decision phase. Evans, on the other 

                                                      

36
 This includes rent-seeking activities like abuse of monopolies (speculation), corruption, usury and the likes 

(Sørensen,1999). The example favoured by many textbooks is Zaire under Mobuto. 
37

 Evans describe the Indian state as an “intermediate state” (Evans, 1995). 
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hand, talks about prerequisites for policies to be implemented in situations where the bureaucratic level is 

working for the reforms and the reforms are not met with overt public resistance. 

CORRUPTION 

Corruption - on all levels - adds new dimensions to the political process. Throughout the political process, 

various kinds of corruption, such as buying political influence, speed money, kickbags or even blackmail can 

occur, and have, according to Khandwalla, “been sapping the vitality of most developing countries” (Khandwalla, 

1999:269). Without going into a larger discussion on the impact of corruption on economic development or the 

different grounds for corruption
38

, it remains an important aspect of political analysis in countries where the 

level of corruption is high, and according to the organisation Transparency International India where well down 

the list as no. 70 
39

 (no. 1 being the most incorrupt). By adding different kinds of corruption to the political 

analysis, a number of reservations can be made to the previous theoretical arguments presented this chapter. 

However, the character of corruption makes it difficult to reach clear-cut answers and (for obvious reasons) 

verifiable data. If corruption occurs on the political level (among politicians or top civil servants), it weakens the 

approaches from the functionalistic approach, because they tend to explain State intervention by impersonal 

logic. Also public choice and parts of the pluralists school, because the rationality in the political process will be 

altered. Also corruptions among the lower levels of State or local authorities underscore the argument put 

forward by Grindle & Thomas on importance of including implementation in political analysis.   

CONCLUDING REMARKS ON POLITICAL PROCESSES 

 This chapter has been used to discuss and operationalise a theoretical framework for analysis of political changes 

processes. 

A distinction has been made between a society-centered approach and a State-centered approach to policy 

analysis. However, due to the empirical character of the research question, a society-centred and a State-centred 

approach can be applied in combination. The State-centred approach, in the form of modern functionalist 

Marxism, provides  us with analytical tools to understand the relationship between classes or interest groups and 

State policy, and that State autonomy is constrained by the dominant accumulation regime. Hence, when the 

dominant accumulation regime, or people‟s reproduction pattern, changes, e.g. as a result of globalisation, State 

policy responds to these changes.  

While State policy is constrained by groups in society, the political elite still has discretionary power within these 

„political boundaries‟. According to State-centred approaches, the political process does not end with the 

                                                      

38 Khandwalla (1999), has a discussion on this.  
39 See www.transparency.org 
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decision-making process, but also includes implementation of decisions taken. Furthermore, the State is an 

important actor and the State‟s capacity and capability is important, both when we analyse the State‟s role during 

international negotiations, and its ability to formulate new national policies when international regulation 

changes.   

It is argued that in practice the process of implementation leads to outcomes quite different from those intended 

and anticipated by analysts and decision-makers. The problems concerning implementation underline the 

importance of including the State as a „dependent variable‟ in the political analysis. But it also reinforces the 

discussions on globalisation put forward in chapter 4. The State may experience a double pressure, when it on 

one hand has to adapt to international regulations or policy demands, and on the other is accounable to its 

citizens. This conflict can‟t be put off when it comes to implementation. 

The political analysis is divided between agenda-setting, decision-making and implementation on the assumption 

that the political strength can vary between the different stages. While external actors could have the political 

strength to put an issue on the political agenda, they may not have political power to actually decide upon the 

issue. Also, the question of implementation is reinforced in continuation of the global political and economic 

change processes. In the beginning of this chapter it was claimed that the Indian state was under a two-fold 

pressure, from „above‟, in the shape of the WTO, and from „below‟, in the shape of national pressure groups. If 

unsuccessful implementation was only a matter of lack of resources, problems could relatively easily be solved. 

Instead, failure to implement decided policies is often blamed upon “lack of political will”. Corruption - on all 

levels - adds new dimensions to the political process, and it is argued that it should be incorporated in the 

analysis, however it is also acknowledged that it can be difficult to analyse due to its character.  
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CHAPTER 7 INSTITUTIONAL CHANGE PROCESSES  

This chapter will provide a theoretical frame for the second research issue, asking: How has expectations to the 

outcome of common minimum standards for protection of patents under the TRIPs agreement changed the 

conditions and institutional setup for the pharmaceutical industry in India? In the following, different theoretical 

approaches will be discussed in order to work out a framework for analysing how institutions and formal 

organisations are being shaped, or reshaped, as responses to the TRIPs agreement, which is seen as externally 

introduced formal changes of the rules of the game. And hence, how this can be expected to impact upon the 

production and market conditions for the pharmaceutical industry in the country. The theoretical frame 

discussed in this chapter will take its point of departure in the institutional and organisational framework which 

provides the wider institutional settings in which companies operate.  

The presentation will only shortly discuss theories aiming at analysing companies‟ organisation and strategic 

decision-making. Companies are expected to act in accordance with the principle of profit maximisation 

according to their economic situation, organisational capacity, the institutional settings in which they are 

embedded as well as their level of information/insight into the changes. There will therefore not be a detailed 

presentation of the different theoretical approaches on how companies internally or organizationally react to 

changes in the production regime, caused by the TRIPs agreement. Instead different approaches to institutional 

economic theory on market institutions, organisations and the wider institutional settings such as norms, social 

networks etc., will be elaborated and discussed. The relationship between production regimes vis-à-vis 

institutions and institutional change processes and the concept of path dependency will be elaborated; it is 

argued that the way companies reorganise their production and marketing strategies will depend on the wider 

institutional settings in the society. The institutional set-up in a country will - together with its economic and 

social structure - form its Social System of Production (see below), which is to be understood as a complex social 

configuration (Hollingsworth & Boyer, 1997a), where various institutions are linked together in an „institutional 

matrix‟. It is especially the institutional change processes which are in focus both in Part II and III. However, as 

way of clarification there will be a general discussion on institutional theory in this chapter. 

While adopting an economic institutional approach, certain assumptions are made about human behaviour and 

its influence upon economic decisions and the transformation and transaction processes, which will be 

developed on the following pages. One important observation, however, should be made here. While neo-

classical economy operates with well-defined property rights, perfect information and frictionless transactions, 

the school of New Institutional Economics (NIE) and other economic institutional theories work under the 
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assumption of the opposite. All transactions40 command the use of resources, meaning that transformation 

processes are costly to carry out, and institutional economic theories rather focus on institutions which reduce 

transaction costs due to real world uncertainty, caused by asymmetric information, bounded rationality, adverse 

selection etc.  

INSTITUTIONAL ECONOMICS 

Institutional economic theory can be defined as different theories, which deal with rules for the correlation 

between market forces and institutions (Nielsen 1988). According to Williamson, the main purpose of economic 

institutions of capitalism is economizing on transactions costs (Williamson, 1985:1). A definition, which lies in 

continuation of his research area, can further be narrowed down to “economic institutions of capitalism, with special 

reference to firms, markets, and relational contracting”41 (Ibid:16). Other parts of the institutional economic theory have 

taken inspiration from the American sociologist Parsons who defines institutions as “a complex of institutionalised 

role integrates which is of strategic structural significance in the social system in question.” (Parsons 1951:39). A corresponding, 

but shorter, definition of institutions is given by North, saying that “(i)nstitutions are the rules of the game in a society” 

(North, 1990:3), while formal organisations are important carriers of institutions. The different points of view 

reflect the different scientific traditions, points of view, and division of analytical subjects, but the different 

positions do not necessarily need to be conflicting. However, a more elaborate discussion and presentation of 

the different approaches is necessary in order to understand the differences between them and the context in 

which they are used. 

While institutions are conceived of as rules in society that are of structural significance, and hence routine-

produced and behaviour regulating, formal organisations are seen as carriers or manifestation of institutions in 

society, or as North write “the players” (North 1997:23). Organisations will have codified rules and sanctions and 

will organise in order to achieve common objectives
42

. But rules institutionalised in a society can also take effect 

only by being reproduced, without being codified or formally a part of an organisation. Also, we might 

analytically distinguish between different levels of institutions or organisations. Deeg (2005:30) suggests the 

following three levels. The first level is individual institutions and organisations (e.g.  firms, government agencies, 

NGOs and institutions embodied in these organisations), the second level would be institutional systems or 

complexes (a banking system, an industrial sector or public welfare schemes). Finally the national political 

                                                      

40
 Transactions are defined according to Williamson (1985:1) saying that a “transaction occurs when a good or service is 

transferred across a technologically separable interface”  
41

 Williamson does however grant that transactions are embedded in a social context, which needs to be taken into account 
(1985:22), but he doesn‟t elaborate further on this. 
42

 Though, inside the organisations conflicting interests can exist.  
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economy or production regime will be the third level. The different levels can clarify how different approaches 

to institutional analyses have different focus points.        

OLD SCHOOL AND NEW SCHOOL 

There exist, as demonstrated above, different approaches to institutional economic theory, which can be divided 

into different schools. One approach is the classical institutional approach or „Old Institutional Economics‟ 

(OIE), which has a historical-descriptive understanding of economic development, emphasizing the role of the 

State and taking a structural point of departure in the analysis. Scholars from the OIE have traditionally put 

special emphasis on technical changes in institutions, such as regulatory systems of formal laws as well as 

changes in informal conventions and norms of behaviour (Harris et. al., 1997:6). Furthermore, OIE consider the 

choices by economic agents as being determined by institutions in society rather than a result of the agents‟ 

utility or profit maximizing behaviour. A second approach is ‟New Institutional Economics‟ (NIE) (see below) 

e.g. represented by Oliver Williamson, who primarily focuses on economic institutions such as firms, market and 

contracts, which are  important for transaction costs (Williamson 1985:16), while other parts of the NIE will put 

special emphasis on property rights. The NIE is an agency theory and will usually consider the economic agent‟s 

choice as being determined by economic rationality under limited information, transaction costs, property rights 

and the institutions in society which are established in order to reduce uncertainty or in other ways reduce 

transaction costs. An important difference between the old and new institutional economics is that the OIE 

approach will have a dynamic understanding of the role of institutions, while NIE, traditionally, will take a more 

static-allocative approach – this applies both to the function of, and alteration to, institutions.  

Finally, it should perhaps be stressed that institutions should not be viewed as entities pressuring for their own 

economic or political goals or having political power of their own (Degnbol-Martinussen, 2001:20). Instead they 

are, as mentioned above, the rules of the game in the society. This is, however, not the case when organisations are 

analysed. Formal organisations are, apart from the fact that they are carriers of institutions in the society, also 

involved in political processes as discussed in the previous part of this thesis. Organisations can react autopoietic, 

concerned with their own self-reproduction and hence not always correspond to institutional changes in society 

(this has a clear parallel to the discussion on implementation in the previous chapter). If organisations are strong 

enough they will be in the position of delaying institutional change processes or result in development of new 

institutions. This implies that formal organisations play a double role in the theoretical frame in this thesis, 

because they are analysed on different levels and in different periods of time. This point was indirectly discussed 

in the previous chapter on implementation, where State organisations can delay or hamper institutional change 

processes due to self-interests.  
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NEW INSTITUTIONAL ECONOMICS  

New Institutional Economics
43

 (NIE) does not represent a fundamental break with neo-classical economic 

theory, but rather a development inside the theoretical tradition of agency theory, taking some of the problematic 

assumptions about information and costless transactions into account. Ronald Coase (1937; 1960) has played an 

important role for developing the concept of transaction costs and the NIE, by first questioning firms as the best 

way to organise production in his article “The nature of the firm” (1937), and secondly by challenging the 

assumption of the cost-less process of bargaining in his article “The problem of social cost” (1960). Others have 

developed Coase‟s transaction costs approach further, e.g. Akerloff‟s article from 1970 “The Market for 

Lemons” (a “lemon” is American slang for a defective used car), which addresses the problem of asymmetric 

information in the marketplace, and hence the importance of uncertainty as an explanation of market failures. 

Market failures
44

, that is to say that the market can‟t reach a Pareto optimal solution, is a leading principle in NIE. 

An important contribution from the NIE is its discussion on the development of different institutions, which 

can handle market failures as cost efficient as possible. Drawing upon Deeg‟s scheme above Coase, Akerloff and 

Williamson among other new institutional economists will qualify for the first level.        

Institutions, however, are conceptionalised differently among NIE theoreticians. While Williamson defines 

institutions in a more restricted sense, looking only upon institutions which are directly involved in market 

transactions (both ex-ante and post), and basically deals with reducing uncertainty in a world with limited 

information, North has a broader definition, arguing that his “theory of institutions is constructed from a theory of human 

behaviour combined with a theory of the costs of transaction.” (North; 1990:27). This explains why North attaches 

importance to property rights (see e.g. North and Thomas, 1973), because there can be presumed systematic 

relationships between human behaviour and the distribution of property rights, as we can observe in the case of 

IPR and the Indian pharmaceutical industry. North furthermore argues that “the institutional framework will affect 

both transformation and transactions costs; the latter because of the direct connection between institutions and transaction costs, and 

the former by influencing the technology employed.” (North; 1990:64). North has brought the NIE definition of 

institutions closer to the OIE45 and hereby moved away from the purely static-allocative point of view on 

institutions. North is mainly concerned with the second level combined with the first level according to Deeg‟s 

scheme. 
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 NIE cover different economic theories such as transaction costs economics, Property Rights, Principal/agent theory and 

game theory. 
44

 One could argue though, that the concept of market failure is problematic; if anything there are problems with the 

adopted theory‟s assumptions. 
45

 It is, however, not only the NIE which have approached the OIE. Also the Structuralists have moved towards the 

traditional areas of NIE by emphasizing the role of market institutions in the process of coordinating transactions among 
economic agents. 
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The dynamic approach opens up for better explanations of why economic growth and development happens 

heterogeneously in time and space, and several economic historians use an institutional approach when 

describing why the Western World has grown so significantly in the last centuries (North & Thomas 1973; 

Rosenberg & Birdzell, 1986; Maddison, 1991:chapter 3). All these scholars have put emphasis upon development 

of institutions, which secured property rights, provided capital and developed the production factors46. North 

and Thomas (1973:2) describe their approach in the following way: “The [production] factors we have listed (…) are not 

causes of growth; they are growth. This book focuses on what causes economic growth. Growth will simply not occur unless the existing 

economic organization is efficient”. While this opens up for a more dynamic use of the concept of institutions, it also 

weakens the stringent analytical method, which is characterizing e.g. Williamson‟s approach to transaction costs. 

North‟s contributions to institutional economics ends up as very general statements which needs to be 

contextualized (like in economic-historical analysis) and it seems in many ways more as a methodology than a 

theory. However, the transaction cost perspective, and focus on property rights, offer an important toll to 

understand the role of institutions and how they impact upon companies‟ strategic decision-making. 

ECONOMIC SOCIOLOGY AND PRODUCTION SYSTEMS  

In economic sociology there is a vast literature on institutions, markets and ways to organise production, which 

methodically are rooted in a classical institutional approach and which consider historical patterns as important 

for institutional settings. Common for the approaches are that they place state policies, financial systems, 

education and training systems, and labour market organisations as immediate institutions in society when it 

comes to affecting business behaviour. Also, they ascribe importance to „softer‟ institutions in society such as 

clans and networks due to their importance on trust and risk management.  

One of the more elaborated approaches to analysing the coherence between institutions and markets is the 

national business-system approach47 (see Whitley, 1992; 2005). Also, the concept of Social System of Production 

(SSP) is a contribution to grasp and understand the role of institutions, for co-ordination of economic 

transactions and transformation processes. The two approaches are in several ways close to each other. A main 

difference between them is, that while SSP pays special attention to the kind of production regimes, which can 

be established in a country under different social systems (level three according to Deeg), the business-system 

approach will pay special attention to the organizational relations inside and between companies (level one). 

However both approaches will also include the second level, where institutional systems are an important focus 

point. Both approaches are relevant in an analysis of how the altered patent legislation in India has impacted 

                                                      

46
 Except from Maddison (1991:80), these scholars have not included Western exploitation through colonialism as an 

explanation. This is however not the right context to confront these points of views.   
47  Richard Whitley shortly defines business systems as “distinctive configurations of hierarchy-market relations which 
become institutionalized as relatively successful ways of organizing economic activities in different institutional 
environments.” (Whitley, 1992:13) 
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upon the pharmaceutical industry in the country. As the analysis carried out in Part III will be going more into 

details with the companies‟ capability to adapt to new accumulation regimes in a post-patent situation, the 

following discussion will take its point of departure in the SSP approach. However, there will be overlap in the 

presentations between the two approaches. 

The SSP approach is rooted in the French Regulation School, paying attention to the importance of different 

production regimes inside the capitalist mode of production. By differentiating among different modes of 

production under capitalism, the SSP approach allows analysis to have a closer linkage between the 

contemporary production regimes in a given society, and the institutional set-up needed to support the prevailing 

forms of production regimes, thus taking a dynamic perspective on the role of institutions and organisations. In 

addition to this, the SSP approach draws on the NIE contribution on transaction costs and property rights. 

Different institutions in a society will, according to the SSP approach, coalesce into a complex social 

configuration, which forms its social system of production. The institutions, and organisations in which they are 

embodied, are multidimensional and includes: The industrial relations system; the system of training of workers 

and managers; the internal structure of corporate firms; the structure of relationships among firms in the same 

industry on the one hand and, on the other, firms‟ relationships with suppliers and customers; the financial 

markets of a society; the conceptions of fairness and justice held by capital and labour; the structure of the State 

and its policies; and a society‟s idiosyncratic customs and traditions as well as norms, moral principles, rules, laws 

and recipes for action (Hollingsworth& Boyer 1997a). Their analysis refers to a post-Fordist production regime 

in a capitalist society; there could however also have been emphasis on rural institutions or innovation systems if 

the analytical point of departure was another production regime.  

Basically, the SSP approach has two important points, which will be elaborated in the following.  

 The possibility of establishing a particular production regime depends upon the institutional set-up in a 

given society 

 Markets and other institutions which coordinate economic activities are products of - and self producing 

– social systems of production 

This means, according to the SSP approach, that the existing institutional conditions will be a decisive factor for 

the choices made by economic agents, and that the production regimes established in a given society has to be 

supported by the wider institutional settings and the formal organisations embodying them. The argument put 

forward on this matter is that markets or other institutions for co-ordinating transactions among economic 

agents on one hand reduce uncertainty and transaction costs, but on the other hand place constraints on the means 

and ends of economic activities to be achieved in a given society (Hollingsworth& Boyer 1997a). Institutions 

coordinating economic activities are of decisive importance for the production regime that can be established in 

a society. Different production regimes such as craft production, mass production or flexible specialisation (FS) 

require different institutional set-ups, both regarding market institutions and wider institutional settings, such as 
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education, trust and labour market institutions (Hirst & Zeitlin, 1997). E.g., it will require more cooperation and 

peace between employers and workers to establish a production with flexible specialisation than mass 

production, because the labour will be more specialised under FS production and labour conflicts will be costlier 

for the employers because it will be more difficult to replace the workforce. Likewise, economies will need 

societies who encourage education, creativity and protection of IPR. Hence, if a society doesn‟t have a social 

system of production which supports a given production regime, it can be difficult to implement it successfully.  

This does not mean that a country cannot adopt some elements of new production systems, but that the 

economy as a whole cannot be transformed without changes in the country‟s or region‟s SSP (Hollingsworth, 

1997).  Institutions can be built up locally, which can support specific companies, industries or markets or - as in 

the situation with franchise-chains - draw extensively upon institutions and organisations abroad. In the case of 

the pharmaceutical industry in India, it can be relevant to investigate if stronger protection of intellectual 

property rights is connived as the new rules of the game. How competitiveness on R&D instead of price and 

marketing will be tackled. If the institutional change processes are supporting the strategic decisions made by the 

companies and how R&D strategies and organisations are altered in order to comply with the new IPR-regime. 

The point made in the above mentioned theory is that externally induced changes in the market and production 

conditions will lead to changes in the SSP which can support the modification to transformation and transactions 

processes if they shall be implemented successfully.  

CHANGE PROCESSES48 

While there are overlaps among the different institutional schools when it comes to conceptualising or defining 

institutions and the importance of transaction costs, the different methodical approaches are more visible when 

it comes to institutional changes processes. Where the “static allocative approach” will consider institutional 

change processes as a ongoing spontaneous and voluntary  processes (Hollingsworth & Boyer 1997b:449ff), 

reflecting rational decisions by the economic agents in order to constantly reduce transactions costs, other 

institutional economists will put more emphasis on competition between institutions and organisations in the 

society, where it is argued that institution building and changes emerge out of trial and error situations, rather 

than being perfect at the time they first emerge. While other again also look upon cultural and political matters as 

important non-market determinants behind institutional development. In line with classical institutional 

approaches, Douglass North (1990, 1997) makes the point that institutional change processes shall be seen as 

path dependent. Institutional change processes are on one hand dictated by the existing institutional framework 

and on the other hand the institutional set-up is constantly challenged both by other institutions/organisations 

                                                      

48
 This discussion deals only with evolutionary changes in institutions. In situations with war, revolutions or under other 

extreme circumstances that led to a total institutional breakdown, other forms of renegotiation and institution building are 
expected to take place.   
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and by changes in real economic circumstances, which they originally were created to accommodate. North 

changes focus from the role of legal issues on path dependency (1990:96f), to put more emphasis on learning 

processes (see below). In order to grasp the relationship between real world economic scarcity, organisational 

competition and learning processes, North has set out what he argues are essential characteristics of institutional 

change in the model below. The points made by North clarifies and contributes to a better understanding of the 

relationship between institutions, organisations and economic distribution as dialectically combined, and 

secondly, that institutional change processes are path dependent and hence influenced by existing norms and 

traditions in a society. Also, the propositions mentioned could add to the understanding of the relationship 

between the decisions of individual agents and how this impact upon the macro level. 

North‟s five essential characteristics of institutional change: 

 The continuous interaction of institutions and organisations in the economic setting of scarcity, and 

hence competition, is the key to institutional change 

 Competition continually forces organisations to invest in skills and knowledge to survive. The kind of 

skills and knowledge individuals and their organisations acquire will shape evolving perceptions about 

opportunities and hence choices that will incrementally alter institutions 

 The institutional framework dictates the kind of skills and knowledge perceived to have a maximum pay-

off 

 Perceptions are derived from the mental constructs of the players 

 The economies of scope, complementarities and network externalities of an institutional matrix make 

institutional change overwhelmingly incremental and path dependent (North, 1997:23)  

North has inspired, or is in line with, scholars routed in economic sociology, which analyse institutional path 

dependency as a result of positive feedback or self-reinforcing mechanisms. These mechanisms include large set-

up or initial costs, learning effects, coordination effects, and adaptive expectations (Deeg, 2005:23). Furthermore 

it is argued that existing social institutions encourage economic actors to behave in similar ways, and reinforce 

the institutional set-up in society. Nevertheless, North, and others with him, misses out an important analytical 

aspect by excluding non-economic power relations between societal agents in their analytical framework which 

are not captured by path dependency. The institutional change processes are not necessarily governed by the 

logic of the market, where different competing institutions operate – especially in the short term. Indeed, 

political, religious or military power can have an enormous importance, especially in countries which have a weak 

market economy. Countries dominated by croony capitalism will not respond according to North‟s model - 

Indonesia under Suharto will do as a flagrant example illustrating this. Neither will countries dominated by e.g. 

religious/ideological power holders, who will lose influence due to changes in the production regime. In these 

cases, institutional (and hence economic) development can be restricted, because the institutional changes can 

jeopardize the political system. Iran can do as an illustration of this argument. The argument, however, shall not 
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be pushed so far as saying that evolutionary institutional change processes can only happen in market economies 

or democracies; only that power relations has to be built into the analytical framework of understanding 

institutional change processes. In continuation of this one might recall the Marxist theories, that if conflicts or 

antagonisms exist between political power holders and new social classes or production regimes, this will - 

sooner or later - create opposition to the existing institutions in society, weakening their position or create 

parallel institutions. Or, in extreme cases, a revolution changing property rights and other fundamental 

institutions in society. This was what happened in the late 1980‟s and early 1990‟s in the Eastern European 

countries, when the socialist countries transformed into market economies.    

Attention should also be paid to external change processes. Weak States, or countries with limited autonomy 

from external forces, can be forced to adapt to institutions foreign to its traditions as conditions set by external 

agencies, companies or countries, in return for loans, investments or as part of an international agreement. The 

amendments to India‟s patent legislation and institutional change processes associated with this can do as an 

example. Other examples could be when a state-owned company is sold to foreign investors, who then introduce 

new ways of running a company. Common for these situations are, that they create exogenous shocks to the 

existing institutions. Though both North (1997) and Deeg (2005) (among other institutionalists) acknowledge the 

situations where shocks and revolution can accrue and put the path dependency to a standstill. In the analysis of 

how the patent amendments in India will impact upon conditions for the pharmaceutical industry, it is relevant 

to use the concept of an external shock to the institutional setting. The question remains though, how to come 

about this analytically. Here North and Deeg (and other scholars routed in the national business systems 

approach (Aoki, 2001, Pierson 2004)) will give explanatory value to different situations. North sticks to the path 

dependency point of view when he writes: “While the formal rules can be changed overnight, the informal norms change only 

gradually. Since it is the norms that provide the essential “legitimacy” to any set of formal rules, revolutionary change is never as 

revolutionary as its supporters’ desire, and performance will be different than anticipated. More than that, societies that adopt the 

formal rules of another society [….] will have very different performance characteristics than the original country because both the 

informal norms and the enforcement characteristics will be different.” (North, 1997:25). The argument put forward here is 

basically that the TRIPs agreement cannot be expected to be implemented in production and sales companies, or 

State agencies as intended in the TRIPs agreement. Deeg (2005:26) argues in another direction. When the 

interests of actors manoeuvring in institutional matrix change due to e.g. exogenous shocks, the actors will 

reassess their interest‟s vis-à-vis the institutions. The actors may use various mechanisms of change in order to 

change the institutional set-up. While some actors have more resources and are more powerful than others, this 

may tip the balance and alter the institutional set-up in another way than if it was path dependent. An analysis of 

the institutional change processes, set in motion by the TRIPs agreement, can be used to critically discuss the 

important of path dependency vis-à-vis a power-oriented perspective.  
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ANALYTICAL FOCUS POINT 

The TRIPs related amendments to the patent legislation in India will result in different kinds of output, which 

can be divided into three areas: Changes in legal institutions and organisations, changes in company structures 

and strategies and finally changes in the wider institutional setting and supporting organisations. This will again 

result in changes in production and market conditions for the pharmaceutical industry, which is considered the 

outcome of the change processes for the pharmaceutical industry.  

In order to analyse the impact of the change processes the analysis will consider both the organisational change 

processes and if the internal „rules of the game‟ of the organisation are changing.  

CONCLUDING REMARKS ON INSTITUTIONAL CHANGE PROCESSES 

Throughout this chapter a theoretical frame for the second research issue has been set out with a view to analyse 

institutional change processes; different theoretical approaches have been discussed in order to work out a 

framework for analysing how institutions and formal organisations are being shaped, or reshaped, as responses 

to the TRIPs agreement. 

Institutions are conceived of as rules of the game in society that are of structural significance, and hence routine-

produced and behaviour regulating. Formal organisations are seen as carriers or manifestation of institutions in 

society. Analytically the different levels of institutions or organisations are distinguished according to the 

following three levels. The first level is individual institutions and organisations (e.g. firms, government agencies, 

NGOs and institutions embodied in these organisations), the second level comprise institutional systems or 

complexes (a banking system, an industrial sector or public welfare schemes), while the third is the national 

political economy or production regime. 

It is argued that different institutions in a society will coalesce into a complex social configuration, which forms 

its social system of production; making the existing institutional conditions a decisive factor for the choices made 

by economic agents, and that the production regimes which can be established in a given society. 

It has been discussed to what degree change processes should be seen as path dependent. The arguments put 

forward were that on one hand institutional change processes are dictated by the existing institutional framework 

and on the other the institutional set-up is constantly challenged both by other institutions/organisations and by 

changes in real economic circumstances. It is claimed that analysis can miss out important analytical aspects by 

excluding non-economic power relations between societal agents. The point is that institutional change processes 

are not necessarily governed by the logic of the market, where different competing institutions operate – 

especially in the short term. Also, it is argued that attention should also be paid to external change processes. 

Weak states, or countries with limited autonomy from external forces, can be forced to adapt to institutions 
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foreign to its traditions as conditions set by external agencies, companies or countries. Common for these 

situations are that they create exogenous chocks to the existing institutions. 

When the interests of actors manoeuvring in an institutional matrix change due to e.g. exogenous shocks, the 

actors will reassess their interests vis-à-vis the institutions. It is claimed that different actors may use various 

mechanisms of change in order to change the institutional set-up, and since some actors have more resources 

and are more powerful than others, this may tip the balance and alter the institutional set-up in another way than 

if it was path dependent. 
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PART I I I   POLITICAL AND 
INSTITUTIONAL ANALYSIS  
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OPERATIONALISING THE ANALYSIS OF THE POLITICAL PROCESS   

The following three chapters shall form the answers to the first research issue “How have external and internal 

forces affected the political process concerning amendments to the patent legislation in India in the period from 

1986 to 2005?”. Furthermore, the chapters will form the basis for verifying/disproving the first three working 

hypotheses 

The analysis follows the structure laid down in the previous chapter suggesting that analysis of the political 

process should distinguish between three different stages in the political process; i.e. agenda setting, decision-

making and implementation. It was also argued that it is possible to combine State- and society-centred 

approaches in empirical studies of the degree of State autonomy, and furthermore that the State could be 

analysed from two different analytical dimensions, respectively as an actor in the political process, but also as an 

arena for interaction between groups and classes in society. Through the analysis of the three stages in the 

political process there will therefore be shifts in the analytical dimensions and attention will be paid to the 

varying degrees of State autonomy. The analysis aims at identifying relevant actors within the different stages in 

the political process, and potential coalitions between the actors, in order to describe how they have been able to 

impact upon the implementation and ratification of the TRIPs Agreement in India. The different actors are 

identified according to the layer cake model set out in chapter 5. The following matrix serves to illustrate how 

different actors or institutions are expected to impact upon the political process. The table can also be used to 

show where the State will be analysed as an actor, and as an arena for interaction. It is expected that the State will 

be actively engaged in the agenda setting phase and again in the implementation stage, while the State will act as 

an arena during the decision-making process, where different societal groups will try to make their influence 

bear. While the research question will be a common theme in all three stages, hypothesis 1,2 and 3 will be 

discussed in chapter 12, also addressing the theoretical considerations more closely. 
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MATRIX FOR ANALYSING THE POLITICAL PROCESS 

 

                                       Stages in the political process  

 

 

Type of Institution/organisation 
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WTO and its member countries (Supra-state level)    

International NGO‟s (Transnational level)    

MNC‟s (Transnational level)    

The Indian Government (National level)    

Political parties (National level)    

Public administration (National level)    

NGO‟s (Civil society level)    

Indian based companies (Civil society level)    

Table a. The grey areas indicate where it is expected that different kinds of institutions or organisations will impact most in 
the political process. Own model. 

 
When presenting the empirical material, a balance has to be found between providing accurate and sufficient 

empirical data on the one hand and on the other make it readable and secure a flow in the presentation. The 

analysis of the empirical data will therefore draw on both the presentation in the following chapters and 

Appendix A, which is a chronological reading of the political process. However, the presentation can on some 

aspects seem slavish.        
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CHAPTER 8 AGENDA SETTING 

The following analysis of the agenda setting process starts with the negotiations in the GATT Uruguay Round, 

which was launched in 1986, and lasted until the Agreement Establishing the WTO was signed in Marrakesh, 

Morocco in April 1994. Model 8.1 illustrates the how the chapter connect to the rest of the thesis. 

RESEARCH DIAGRAM 

 

Model 8.1 The analytical process. See model 11. for elaboration. 

 

Multinational pharmaceutical companies in India, and their industrial organisation OPPI, since the passing of the 

1970 Patent bill have voiced their opinion against the shift from product patents to process patents, but it was 

not possible for the companies to put stronger protection of intellectual property rights on the political agenda 

before negotiations were initiated under GATT (interview with OPPI, March 2000). Debating stronger IPR in an 

Indian context therefore should be seen as a marked shift, which, at that time, could only be explained by the 

negotiations and decisions under the GATT negotiations. The domestic industry, and all the major political 

parties in Parliament broadly supported the replacement of product patents with process patents in India in 

1970, and a shift in policies was not on the agenda. Furthermore, the demand for product patents did not have 

public support or a public platform to work from. For this reason, the analysis of the agenda setting process 

starts with the negotiations under the Uruguay Round on IPR. Discussion on IPR and the TRIPs Agreement 

became a political issue in India at the end of the 1980‟s and in the beginning of the 1990‟s, where political and 

economic forces respectively tried to avoid or promote the debate in the Indian Parliament and among opinion-

makers. The chapter is divided between the processes in Geneva and in New Delhi in order to give a better flow 

in the presentation. A chronological presentation of the political process can be found in Appendix A. When it 

comes to accepting the results of the negotiations and joining the WTO, it is difficult to make a clear cut 

between the stages agenda setting and decision making. The distinction in this analysis is made with reference to 
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the TRIPs Agreement and India‟s amendments in its patent legislation. Hence, the agenda setting phase includes 

the entire process which leads to the demand for amendments in India‟s patents legislation   

INTRODUCING IPR TO GATT 

Intellectual property rights were not automatically put on the political agenda under the Uruguay Round, but 

were object for comprehensive political debate and disagreements. In the Draft Ministerial Declaration 

submitted to the Preparatory Committee, by the leading group of developing countries
49

 in June 1986, IPR 

wasn‟t a part of the agenda for the upcoming Round (GATT documents, PREP.COM(86)W/41). However, in 

the Ministerial Declaration on the Uruguay Round of Negotiations from 1986, trade related aspects of 

intellectual property rights were accepted for the first time as a subject for negotiations under the GATT system, 

in order to reduce “the distortions and impediments to international trade, and taking into account the need to promote effective 

and adequate protection of intellectual property rights” and with the “aim to clarify GATT provisions and elaborate as 

appropriate new rules and disciplines” (GATT documents: Ministerial Declaration on the Uruguay Round). At this 

stage of the process though, the Ministerial Declaration pointed out that “negotiations shall aim to develop a 

multilateral framework of principles, rules and disciplines dealing with international trade in counterfeit goods” (ibid.) without 

mentioning national patent legislation or the enforcement hereof. By combining IPR and international trade, the 

industrialised countries broaden the scope for international trade negotiations, as IPR never was a subject to any 

of the agreements made under GATT before WTO came into force in 1995. Instead, the World Intellectual 

Property Organisation (WIPO), which is a specialised agency under the United Nations, dealt with international 

matters on IPR. During the continuing talks it was decided to set up a special Negotiating Group on Trade 

Related Aspects of Intellectual Property Rights including Trade in Counterfeit Goods. But already at the Group‟s 

first meeting April 1987 it was clear that there were very different opinions of the Group‟s task and the mandate 

given to it in the Ministerial Declaration. The developed countries argued that trade problems were arising as a 

result of lack of protection of intellectual property in some of the Signatory Parties national patent and copyright 

legislation, and enforcement of these laws was a matter for negotiations under the GATT System. Several 

developing countries on the other hand stressed that the Negotiation Group should abide strictly to the mandate 

given to it by the Ministerial Declaration, which related to trade in counterfeit goods only, and did not explicitly 

mention national legislation and enforcement in other areas (GATT documents, MTN.GNG/NG11/1). It was 

furthermore stressed that it would be unbalanced to develop an international intellectual property system only on 

the ground of trade and that the Negotiating Group “should keep in mind the developmental function of intellectual 

property protection in developing countries” (GATT Document, MTN.GNG/NG11/2).  
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 Argentina, Brazil, Cuba, Egypt, India, Nicaragua, Nigeria, Peru, Tanzania, and Yugoslavia.  
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THE POLITICAL ECONOMY OF INTELLECTUAL PROPERTY RIGHTS  

The introduction of IPR under the Uruguay Round can partly be explained by changes in the international 

division of labour during the 1970‟s and 80‟s. The new division of labour between countries had had the result 

that Western Europe‟s and especially the United States‟ position as key players in the world economy had been 

weakened, with the consequence that the US along with several European countries had large deficits on their 

balance of merchandise trade. The response from the US was to identify key areas where the country still had 

advantages on the export markets and hence would benefit from further liberalisation of world trade (Iyer et. al. 

1996:18). The two most important areas was agriculture and services, but the US also targeted better protection 

of IPR as an area where the US could gain, due to the high number of patents and copyrights held by US 

companies. During the GATT negotiations on TRIPs the US presented a study, which concluded that the 

country lost as much as US$ 23.8 billion in one year (1986), due to inadequate foreign protection of its 

intellectual property rights (GATT Document; MTN.GNG/NG11/6). Even though the figures must be read 

with caution, the study still shows the economic importance of IPR for the US economy: E.g. compared with the 

balance of trade problems the country experienced the same year, where the deficit was less than US$ 139 billion 

(OECD, 1994). 

The conflict on IPR protection between a group of developing countries, with India and Brazil as the most 

active opponents in the group
50

 on one side, and the US, Western Europe and Japan that were arguing for an 

extensive agenda on the other side, reflected profound different national economic and political interests 

between North and South. For the developing countries there wasn‟t much to gain by incorporating IPR as a 

part of an international trade agreement (see chapter 2). Companies or individuals in these countries only hold a 

few percentages of the world patens. Hence, if these countries were to protect IPR according to the norms used 

in the developed world, this could lead to either increased payments of royalties to the property rights holders, 

who often would be situated in one of the OECD countries, or to stop production of a number of products 

manufactured in developing countries, based on copies of patented goods. But for the industrialised countries 

there were - as mentioned earlier - huge economic interest at stake by getting a better global protection of IPR.  

Patent laws were at that time also an important political tool for industrial upgrading in some developing 

countries. By allowing the national industries to copy products or processes, regardless of patent protection in 

other countries, the national industries was given considerable advantages over foreign companies, enabling them 

to compete with foreign imports. In some cases, patent protection was relaxed in specific areas, such as 

pharmaceutical products or chemical inputs to the agriculture sector, in order to improve the output from the 

agriculture sector or secure affordable medicine for broader segments of the population. The appearance of a 

                                                      

50
 Other important countries which resisted enlarging the scope of GATT was Cuba, Egypt, Nicaragua, Nigeria, Peru, 

Tanzania and Yugoslavia (Iyer, et.al., 1996:19).   
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large pharmaceutical industry in India during the 1970-80‟s can to a large degree be explained by changes in the 

patent legislation in India in 1970, in which the patent legislation on food, medicine and chemicals was changed 

from product patents to only recognising process patents and only for a shorter period of time (See Part I).  

For these reasons, the developing countries, on the whole, were against integrating IPR under the GATT system 

(instead they argued that it should be handled by WIPO), and if IRP should be part of an international agreement 

on trade it should be limited to deal with negative effects on international trade in goods. The rich OECD 

countries, headed by the US, on the other hand argued convincingly for a more comprehensive agreement on 

IPR. The disagreements in the Negotiation Group on TRIPs was so strong that the parties, after 20 months of 

negotiations, were not able to reach a common understanding of the agenda for IPR before the Mid-term review 

of the Uruguay Round negotiations during the Montreal Ministerial Meeting in December 1988 (GATT 

Document, MTN/GNG/NG11/11). The main disagreement inside the Group was still if a new agreement on 

IPR should deal with national protection of IPR or should confine its work only to distortions of international 

trade between countries due to trade in counterfeit goods. During the Montreal Ministerial Meeting the India 

Minister of Commerce, Mr. Singh, welcomed the progress made during the negotiations, but at the same time 

stuck to the political line on IPR by stating that “The debate on trade-related aspects of intellectual property rights raises a 

number of basic and complex issues….We fully recognize the need for stimulating and rewarding innovation. But we have an equal 

concern for making advanced technology more widely available to our people to combat hunger and disease. It is, therefore, of vital 

importance that rules for protection of intellectual property strike a rational balance between protection of innovation on the one hand, 

and the development needs and public interest on the other…. In this situation, we should avoid approaches which may complicate 

ongoing efforts and generate new tension in the trading system through linkages sought to be established between these issues and rules 

for trade.” (GATT Document, MTN.TNC/MIN(88)/ST/25). A stand that were supported by a large number of 

developing countries. 

CHANGES IN THE DEVELOPING COUNTRIES POSITION ON IPR  

While it wasn‟t possible to reach an agreement on IPR during the Mid-term review of the Uruguay Round 

Negotiations in Montreal, the negotiating parties reached some kind of compromise at the meeting of the Trade 

Negotiations Committee in Geneva in April 1989, when India as the last country agreed to include a broader 

agenda in the negotiations (Banerjee, 1994:242). With the April compromise it was agreed that “the provision of 

effective and appropriate means for the enforcement of trade-related intellectual property rights, taking into account differences in 

international legal systems” (GATT document, MTN.TNC/9). This was the result of a wider package deal, which 

included progress in negotiations on the facing out of the existing Multi-Fiber Agreement (MFA), thus including 

textiles in an agreement on trade in goods and happened as a sort of “compromise” in the negotiations (Shukla, 

2000:20), along with progress in the negotiations on agricultural products (GATT document, MTN.TNC/10), on 
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which the US and EEC
51

 had profound different points of views. According to Shukla, the shifts in the political 

positions towards IPR can partly be explained by the internal political situation in both India and its most 

important coalition partner in the TRIPs-negotiations, Brazil, who had been weakened due to political and 

economic crises in the two countries (Shukla, 2000:18). Despite the compromise which made a broader agenda 

for the negotiations about IPR possible, there were still decisive disagreements between the North and South on 

how to secure public interests and transfer of technology between the developed and the developing countries.  

SPECIAL 301 

It was, however, not only due to the compromise between the textile exporting developing countries and the 

more R&D-based economies in the OECD countries that the developing countries agreed to include a broader 

agenda in the TRIPs negotiations. Pressure, especially from the US, on the countries who opposed a strong 

protection of IPR played a decisive role. The US made its influence bear in different ways; at the negotiating 

table it was made clear that the US would leave the negotiations (and hence GATT) if there wasn‟t reached, what 

the US saw as satisfactory agreements on services, investments measures and TRIPs (Srinivasan, 1998: 14). Trade 

Representatives from the US also held bilateral talks with a number of countries, which originally had refused to 

include national protection of IPR during the Negotiation Round, in order to make them change their mind. 

And meanwhile these steps, at the multilateral and bilateral talks, were backed up by a threat of economic 

sanctions. The US president Ronald Reagan signed an amendment to the American Omnibus Trade and 

Competitiveness Act in August 1988, the so-called Special 301, which gave the US Trade Representative power 

to take action against countries, which according to the US had “unfair trade practices”, including inadequate 

protection of IPR. After the April meeting in the Trade Negotiations Committee the focus was on the whole 

changed from: if an agreement on IPR under the GATT system should include standards for national protection 

of IPR, to: to what degree public interests and development issues should be considered in the agreement. India 

did though, in papers submitted to the Negotiating Group in September, return to its pre-April ‟89 stand in 

which it argued that any set of rules on internal enforcement could not be linked to the GATT system (GATT 

documents NG11/W/39 to NG/W/41). But at that time the negotiations had moved on to the new agenda 

decided in April. Hence, the developing countries changed tactics in the negotiation on IPR and started to voice 

concerns about securing social and developmental issues, as well as transfer of technology from the developed 

countries in the agreement (GATT Documents, MTN.GNG/NG11/12) in order to contain the negative impact 

on their economies. The new conflict then was on the formulation of the de-facto agreement on Trade Related 

aspects of Intellectual Property rights (TRIPs).  
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113 
 

A powerful contribution to this matter was already launched in June 1988 in a joint Statement of Views on 

TRIPs, by The Intellectual Property Committee, representing the US, Japan Federation of Economic 

Organisations (Keidanren) and the Union of Industrial and Employers' Confederations of Europe (UNICE). In 

this joint Statement by the business communities in the leading industrialised countries it was stressed that 

patents should be granted “without discrimination as to subject matter” (meaning that it shouldn‟t be possible to make 

special rules for e.g. patents on medicine) and that in cases of compulsory licensing provisions there shouldn‟t be 

discriminated against particular types of products or processes, along with other measures that would secure 

better protection of IPR (The Intellectual Property Committee, et. al. 1988:32-33). These requirements from the 

Business communities were backed by the national delegations from the developed countries during the 

continued negotiations (Shukla, 2000:18), and it should prove to be irreconcilable with some of the social and 

developmental issues raised by developing countries after the April meeting in the Trade Negotiating Committee.  

During the continued talks in the Negotiating Group on TRIPs, especially India continued to pursue social and 

developmental issues, by linking the terms of patent protection with development issues or by excluding 

exclusive rights on medicine in some individual cases (GATT Documents, MTN.GNG/NG11/W/32 & 

MTN.GNG/NG11/W/37). Even though the proposals were weak in their actual wording, the Indian proposals 

were strongly criticised by the industrialised countries (GATT Document, MTN.GNG/NG11/14). Other 

developing countries also tried - individually or as a group - to make their influence bear at the negotiation table. 

The developing countries‟ continued reluctance to adopt what the US and the other industrialised countries saw 

as adequate protection of intellectual property, resulted in increased bilateral pressure on a number of developing 

countries by the United States Trade Representatives (USTR). In May 1989, several developing countries, 

including India, Brazil, Mexico and Thailand, were placed on a „priority watch list‟ under the Special 301 

provision (Iyer et.al., 1996:8), for potential further trade sanctions against these countries. Some of the countries 

included in the list used the next meeting in the Negotiating Group on TRIPs to state “their deep concern about 

certain decisions taken by the United States under Section 301” and accusing it for “jeopardising the work of the Negotiating 

Group and threatening to wreck the Uruguay Round” (GATT Document, MTN.GNG/NG11/13).  

But the US‟ hard-line negotiating policy continued in the following years. Countries in which intellectual property 

practices were seen as inadequate or a threat to US commercial interests were moved between a “priority watch 

list” and a “regular watch list” according to their policies in the area. In April 1992 India, which consistently 

refused to change its stand on the matter due to strong domestic resistance from NGOs (see next chapter) and a 

large pharmaceutical industry which was dependent on copy production, was targeted by the USTR, who 

suspended duty free treatment of Indian imports of a value of 60 million US$ under the Generalised System of 

Preferences under GATT (Ragavan  2004:77). 
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THE DUNKEL DRAFT 

The discussions continued in the different Negotiating Groups under the Uruguay Round, including the one on 

TRIPs, and progress was made in some areas on IPR. There was, however, still fundamental disagreements on 

the question if trade in counterfeit goods and protection of trade secrets should be accepted as a category of 

intellectual property, to be dealt with under the GATT system. Hence two different proposals for an agreement 

on TRIPs were drafted, one which distinguished between trade in counterfeit goods and other areas of IPR, 

prepared by a group of developing countries
52

, and another proposal, which did not make the distinction. In his 

report to the General Negotiation Group under GATT, the chairman of the negotiation group for IPR, Lars 

Anell, wrote that the “approaches differ not only in substance but also in structure. In broad terms approach A envisages a single 

TRIPs Agreement, encompassing all the areas of negotiation and dealing with all seven categories of intellectual property on which 

proposals have been made; this agreement would be implemented as an integral part of the General Agreement. Approach B provides 

for two parts, one on trade in counterfeit and pirated goods… and the other on standards and principles concerning the availability, 

scope and use of intellectual property rights” (GATT Document, MTN.GNG/NG/W/76). The distinction between the 

two parts in approach B was not just a matter of structure. There were still profound political differences 

between the North and the South. Chile, one of the countries in the informal group representing the developing 

countries, stated that “on standards relating to the protection of intellectual property, it is Chile’s intention that it should in no 

case be incorporated in the structure of the GATT, but rather that, if it is adopted, it shall be the subject of an agreement to be 

administrated by WIPO or another organisation than GATT.”(quoted in Gervais 1998:16). This basically meant that 

national enforcement of intellectual property should be dealt with outside the GATT system, where there wasn‟t 

a possibility for economic retaliation if the member countries did not provide the necessary legal and institutional 

setup. Thus, it would be a subject-matter for GATT only if goods where traded between countries. Furthermore, 

the informal group of developing countries suggested that certain topic-areas were excluded from patentability, 

such as medical treatment, and products on grounds of public interests, national security, and public health 

(GATT Document, MTN.GNG/NG/W/76). In November 1990, the chair of the TRIPs Negotiating Group 

drew up a draft text for a final agreement, summarizing the different positions
53

. However, there wasn‟t 

necessary consensus among the Signatory Parties, and at the Ministerial Meeting in Brussels in December 1990, 

which was supposed to conclude the Uruguay Round, the disagreements were not solved, and as a result of this 

the negotiations on TRIPs could not be concluded.  

There were indeed also other and more comprehensive disagreements; notably on agriculture between the 

European Communities and the US. Due to these disagreements the Brussels Ministerial Meeting ended without 

result and it was decided to extend the negotiations in order to find compromises on the disputed areas. While 

                                                      

52
 Argentina, Brazil, Chile, China, Colombia, Cuba, Egypt, India, Nigeria, Peru, Tanzania, and Uruguay (GATT Document, 

MTN.GNG/NG11/W/71). 
53

 The chair‟s draft text (reference number 2909) was a so-called non-paper and does not exist in the GATT/WTO files.   
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the political discussions on liberalising international trade had entered into a deadlock on the political level, 

“technical work” continued in order to bring the negotiations back on the track (WTO Secretariat, 1995). The 

Chairman of the Trade Negotiating Committee and former Director General for GATT, Mr. Dunkel, was at the 

end of the Ministerial Meeting authorised, by the Chairman of the Committee of the Brussels meeting, to finalise 

a draft summing up the discussions in the different Negotiating Groups under the Uruguay Round, in order to 

present a compromise that would allow all parties to sign a concluding document. The draft, known as the 

”Draft for Final Act”, or “The Dunkel Draft”, was finalised in December 1991 and – while much of its content 

was agreements already arrived at the Montreal and Brussels Ministerial Meetings in 1988 and 1990 – it also 

contained suggestions on most of the disputed areas. Based on this, the negotiations between the European 

Communities and the US went on for another two years before the Uruguay Round officially could be concluded 

in December 1993 (the Group on Market Access was the only remaining group under Trade Negotiating 

Committee after “Draft for Final Act” was finalised).  

In January 1992, at the first meeting in the Trade Negotiating Committee after the Draft for Final Act was 

finalised, it was decided to continue the negotiations as suggested in the Draft (GATT Document, 

MTN.TNC/W/99). In the draft for the TRIPs Agreement, the Draft Text had used the proposals from the 

developed countries, which didn‟t make the distinction between trade in counterfeit goods and other questions 

of IPR, as suggested by a group of developing countries. According to some of the developing countries, the 

draft furthermore only mentioned development issues, or the safeguarding of public interests, such as public 

health, in very general terms
54

, in effect giving it an inferior position when confronted with the protection of 

commercial rights (Shukla, 2000:23). However, the Articles in the TRIPs Agreement mentioning public health 

and transfer of technology could be looked at as improvement seen from the point of view of the developing 

countries. But in the negotiating process, the Draft for Final Act got the status as a paper of “consensus” and if 

changes were to be made in the text, it would require unanimity among the negotiating parties. This meant in 

practice that it was impossible for India or other developing countries to get concessions from the industrialised 

countries in the final phase of the negotiations, which could safeguard public interests in the developing 

countries over and above the weak wording in the Draft text. When the Draft for Final Act at the same time 

stated that “No Single element of the Draft Final Act can be considered as agreed till the total package is agreed” (GATT 

Document, MTN.TNC/W/FA) it was a choice of “take it or leave it” for the negotiating parties, and leaving 

GATT/WTO wasn‟t an option for many of the developing countries
55

. Most of the developing countries had 

neither a position in the world market nor the bureaucratic and administrative capacity to engage in bilateral 
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 Se e.g. Article 8. 1 in the TRIPs Agreement: Members may, in formulating or amending their laws and regulations, adopt 

measures necessary to protect public health and nutrition, and to promote the public interest in sectors of vital importance 
to their socio-economic and technological development, provided that such measures are consistent with the provisions of 
this agreement.. 
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trade negotiations with a large number of countries, and hence it would mean economic ruin to stay outside the 

new World Trade Organisation. Even though the agreement on TRIPs, along with other new areas, was 

inconsistent with developmental and public interests of many of the developing countries, they still only had 

poor alternatives to joining the WTO and accept the agreement reached on TRIPs as it stood. The Uruguay 

Round of Negotiations was concluded on 15 December 1993, and the Agreement Establishing the World Trade 

Organisation
56

 was signed in Marrakesh, Morocco in April 1994. And with that ended the agenda setting process 

about stronger protection of IPR, and the issue was placed in the Indian Parliament.  

INTERNAL POLITICAL DISCUSSIONS IN INDIA  

The TRIPs agreement did not, as clearly demonstrated in the previous chapter, reflect India‟s economic and 

political interests in the subject. Instead, it was an agreement that more or less had been forced upon the country. 

The negotiating history of TRIPs during the Uruguay Round also shows that the different Indian Governments 

first resisted introducing IPR in a GATT/WTO context and later on, when it had made concessions on the 

matter, tried to build more comprehensive safeguards into the TRIPs Agreement, in order to secure public 

interests and developmental issues, but with poor results. The Government therefore found itself in a situation in 

1994, where it had to adopt and implement new laws relating to Intellectual Property Rights that it didn‟t support 

itself and – furthermore - were an obvious political target for the different domestic political forces opposing the 

agreement. 

The political process in India has been characterised not only by the external influence from GATT/WTO, but 

also – and especially - by a endogenous cocktail consisting of domestic political conflicts, commercial interests, 

NGOs and an anti-imperialistic/Swadeshi
57

 ideology, which is imbedded in India in both the civil society, the 

trades and industries, in the bureaucracy, and in the political life. This was reinforced by the circumstance that 

the patent issue was considered to be the most important part of the Dunkel Draft in India (Debroy, 1996:155) 

which at the same time explains - and can be explained by - the extent of involvement by the civil society and 

commercial interests on a relatively early stage of the political process. This made it difficult to gain broad 

political and public support for the required changes in the different TRIPs-related laws in the Indian Parliament. 
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 The establishing of WTO meant that all results of the Uruguay Round was treated as a “single whole” (Shukla, 2000:23) 

and hence that separate negotiations on services was de facto incorporated into the agreement on trade in goods, which can 
be critically discussed from the point of view of the South, but it is outside the scope of this thesis to engage into other 
aspects of the Uruguay Round negotiations. 
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 Swadeshi stems from Mahatma Gandhi and stresses the importance of endogenously managed development in order to 
achieve economic freedom (from the British) and has been an important ideology and political cornerstone in India since 
independence.  During the 1990‟s Swadeshi policy has been weakened due to liberalisation of the Indian economy as a result 
of 1991-crisis and later on as a result of India‟s membership of the WTO.  
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THE PRE 1992 PROCESS 

If one looks at the process before and after the Draft Final Act was finalised in December 1991, one will find a 

clear shift in the official Indian position on the matter and the rhetoric used in the debate. But already before the 

Draft Final Act was finalised, there was harsh domestic criticism of the way the Indian Government was 

handling the situation. The April 1989 compromise in Geneva had already resulted in extensive criticism, both in 

the Parliament and in the public debate. Not least because it was made without consulting the Parliament, where 

the Government in earlier debates had stated that it had no intentions of changing the patent laws (Iyer et. al., 

1996:32). However, the official Indian policy in the area hadn‟t changed much. In a several pages long Press 

Statement in July 1989, the Government stated that “India is of the view that it is only the restrictive and anti-competitive 

practices of the owners of intellectual property rights that can be considered to be trade-related, because they alone distort or impede 

international trade” and furthermore “that there is a close correlation between the level of the economic, industrial and 

technological development of a country on the one hand, and the nature and extent of patent protection granted by it on the other” 

(Press Information Bureau, Government of India, 28 July 1989, quoted in Iyer et. al., 1996). It was this stand that 

was pursued by the Government in the papers submitted to the Negotiating Group in September 1989 (GATT 

documents NG11/W/39 to NG/W/41), but without success (see earlier in this chapter).  

In December 1989 a new minority Government, the National Front, assumed office after the ruling party, 

Congress
58

, conceded defeat in the general elections held in November of that year. The former Finance 

Minister and member of the Congress, V.P. Singh from the Janata Dal Party (a fusion of small centrist parties 

and a breakaway group from the Congress Party), headed the new government. The National Front Government 

had to gain support from both the Hindu-nationalist party, BJP, and different Communist and left wing parties 

in Parliament in order to establish a working majority (EIU 1993/94:5). The ruling coalition, and the parties 

supporting it, could unite on pursuing a policy with more emphasis on self-reliance ideologies and the new 

government sharpened the criticism of the April ‟89 compromise in Geneva. During debates in Parliament in 

March-August 1990 it stated that India would not participate in any negotiation under threat of retaliation 

(whereby it meant the USTR Special 301 investigation against India) (Iyer et. al., 1996:35). The more critical 

rhetoric from New Delhi did, however, not materialise into a comparable hardened stance during the 

Negotiation Group‟s meeting in Geneva in order to bring the negotiations back to a pre-April ‟89 situation. But 

at the same time, it neither made efforts to comply with the US demands for better IP protection in the country.  

The National Front Government resigned in November 1990 because it lost a vote of confidence after the BJP 

withdrew its support to the government, due to the arrest of the BJP-leader, Mr. Advani
59

. After the United 
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 Indian National Congress (INC) 
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 He was arrested because of BJPs involvement in the demolishing of an old mosque, which caused the worst religious 

motivated violence in India since independence. 
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Front‟s resignation, a breakaway faction from the Janata Dal formed a new, very slim and unstable, minority 

government supported by the Congress, but after only 6 months it had to call for new general elections. The 

elections were held in May 1991, and the Congress resumed power in June „91
60

 under Mr. Rao, who formed a 

new minority government, which remained in power until May 1996.  

A condensed version of the political situation in India during the period from 1989-91 is that “globalisation 

sceptic” parties held parliamentarian key positions, but the political situation remained very unstable, not least 

due to violent communal and cast conflicts, which weakened India‟s domestic policy during the final GATT 

negotiations in Geneva. The unstable political situation was furthermore stepped up by economic and foreign 

exchange problems, especially on the capital account, as a result of the Gulf War (Joshi & Little, 1999:66). 

However, there continued to be broad political support behind the GATT- and TRIPs-sceptic line in Parliament. 

In September 1991 more than 150 members of the two houses, representing all major parties, signed a public 

statement, together with around 100 “eminent citizens”, warning against the results of the GATT negotiations 

on IPR and protesting against the USTR threat of trade sanction under the Special 301.  In the declaration it was 

stated that “The main proposals which should not be agreed to at any cost relate to: 

(a) Extension of patentability of biotechnological, agriculture/horticulture inventions; 

(b) Process patent regime wherever applicable is sought to be replaced by product patents and 

 introduction of “Reversal of burden of Proof”; 

(c)  Dilution of the provisions of working of the patents in “Licensing of Right” and 

 “Compulsory  Licensing”; and 

(d) Extension of the period of patent to 12 to 15 years as against 5 to 7 years as now.” 

(Statement of Members of Parliament and other prominent citizens, 19 September 1991). 

THE DEBATE ON THE DUNKEL DRAFT IN THE INDIAN PARLIAMENT 

After the Draft Final Act (Dunkel Draft) was finalised in December 1991, the Indian Government changed its 

position on the matter and de facto accepted that India would have to conform its IPR-related legislation to the 

TRIPs Agreement if the country wanted to become a member of the new global trade organisation. The 

Government avoided confrontation on the issue during debates in Parliament and were cautious about tabling its 

views on the matter, which must be seen in the light of the broad public resistance to the Dunkel Draft.  
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In March 1992, the Communist Party (CPI (M)) moved a resolution to reject the suggestions in the Dunkel 

Draft, which would infringe on Indian Patent Law and the economic sovereignty of the country. Furthermore it 

was suggested to form a National commission, which should go into the details of the Dunkel Draft. While the 

resolution was generally supported by the major opposition parties - both to the left and right - during debates in 

the Lok Sabha, the Government and members of the party in power, the Congress Party, rejected the resolution. 

During the debates members of the Congress party, who weren‟t member of the government, expressed 

concerns with the results in Geneva, but argued that the Parliament should have a debate on the issue later, and 

that the Government would issue a report on the matter
61

 (Lok Sabha, 6th March and 3rd April 1992). The 

Minister of Commerce, Mr. Chidambaram, stated in his answer that “while I appreciate the spirit with which [the 

resolution is moved], it is a little premature. I do not think we have reached a stage where we can come to a categorical conclusion that 

the Dunkel proposal should be rejected out of hand” and continued “Mr. Dunkel in his capacity as the Director-General has 

suggested what he thinks, as the compromise proposals […] These are just his paragraphs which he has placed for acceptance to the 

contracting parties. He did not say, take it or leave it. Notwithstanding that we have not understood it as take it or leave it. India 

has categorically rejected this thesis that we should either take it or leave it. Not only India but many countries have also categorically 

said that it is not a “take it or leave it” document.” (Lok Sabha, 3rd April 1992, col. 514-515). While it perhaps was 

technically true that changes could be made to the Dunkel Draft, the reality where that India, at this stage in the 

negotiating debate, had to accept the Draft, as accounted for above. 

During debates in Parliament in December 1992, and again in August 1993, members of the Lok Sabha 

protested of the lack of information on the matter from the Government. The strategy of the opposition, as well 

as the NGOs supporting them, were to avoid that the Government sneaked TRIPs-related laws through 

Parliament without a large public and parliamentary debate on the issue. Besides throwing more light on the 

consequences and effects of the law, this strategy had two advantages. One was that large public interest could 

force the Government to assume a more “national” policy on the matter and secondly it would gain time by 

consequently postponing the decision-making on the subject-area. Several politicians requested that the 

Government did not sign the Dunkel Draft before it was debated both in Parliament and in organs such as the 

National Development Council, and that a Joint Parliamentary Committee had analysed the effects of the 

Dunkel Draft on the Indian economy (Lok Sabha 23rd December 1992).  

The Government had clearly taken a pragmatic stand on the Dunkel Draft, stating that India could not be 

outside a multilateral trade system and that the Dunkel Draft furthermore would phase out the MFA of the 

GATT system, which was of enormous importance to India, as it would influence around 30pct. of the country‟s 

export. It also stated that India had tried hard to keep IPR (along with other issues) out of the GATT 
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negotiations, but without succeeding because other developing countries like Brazil, Yugoslavia and Egypt had 

agreed to implement it in the GATT negotiations (P.J. Kurien, 23rd December 1992 in the Lok Sabha, col. 224). 

For the Government, it was of crucial importance to stress that India, during the negotiations, had resisted the 

new areas such as TRIPs, TRIMs, and GATS, but had to give concession when the other developing countries 

gave in. In the December 1992 debate in Parliament, the Government, however, refused to form a Joint 

Parliamentary Committee as suggested by the opposition, which should take a closer look on the Dunkel Draft‟s 

impact upon Indian economy with the argument that “if a parliamentary committee as such is formed, then naturally I do 

not know what time they can finalise … So, I am not able to commit at this point of time” (Minister of Industry, P.J. Kurien, 

23rd December 1992 in the Lok Sabha, col. 175). Members of the opposition answered by walking out in protest 

(Lok Sabha 23rd December 1992, col. 233). Outside the State Parliament, there was also criticism from different 

Chief Ministers
62

, urging the Central Government to involve the states in the decisions about India‟s position on 

the Dunkel Draft. 

During 1993 a Parliamentary Committee was formed in order to elaborate upon the consequences of the Dunkel 

Draft and the different positions held by the political parties. The Committee concluded in their report that 

“There are differing opinions expresses on the desirability or otherwise of India binding itself to the Uruguay Round. There is no 

denying the fact that the final outcome is not in the best interests of India on every count. But in multilateral agreements, it is always 

a question of give and take. Undoubtedly, in today’s world, with increasing interdependence of nations, multilateral agreements with 

MFN status for all participants are decidedly advantageous, as compared to bilateral agreements. Every country has the sovereign 

right to stay out of GATT and it cannot be argued that India’s interests would be served best by giving up the membership of this 

forum.” (Quoted by the Minister of Commerce, Mr. Mukherjee, 30th March 1994 in the Lok Sabha, col.149). 

Hence, repeating the pragmatic stand of the Government, that while the draft text to the new trade organisation 

clearly had some negative effects, India could not stay outside a new organisation facilitating international trade. 

In December 1993, only days before the negotiations were to be concluded, the Dunkel Draft was once more 

debated in Parliament. The motion moved stated that the House should “consider the implications of the Dunkel draft 

text on trade negotiations with special reference to its effect on India’s interests”.  The Government repeated its stand on the 

results of the GATT negotiations; that parts of the Dunkel Draft did have negative effects upon Indian 

economy, but the country could not stand outside a multilateral agreement on trade (Minister of Commerce, Mr. 

Mukherjee, 6th December 1993 in the Rajya Sabha, col.161-162). But the Government, at the same time, refused 

that it wasn‟t possible to make changes to the Dunkel Draft, and that the developing countries has missed out. 

“There is a misapprehension that perhaps, everything is going to be concluded by the 15th Devember. Firstly, it is not correct. Up to 

the 15th December, if the negotiations continue, then thereafter there will be some ministerial level meeting sometime around April. 

And from 1st of January, 1994 till 31st December, 1994, will be given to all the contracting parties and the Government of 

contracting parties to formulate their views about the proposals whether they would like to enter into the contract or not. But the 
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negotiation at the negotiators level is likely to be concluded by the 15th of December” (Minister of Commerce, Mr. Mukherjee, 

Ibid, col.405-406).  

This interpretation of the negotiation procedures seems, however, to fall a bit short of what happened. The 

Opposition - both the left-wing parties and the BJP – doubted the Governments assurances, and once again 

criticised the Government for not forming a front together with other developing countries, against the results 

of the GATT negotiations, and argued that the federal States should be heard on the issue. During the debate in 

the Rajya Sabha, members of the House walked out in protest, because the Government refused to guarantee 

that it wouldn‟t sign the Agreement without first consulting Parliament (Rajya Sabha, 7th December 1993, col. 

442-445). Another member of the Government Mr. P. Chidambaram, was more specific, when he at the same 

time granted that amendments had to be made to the 1970 Patent Law, but also that the TRIPs Agreement could 

be read and implemented in different ways, in order to secure Public Health, e.g. India‟s Drug Price Control 

Order, or by issuing compulsory licensing (Rajya Sabha, 7th December 1993, col. 447-448). Retrospectively this 

interpretations has been challenged e.g. by the court-case in South Africa in 2001 on the use of compulsory 

licensing, and other legal interpretations, showing that the TRIPs Agreement couldn‟t be read in this way. 

However, at this stage of the debate it can be argued that this wasn‟t clear. An extensive debate continued in 

both the Rajya Sabha and the Lok Sabha the following days. The main points of criticism raised where that the 

TRIPs Agreement would affect millions of farmers negatively, reduce access to medicine, and strengthen MNCs 

in India at the expense of local producer. Furthermore, the Government was attacked by the Opposition for 

taking a last minute debate on the Dunkel Draft, not forming an alliance with other developing countries against 

the Draft and on a number of details in the Draft text. The left was typically paying attention to MNCs, social 

consequences, and India‟s historical position as a leader of the group of developing countries, while the Centre 

and the national Right mentioned India‟s national interests and referred to the tradition of Swadeshi. The party in 

power, the Congress Party, generally argued that India was better on within GATT/WTO and that the negative 

effects upon farmers, industry and consumers generally where overestimated. The debate in both the Lok Sabha 

and the Rajya Sabha ended without consensus among the political parties, and it wasn‟t possible to establish a 

national compromise or understanding. The negotiations in Geneva on the Dunkel Draft ended the 15th of 

December.      

In March 1994, in the closing discussions in Parliament, formulating India‟s final decision on the Agreement 

establishing the WTO, the tone between the political parties had intensified, and both the opposition and the 

Congress party made accusations against each other for disinformation about the WTO text. In retrospect both 

sides where misinterpreting the text, drawing either a too negative picture of the possibilities afforded by 

membership, or opposite a picture where the WTO agreements would have only  negative limited effects, or 

drawing attention to the possibilities to use different illusory safeguards. E. g., when it came to public health 

issues, Vishvjit Singh from the Congress party repeated the argument that “the fact is that even those medicines which 

are under patent, which are found by the Government of India to be essential for the health service, the Government of India can do 
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compulsory licensing of those medicines” (Rajya Sabha, 9th March 1994, col. 404) referring to Article 31 (b) in the TRIPs 

Agreement. These interpretations where repeated by the Minister of Commerce Mr. Mukherjee a few days later 

(Rajya Sabha, 15th March 1994, col. 393), resulting in new accusations about misleading the House, and again 

several members of the Rajya Sabha walked out in protest, thereby ending the debate (Ibid. col.404). In the Lok 

Sabha the Agreement was discussed for two full days in the end of March 1994. The debate was characterized by 

more clarification than the previous debates, however some of the misinterpretation accounted for above where 

repeated. The last part of the debate was centred on the positive vs the negative effects of the WTO upon India. 

The leading opposition parties The Communists, BJP and JD, along with several local parties, attacked the 

Government for selling out of India‟s sovereignty, or turning a blind eye on the consequences for the farmers, 

while the economic gains remained low (Lok Sabha, 30th March 1994). Furthermore, the question of sovereignty 

was discussed again; where the Government responded that all agreements in the new WTO had to be ratified by 

the signatory parties‟ national parliaments. Hence there would continue to be parliamentarian and national 

control. The opposition demanded a guarantee from the Government that India would not give in to the new 

issues on environmental standards or other technical barriers for Indian export. When the Minister of Commerce 

refused to give this kind of guarantees, the opposition, once more, walked out in protest (Lok Sabha, 30 March 

1994, col. 163-165).  

India signed the Final Act and the Agreement Establishing the WTO in Marrakesh, Morocco in April 1994, and 

by doing so, at the same time committed itself to change a number of laws and regulations. 

OTHER POLITICAL PLAYERS 

There were other important actors involved in the political debate in India on TRIPs and the Dunkel Draft 

during this period. One of the most active organisations campaigning against changes in the Indian 1970 patent 

legislation was “The National Working Group on Patent Laws” (NWG), established in August 1988 as a 

response to the GATT negotiations on IPR and the growing international pressure on India to change its stand 

on the matter. The NWG had originally been launched after discussions in the Indian pharmaceutical industry, 

but went further as it was agreed to work closely together with NGOs on the patent issue, inasmuch as it also 

was of concern to the general public, because changes in the patent legislation inevitably would lead to higher 

prices on medicine (interview with Mr. Keayla, NWG, April 2000). The NGW involved itself in the public 

debate, publishing books and pamphlets, supplied politicians and journalist with information and estimates of 

the effects on medicine prices if India changed the patent legislation. It furthermore wrote articles to newspapers 

and magazines and hosted several large national and international workshops. The largest was a Third World 

Patent Convention in New Delhi in March 1990, with participants from UN bodies
63

 and 13 developing 

                                                      

63
 UNU/WIDER, UNTACD & UNEP. 



123 
 

countries, with the aim of debating TRIPs‟ influence on development in the South. The convention issued a 

New Delhi Declaration agreed to establish a Third World Network on a Peoples Intellectual Property Order, 

emphasising concerns about the TRIPs Agreement‟s negative impact upon developing countries (Declaration 

published by NWG, 16 March 1990).      

NWG was also an active player when it came to the parliamentarian work, where the organisation from the 

beginning lobbied with politicians, and used its network in the civil service. NWG also issued official statements 

when the Ministry of Commerce and Industry circulated a white paper on the Dunkel Draft to the members of 

Parliament. In the parliamentary work, the strategy of the NWG was in line with the opposition, arguing that the 

Government should not sign the Dunkel Draft before a Joint Parliamentary Committee had analysed the effects 

of the Draft on the Indian economy (NWG, 1992). As a response to the public debate in India at the end of the 

1980‟s, some of the 6-8 largest multinational pharmaceutical companies with subsidiaries in India decided to set 

up a branch of InterPat
64

 in the summer 1990. OPPI, which traditionally has been the voice of the foreign-

owned pharmaceutical companies in India, did support and work for a stronger patent protection, but due to its 

Indian members, the organisation did not advocate strongly for more comprehensive patent protection. Instead, 

it limited its involvement to issuing background notes, highlighting problems concerned with weak patent 

protection and pointed out where India would have to amend its patent legislation (see e.g. OPPI, 1994), or 

hosting seminars on the same issues (Interview with Mr. Joshi and Mr. Bhujle, OPPI, March 2000). InterPat did 

not have the same restrictions, however. The media strategy of InterPat was different from the one of NWG, as 

it couldn‟t count on large public support. Instead, InterPat was targeting politicians, leading managing directors 

and professional opinion leaders by issuing a newsletter with a circulation of 5000, debating the patent issue and 

arguing for the benefits of having strong patent protection for the Indian Industry. The organisation also hosted 

several international conferences in India, together with OPPI or other pro-patents organisations, where foreign 

experts were invited to present papers. However, InterPat India only had few resources on its own, so whenever 

new campaigns, seminars or other initiatives had to be launched, the organisation depended upon the member 

companies or the international branch of InterPat for economic and human resources or keynote speakers. In 

the beginning of the 1990‟s the efforts of pro-TRIPs organisations were pretty much up-hill when politicians, 

traders and industries were approached, and the public opinion was more than reluctant, and the debate 

emotional (Interview with Mr. Neelakanda, InterPat, March 2000).       

The pharmaceutical industry in India is represented by different industrial organisations, depending upon size, 

type of products, ownership, and history. While the multinational pharmaceutical companies are organised in 

OPPI, many of the larger Indian companies in the organised sector are members of India‟s largest industrial 

organisation IDMA, while companies belonging to the small-scale sector typically are organized in SMDO. Bulk 

drug producers are typically organized in BDMA. All the industrial organisations are based in Mumbai, except 
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BDMA, which is based in Hyderabad. According to interviews with the different organisations, is it only OPPI 

who has been pro-active during the agenda-setting phase before April 1994. IDMA did support NWG but did 

not become an active player before 1994 (Interview with Wakankar, IDMA, 2001; BDMA, 2000; SMDO, 2000). 

SUMMING UP ON THE PHASE OF AGENDA SETTING  

It seems beyond doubt that it was external forces, which put better protection of IPR on the political agenda in 

India. The US and commercial interests, including representatives from the pharmaceutical industry, worked for 

IPR becoming a subject for the negotiations under the Uruguay Round, while India, together with a large 

number of developing countries, resisted this. However, it took nearly 3 years before the developing countries 

accepted strong IPR protection as a part of the new trade agreement, and it only happened after strong 

economic pressure both multilateral and bilateral, by the US.    

It also seems well established that there was a large public opposition in India against parts of the agenda in the 

GATT Uruguay Round, and that this stand also reflected all the major political parties. The Congress party, 

which held office during critical parts of the negotiations in Geneva, made pragmatic shifts in their position as 

the negotiation process went against India on the TRIPs negotiations. While the Congress did not love the 

TRIPs agreement, the party learned to live with it. In Parliament they were heavily criticised for this shift in 

policy, from both the left and right side of the opposition. The Indian government found itself in a situation 

where it could not meet the country‟s international obligation after signing the agreement establishing the WTO, 

because it did not have a voting majority in the Upper house, and tried to sneak the legislation through.  

The chapter also shows that NGOs and other parts of the civil society were very active in the agenda setting 

phase while it was only international industrial organisations that were active on a global scale in this phase. 
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CHAPTER 9 THE DECISION-MAKING PROCESS  

 
As set out in the introduction to the chapter on agenda-setting, it is difficult to make a clear-cut distinction 

between agenda setting and decision-making when the patent legislation was debated. Hence, this chapter goes 

into more details in analysing the domestic situation in the period after India‟s membership of WTO has been 

decided upon, whereby India in principle had accepted to comply with new international obligations by 

amending the country‟s patent legislation.  

RESEARCH DIAGRAM 

 
Model 9.1 The analytical process. See model 1.1 for elaboration. 

 

Shifts in the relative political strength between external and internal political forces had already been visible 

during the agenda-setting phase described above, and this chapter will continue this analysis.         

THE POST-MARRAKESH SITUATION 

The Parliamentary problems, described in the previous chapter, were not over for the Indian Government after 

they had signed the agreements in Marrakesh. Before India could become a member of the WTO, it had to 

comply with new standards for protection of IPR.  

Article 70 in the TRIPs Agreement allows countries, which before 1995 only recognised process patents, a ten 

years transition period before they would have to comply with the TRIPs standards. On other matters, all 

developing countries would have a 5 years transition period and Less Developed Countries (LDCs) would have 
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until 2006
65

 before they fully have to comply with TRIPs standards. But if a country chose to use the transition 

period, they had to secure that foreign patents registered after 1995 would still be effective when the transition 

period had elapsed. For this purpose, two things had to be in place. One was the granting of Exclusive 

Marketing Rights (EMR) for new products, and the other a ”Mailbox” facility, where new patents could be kept 

until 2005, at which time they would be examined by the patent offices. EMR Applications could be made for 

new drugs in the public domain, which received marketing approval in India before the end of the 10-year 

transitional period in 2005, usually providing a five-year exclusivity period. The EMR would expire if a product 

patent were later granted by the Indian authorities. India did not have this legislation in place to meet the WTO 

obligations and therefore had to make amendments to the 1970 patent act, before they could join the WTO.  

However, amending the patent legislation was not without problems. The Government had the necessary 

support in the Lok Sabha, but did not have a majority in the Upper House, the Rajha Sabha, and the amendment 

bill had to pass both Houses before it could be adopted. Therefore the Government used another strategy. After 

the Parliament was adjourned in December 1994, the Government issued the Patents (Amendment) Ordinance, 

securing EMR and a Mailbox facility in order the meet the preconditions for entering the WTO on 1st January 

1995. The ordinance, however, had to be approved by Parliament within 6 weeks after the next parliamentarian 

session had commenced - or else it would lapse. The Rao Government therefore introduced the Patent 

(amendment) Bill, 1995 in February 1995 to the Lok Sabha, where the bill passed 
 
(The Economic Times, 2nd 

April, 1998). But in the Rajha Sabha, the attempt failed, and due to this the Patents (Amendment) 

Ordinance, 1994 lapsed.  India then was in a situation that it had joined the WTO but did not fulfil its legal 

requirements. In May 1996 the Lok Sabha was dissolved due to general elections, with the result that the Patent 

(amendment) Bill, 1995 also lapsed, because it still had not passed in the Rajya Sabha. 

The 1996 elections led to BJP becoming the single largest party in the new Lok Sabha, but the party failed to 

secure the necessary support from other parties to be able to form a stable government. Instead, a new Centre-

Left minority government, the United Front, was formed. In July 1996, the UF Government proposed to 

introduce the Patent Amendment Bill, 1996, which should incorporate some of the modifications sought by 

members from UF and BJP to the 1995 Amendment bill (The Economic Times 30thJuly, 1996), but the proposal 

never materialised.   

FORUM OF PARLIAMENTARIANS ON INTELLECTUAL PROPERTY 

The TRIPs Agreement brought about new coalitions in Indian politics. While a Congress-led Government had 

given concessions in Geneva, several of the other political parties in India were still opposing the new patent 

rules. In November 1995 individual members of Parliament with a broad spectrum of political views formed a 

group, “Forum of Parliamentarians on Intellectual Property”. The founding members were Murli Manohar Joshi 
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(BJP); Ashok Mitra (Communist Party (Marxist)); Jaipal Reddy (Janata Dal); George Fernandes (Samata Party); 

Indrajit Gupta (Communist Party of India). The group worked closely together with the National Working 

Group on Patent Laws, the most active and influential group working with TRIPs in the mid 1990‟s. The group 

was formed in order to put political pressure on the Congress-led Government. However, after the 1996 

elections where BJP became the single largest party and the UF government took office, the group continued its 

work. In July, October and November 1996 the group hosted large conferences or issued political declarations 

(Forum of Parliamentarians on Intellectual Property and National working Group on Patent Laws, 1996). The 

declarations where first and foremost targeting internal political issues, confirming the stand on the Patent Act. 

From the declarations and interviews it has not been possible to establish whether the group were targeting 

Indian commercial and political decision makers as well as voters, or if the group was concerned about the 

international situation (WTO‟s Dispute Panel, see below) and flagging fighting spirit in Geneva.            

CASE AGAINST INDIA IN WTO’S DISPUTE SETTLEMENT SYSTEM 

Meanwhile, the industrialised countries had intervened in the political process. In November 1995, the WTO set 

up a panel which should handle a complaint filed by the US, stating that India had failed to meet its obligation of 

providing a legal framework for its Mailbox facility and securing EMR for post-95 products. Six months later, 

the EU also requested India to hold consultations regarding the absence of proper legislations securing mailbox 

facility and EMR. In September 1997, the US won the case against India, when WTO‟s dispute panel issued its 

report, stating that India had not met its obligation under the TRIPs agreement. India brought the ruling from 

the dispute panel to WTO‟s Appeal Body, arguing that the TRIPs Agreement gives countries the freedom to 

determine the appropriate method of implementing the provisions of the TRIPs Agreement (Article 1 in the 

TRIPs Agreement). As a response to this, the EU filed a new complaint to WTO‟s Dispute Settlement Body in 

the same month, repeating that India had failed to meet its obligations of providing a legal framework for its 

Mailbox facility and EMR. In January 1998, the Appeal Body under the WTO came to the same conclusion as 

the Dispute Panel, and recommended that India changed its patent legislation before April 1999, in order to 

provide legal authority for its Mailbox facility and to secure EMR (The Hindustan Times 29tApril, 1999). India 

also lost the similar case, brought by the EU, in the Dispute Panel in September 1998, and India was once again 

committed to change its Patent legislation before 19 April 1999
 
(Business Standard, October 1998). 

The case in WTO against India was followed closely by different political forces in the country. Among NGOs, 

it was seen as a direct assault on India‟s sovereignty. However, the discontent over the complaints in WTO and 

especially over the panel report did not materialise in larger protest actions, which had been the case in 

September 1991, when politicians and „eminent citizens‟ protested against the US‟ Special 301 (see previous 

chapter). During 1996, the Forum of Parliamentarians on Intellectual Property hosted conferences on the subject 

(see above), but even though the institutional set-up was established, not much happened (see chronological 

overview, Appendix A). The Federation of Medical and Sales Representatives‟ Association of India held a one-
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day strike in protest against TRIPs-related amendments to the patent legislation (interview with Amitava, 

October 2000), but public responses remained weak compared to the previous protests. One reason might be 

that the coalition in power, the United Front, made no real attempt to comply with the TRIPs Agreement. While 

the UF Government proposed to introduce a new bill in July 1996, it at the same time stated that it would 

incorporate the points of view from the Left and BJP in the bill. As mentioned, the proposal did never 

materialise into a bill.       

SPLIT IN THE ANTI-WTO COALITION  

While the complaint against India was dealt with in the WTO system, politicians and NGOs in India, who had 

been working to maintain the 1970 Patent legislation as it stood, mobilised their forces. The NWG, The Indian 

Drug Manufacturers‟ Association and The Forum of Parliamentarians on Intellectual Property along with other 

NGOs started to involve themselves in the campaign against the TRIPs Agreement. Several national and 

international conferences were held in India, in order to mobilise people and arguments against the TRIPs 

Agreement. The campaign carried political punch due to an alliance between the Hindu-nationalist party, the 

BJP, and the left-wing parties, which together had a clear majority in both Houses of Parliament, as well as large 

public support.   

The UF Government chose to call for general elections before time in February-March 1998. As a result, a new 

BJP-led coalition government, headed by Mr. Vajpayee, assumed office. This also meant an end to the alliance on 

TRIPs between the left-wing parties and the BJP. During negotiations in fall 1998, the BJP-led government 

affirmed that India would meet its international obligations, and declared that an amendment bill to the 1970 

Patent act would be introduced during the winter session of Parliament. The Human Resource Development 

Minister and former leader of the Forum of Parliamentarians on Intellectual Property, Mr. Joshi from the BJP 

continued, however, to voice his opposition to an amendment bill (The Times of India 19 Nov, 1998), reflecting 

the internal conflicts raging in the BJP and other parts of the Hindu-nationalist movement. After assuming 

office, the BJP had undergone a transformation, replacing its nationalist agenda with a moderate “realistic” 

practice. This created conflicts with the party‟s rank and file and it lost support from parts of its voting-base in 

the petite bourgeoisie. According to Biplab Dasgupta, MP for the Communist Party, (interview December 2000), 

the pro-WTO line in Parliament was supported by 60pct. of the party, while the rest would stand for the 

traditional line. Furthermore according to Dasgupta, a major reason for BJPs concessions on WTO has been the 

relationship with the US, not least concerning the Kashmir question. The conflicts inside the BJP and other 

members of the coalition-government postponed the amendment bill, even though parts of the disagreement 

seemed to be over minor technicalities. The political answer to the internal conflict in the nationalist Hindu-

movement was to put extra focus upon the religious issues, or as Dasgupta put it, “to play the race card”. A 

higher profiled Indian foreign policy could also be found in articles issued by the Indian governments Foreign 

Service Institute. Kishan Rana argued that “much of the public reactions so far to the international dialogue on patents, and 
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the TRIPs discussions at WTO smacks on old mindsets and knee-jerk attitudes. Instead of seeing ourselves as victims of conspiracy 

by developing nations, we need to look at ourselves with confidence, in the realization that we are on the way to becoming a global 

player.” (Rana, 1997:226). 

The Patent (Amendment) Bill, 1998 was tabled in the Rajya Sabha, under protests from the left-wing and 

regional parties. These parties stated that the bill would transgress the bounds of federal policy and that the 

federal states should be formally consulted before the bill was introduced to Parliament. Five State Chief-

Ministers urged the Prime Minister to convene a meeting where all State Chiefs participated or to consult the 

National Development Council on the matter (Business Line 17 Dec, 1998). Despite the protests, the Rajya 

Sabha passed the Patent (Amendment) Bill, 1998 in December, but the winter session ended before the Lok 

Sabha had finalised its reading of the bill 
 
(Business Line 26tDec, 1998). 

Finally, in March 1999, the Patent (Amendment) Bill, 1998, was passed in the Lok Sabha - more than 4 years too 

late and only weeks before the WTO‟s Dispute Panel‟s deadline.  

MAKING THE INDIAN PATENT PROTECTION TRIPS COMPATIBLE  

However, the March 1999 amendments to the patent legislation, allowing a mailbox facility and EMR, were only 

the first round. The fundamental change of the patent concept as introduced in 1970s still had to be made in 

order to make it fully TRIPs compatible. In this connection, India still had to meet two deadlines. It had until 1 

January 2000 to amend the patent legislation on all topic areas except changing from process patents to product 

patents on e.g. pharmaceutical products. The 2000 deadline concerned, among others, a change in the durations 

of patents from fourteen years (seven for pharmaceutical products) to twenty. For the introduction of product 

patents, the deadline was 2005 (TRIPs Article 70).  The latter deadline must be considered the most critical 

because it would change the basis for much of the domestic industry (see chapter 2). Yet, it was the 2000 

amendments that allowed political parties, and not least interest organisations, to influence the legislation and set 

their political fingerprints. While much of the 2000 amendments were requirements taken directly from the 

TRIPs Agreement, which could not be altered, or technical specifications which only had minor influence, other 

parts of the amendments related to conditions that would influence the framework for the development of the 

national industry in the future, and hence could be of great importance for the industry. 

As the parliamentarian situation had changed when BJP assumed office, the journey through the Indian 

parliamentarian system had eased up. With BJP taking up the responsibility as a “mature”, state-supporting party, 

the balance towards acknowledging WTO-related policies had shifted in favour of accepting TRIPs-related 

amendments. The shift in party colour of the government altered, together with the character of the 2000-

amendments, the character of the debate, from the former pros and cons of high principles to a real-political 

situation where the detailed content of the amendment bill was the important issue. But even though political 

truce on TRIPs was established between the two major political parties, the TRIPs-related amendments 
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remained unpopular with voters, national industry and also among the political organisations of the two parties. 

The MP for the Congress Party Mr. Jaipal Reddy put it “[the TRIPs Agreement] is welcomed not in a positive way. People 

see it as an obligation that has to be fulfilled” (interview with Reddy, January 2001). This left India in a situation where 

the majority in Parliament would pass the amendments, but at the same time was looking for political scope 

within the TRIPs Agreement to safeguard national interests to the extent possible.  

A POLITICAL VACUUM 

BJPs political shift also left a political vacuum for the national oriented small business and petite bourgeoisie, 

which during the 1990s had supported the BJP. While the organisation representing the national pharmaceutical 

industry, IDMA, did not express disappointment with BJPs shift in position, it was made clear that BJP and 

IDMA was out of step via-a-vis issues on internationalisation (Interview with Alva, March 2000). The answer 

from the small-scale industries was to return to the roots of the Hindu-nationalistic movement, Rashtriya 

Swayamsevak Sangh (RSS), the social movement behind the BJP. In a large rally for 20 different industrial and 

trade organisations (including IDMA)  in Mumbai in January 2001, leading RSS members called for continuation 

of Swadeshi policies, and promised to take the political message to its political wing (Business India, January 8-

21, 2001). This happened at the same time as the Left, labour unions and NGOs rallied on different occasions, 

but the different social groups did not unite or create formal alliances to fight the WTO.         

INTRODUCING THE AMENDMENTS  

The amendment, the Patents (second amendment) Bill, was introduced in December 1999, less than a fortnight 

before India had to comply with the WTO deadline on TRIPs. But as the Minister of Commerce and Industry, 

Dr. Raman Singh, presented the bill to the two Houses, he at the same time announced that Government was 

willing to refer the bill to a Joint Select Committee of Parliament, if the members of Parliament wished so (Lok 

Sabha, 22 Dec 1999). The Select Committee was set up delaying the legislative process in Parliament for several 

months and making it impossible for India to meet the deadline set in the TRIPs Agreement. However, the 

Parliament passed three other TRIPs-related bills, the Copyright (Amendment) Bill (1999), the Trade Marks Bill 

(1999), and the Geographical Indications of Goods (Registration and Protection) Bill (1999) (Lok Sabha, 22 Dec 

1999). The three other bills brought about heated political debates between the Government and the Left 

opposition, but the new political alliance on WTO matters between the Hindu-nationalistic BJP in Office and 

the Congress Party materialised and secured a comfortably majority in both Houses. 

The Lok Sabha and Rajya Sabha appointed a thirty members large Joint Select Committee, representing both 

Houses and the different political points of view in Parliament. The Parliament did not set up a deadline for the 

Committee‟s final report, but according to newspaper articles, the Committee should finalise its report at the 

latest by May 2000 (The Hindu, 22 Dec, 1999). According to MP for the Congress Party Mr. Jaipal Reddy, the 
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appointment of a joint select committee was a natural decision, because the bill would have large influence upon 

India‟s economy (interview with Reddy, January 2001). While not refuting this argument, MP from the 

Communist Party, Biplab Dasgupta pointed to the fact that the Congress and the BJP also had been under 

influence from the national pharmaceutical industry with a view of securing their interests (interview with 

Dasgupta, December 2000).   

THE JOINT SELECT COMMITTEE AND POLITICAL ACTORS 

The task of the Joint Select Committee was to look into consequences of the new bill, and to hear the advice of 

and suggestions from different interest groups, researchers and public authorities. Hearing the comments from 

the many groups and experts soon turned out to be a comprehensive task. The Committee held more than 

twenty meetings all over India during the first year, with nearly fifty experts or interest groups. Appendix C 

shows a detailed list over the meetings in the Committee. The many different groups and experts appearing 

before the Committee confirmed the picture of a political issue having huge public and political attention. But it 

is also evident from the chronology of the political process (Appendix A) that the different political interest 

groups took their case into the public arena, by appearing in the news or hosting conferences on the issue, 

thereby stepping up their political pressure, influencing the wording as much as possible. The points of view 

between the different interest groups can broadly be categorized as those who outrightly rejected the TRIPs 

Agreement (e.g. NWG or environmental groups) on the one side; middle positions comprising organisations 

which accepted product patents, but wanted some kind of safeguards to be build into the legislation. And finally, 

a few interest organisations supporting the TRIPs Agreement and pressed their case towards a strong patent 

protection without special safeguards for the Indian industry (e.g. Interpat or OPPI). The NWG continued to be 

an active force in the political process and served as an umbrella organisation for several Indian NGOs and 

individuals, but it had cut off the close co-operation with the industry, due to different points of view on the new 

second amendment patent bill (interview with Keayla, April 2000). Meanwhile, NWG had build up an expertise 

on the subject, and members of the organisation where frequently asked to give speeches in national and 

international workshops or conferences on patens and medicine.  

While the NWG continued a hard-line against the TRIPs Agreement, one can clearly find more political 

movement among the middle positions. IDMA had left the anti-TRIPs position, flagged in the 1990s and had 

accepted product patents. In July 2001 the president of IDMA, Mr. Nihchal Israni said ”Our view submitted to the 

joint select council has been that the law should be balanced, reasonable and in the interest of public health. In the TRIPs agreement, 

the clauses pertaining to public interest should be operationalised properly along with the obligations of the patent holder.” (Business 

Line, 2 July 2001). But perhaps more interesting, a group of eight of the largest research-based pharmaceutical 

companies in India formed a new industrial organisation, Indian Pharmaceutical Alliance (IPA) in November 
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1999. The new organisation was an exclusive club for “invited companies only” and not a normal business 

association where companies could apply for membership. In 2000, eleven member companies
66

 accounted for 

around 30pct. of the domestic companies‟ turnover, and 90pct. of the R&D (Pharmabiz.com, 1 Oct 2001
67

). The 

new organisation reflected the different economic interests among the pharmaceutical companies in India (see 

chapter 11 for elaboration). While IDMA and IPA both wanted a relaxed compulsory license system, they were 

not totally in line on important issues such as “licenses of right” and “preventing practices affecting trade and 

transfer of technology” which the IDMA voiced in favour of (IDMA 2001:3). The licenses of right are referring 

to the possibility of issuing compulsory licenses if a company did not make use of its patent inside India, 

allowing a broad scope for compulsory licenses to Indian companies. Here the IPA was only mentioning 

blockbuster drugs (Business India; The Times of India, 29 July.2001). It is also worth mentioning that the Bulk 

Drug Manufacturers Association in India, BDMA, worked together with IDMA on the issue, while another 

pharmaceutical industrial organisation, Small Drug Manufacturers Organisation, paid very little attention to the 

debate
68

.       

The labour unions‟ approach to TRIPs where broader, linking the issue of patent rights and WTO to discussions 

of globalisation and neo-liberalisation. In June 2000 several unions joined in the Trade Union Solidarity 

Committee‟s drafting a workers‟ convention against job losses. Here the situation for the workers in the 

pharmaceutical sector was discussed among several other industries. During a visit to labour Union in Mumbai, 

The Blue Star Employees Federation, in December 2000 the representatives linked the discussion of TRIPs and 

WTO to the general liberalisation of the economy in India, which was launched as a result of the financial crisis 

in 1991. Likewise, in an annual publication from the Andhra Pradesh Medical & Sales Representatives‟ Union the 

following political statement is found: “The liberalisation recommends, “Commercial Liberalisation” as the only remedy for 

efficiency and growth. But in reality we find the flood gates of the Third World Countries being opened up under WTO instruments 

for unproductive imports from developed countries to the Third World Countries.” (Andhra Pradesh Medical & Sales 

Representatives‟ Union, 2000). While the unions were strongly against the TRIPs agreement, this didn‟t pave the 

way for political alliances with the different employers‟ associations. Class issues such as job security was still in 

the forefront among the labour unions. However, the unions‟ political analysis pointed to the fact that national 

companies were under pressure from international capital due to liberalisation. The Joint Select Committee held 

several consultations with industrial organisations, experts and NGOs during 2000 and 2001. In addition to these 
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 In 2001 eleven companies where members, Alembic, Cadila Healthcare, Cipla, DRL, Lupin Laboratories, Nicholas 

Piramal, Ranbaxy Labs, Sun Pharma, Torrent Pharma, Unichem Lab and Wockhardt.  
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 During a visit (December 2000) to The Small Drug Manufacturers Organisation in Mumbai, representing 1200 member 
companies, the organisation explained that they main focus of work was helping small-scale producers who were facing 
problems with Good Manufacturing Practice (GMP). The rules for GMP in India were amended due to new international 
standards in WHO for the manufacturing of medicine. Many of the small-scale companies in the pharmaceutical sector were 
unable to meet the requirements of new investments in production facilities and quality control.         
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consultations, the Joint Select Committee in September 2000 decided to visit other countries, developing and 

developed (e.g. Brazil and Canada), in order to see how they had formulated their patent legislation in order to 

safeguard national interests (Appendix C). This happened in order to clarify the political room for manoeuvre as 

seen from the point of view of the politicians and bureaucrats. During autumn 2000, the Joint Select Committee 

worked with the final wording of the Bill, and expected to finalise it during early spring 2001 (the 192nd session). 

Yet, at the end of January 2001, the Committee still hadn‟t finalised its report, partly because it still needed to 

conclude the case studies on patent legislation in other countries. The delay, however, should prove to be 

important for the further political outcome. 

CHALLENGING THE TRIPS AGREEMENT 

While the Joint Select Committee was working things developed outside India which turned out to be of 

significance for the Indian patent legislation. 

South Africa had introduced the Medicines and Related Substances Control Amendments Act in 1997, allowing 

the authorities to issue compulsory licenses, aiming at reducing prices on medicine, in order to safeguard public 

health. By issuing compulsory licences, the South African authorities could avoid the monopolistic price 

structures which can be the consequence of patents. Article 8 in the TRIPs Agreement lay out the principles of 

the TRIPs Agreement and states that member countries “may adopt measures necessary to protect public health”, but the 

article continues “provided that such measures are consistent with the provisions of this Agreement”. The argument put 

forward by the pharmaceutical companies and OECD-countries was that compulsory licence for pharmaceutical 

products on the ground mentioned in the South African medicine law, wasn‟t consistent with the principles of 

the TRIPs Agreement
69

. Hence, the new medicine act was changing the TRIPs Agreement that South Africa had 

accepted a few years earlier when the country joined the WTO.  

Like other developing countries, South Africa was allowed a five-year transition period before it had to comply 

with the TRIPs Agreement. But according to the agreement (Article 65.5), developing countries were not allowed 

to amend their legislation during the transition period in such ways that it would “result in a lesser degree of consistency 
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 Among several arguments, the pharmaceutical companies and industrialised countries argued that the medicine law was 

conflicting with Article 27.1 in the TRIPs Agreement stating that “patents shall be available and patent rights enjoyable without 
discrimination as to the place of invention, the field of technology and whether products are imported or locally produced.” By singling out 
medicine and related substances, these were discriminated upon. Furthermore, the ground of issuing compulsory licences 
was targeted. While the TRIPs Agreement implicit accepts compulsory licences in Article 31 (Other Use Without 
Authorization of the Right Holder), Article 2.1 stresses that the member states shall comply with the Paris Convention. The 
Paris Convention is the only place where the grounds for issuing compulsory licences are mentioned, and it is stated that 
“Each country […] shall have the right to take legislative measures providing for the grant of compulsory licenses to prevent the abuse which might 
result from the exercise of the exclusive rights conferred by the patent, for example, failure to work.” (Paris Convention, Article 5.A). 
According to this article, compulsory licence should only be issued when patentees abuse exclusive rights. However, calling 
it abuse to set prices where the companies could profit maximise under monopoly price structure would be a totally new 
interpretation of patent rights. And if it was interpreted according to this, it would apply for all products and technologies 
under patent protection. 



134 
 

with the provisions of this Agreement”. This was precisely what South Africa was doing, and both the EU and the US 

started to put political pressure on South Africa in order to have the bill withdrawn. While the matter was 

discussed in WTO‟s TRIPs council at the request of the EU, South Africa argued that it was possible to 

implement the new provisions in accordance with the TRIPs Agreement (WTO document, IP/Q3/ZAF/1), 

thereby making it difficult to take the case further through the WTO system. EU and US put further bilateral 

political pressure upon South Africa‟s Government, with direct or indirect references to economic retaliation if 

the country went further with its plans (Wendt et. al. 2003:27). Also, some of the world‟s largest pharmaceutical 

companies that were members of South Africa Pharmaceutical Manufacturers Association took legal action 

against the Government of South Africa. Whereas the South African Government resisted the political pressure 

from EU and the US, the court case started in Pretoria in the beginning of 2001.  

While the pharmaceutical companies had weighty legal arguments on their side (see footnote 69), the court case 

also became a political platform, which South African and international NGOs could use to launch a powerful 

campaign against patents on medicine in developing countries. The South African NGO Treatment Action 

Campaign (TAC), which is working with HIV/AIDS issues, the UK based Oxfam, Medecins Sans Frontieres 

(Doctors Without Borders, MSF) among several other international NGOs worked closely together in a well-

coordinated press campaign, targeting the plaintiffs‟ mother companies in their home countries, and at the same 

time providing journalists covering the court case in South Africa with interviews, statements and 

documentation. The issue quickly changed from a strictly legal matter to a principal, or emotional, issue 

according to one‟s point of view, under headings such as People before Profit or Cut the Cost (Oxfam 

Campaign, February 2001). The spearhead in the campaign was the millions of South Africans living with HIV 

or AIDS, without access to lifesaving medicine, due to the extreme high prices of the patented Anti-Retro Viral 

drugs. The campaign became so powerful that the pharmaceutical companies for political reasons agreed on an 

out-of-court settlement in April 2001, with the South African Government, agreeing that the medicine act could 

be implemented
70

 (Wendt et. al., 2003:32f). Despite the settlement in Pretoria, the Campaign left behind the 

pharmaceutical companies with a strongly battered image. 

The court case in South Africa had with a vengeance changed the political agenda on TRIPs. Now the debate 

was on the access to medicine for poor people and devastating effects on public health. Pharmaceutical 

companies and Governments in the OECD countries were on the put on the defensive. A situation the South 

made the best possible use of in WTO negotiations (see below). The court case in South Africa is also an object 

lesson on global governance as discussed in chapter 5 and illustrated in figure 5.1. Multiple forces, including 

MNCs and social movements, shape global governance. During the court case in South Africa, the political 

power moved from the supra-State bodies and national level to international NGOs (transnational layer), who 
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skilfully used the situation politically in the international press. Hence, it was not only the pharmaceutical 

companies that suffered damage. Also the TRIPs Agreement itself - and the WTO with it - was left with a 

serious political and image problem. Even before the court case ended in South Africa, it seemed generally 

accepted that access to medicine constituted a problem. WTO and the World Health Organization (WHO) 

hosted a joint workshop in Høsbjør, Norway in April 2001 on ”Differential Pricing and Financing of Essential 

Drugs”, where donors, international organisations, the industry and NGOs discussed access to medicine in 

developing countries. The issue raised was basically how a strong patent system could be combined with a 

system having differentiated prices between countries with large differences in per capita income, securing access 

to medicine to everyone. During the workshop it was difficult to reach an agreement and the concluding report 

was very weak in its wording (WTO & WHO, 2001
71

). Hence a voluntarily system with differentiated prices was 

not a feasible solution to the problem of access to medicine.           

A NEW POLITICAL SITUATION 

As a consequence of the South Africa court case, and the poor results in Høsbjør, a large group of African 

countries requested that the TRIPs council took up consultations on the issue of TRIPs and access to medicine, 

with the view to amend the TRIPs Agreement. The African countries were soon followed by most developing 

countries in their critique of the situation on access to medicine. In June 2001 they submitted a common paper 

from the “Developing country group” to the TRIPs Council for a special discussion on intellectual property and 

access to medicine (WTO document IP/C/W/296). India was one of the countries who signed the paper
72

 that 

among other things was discussed at the June meeting in the TRIPs Council. The developing countries stated, 

“Differential pricing should in no way be used to limit the flexibility of the TRIPs Agreement in any of its provisions.” And that 

the WTO members should take the view that “the TRIPs Agreement in no way stands in the way of public health 

protection, and therefore that it should provide the broadest flexibility for the use of compulsory licenses.” Furthermore that 

“members are free to determine the ground upon which to issue compulsory licenses.” and “nothing in the TRIPs Agreement will 

prevent Members to grant compulsory licenses to supply foreign markets”. These issues were some of the same safeguards 

which the developing countries had tried to build into the TRIPs agreement after the 1989 April meeting during 

the Uruguay Round. As in 1989, the industrialised countries were reluctant to give concessions. While all 

countries agreed that the court case in South Africa, earlier in 2001, required some sort of action and 

clarification, the scope of this was indeed debated.  

During the June meeting, the EU stated that if the pharmaceutical industry committed itself to a global tiered 

pricing (TP) system, it would be the most effective way to ensure sustainable supply of affordable medicines to 
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the poorest. Furthermore, that the objectives and principles as set out in Articles 7 and 8 in the TRIPs 

Agreement gave countries a sufficiently wide margin of discretion in securing public health. Because compulsory 

licences could be issued for any reason, including of course public health, as long as the procedural safeguards 

contained in Article 31
73

 were respected. Hence the EU stated ”Downgrading the level of current IP protection should 

certainly not be the aim of the exercise” (WTO document IP/C/M/31). The US used the floor during the meeting to 

stress how the country supported initiatives and projects supportive for public health, and that the issue of 

public health should be tackled outside WTO. As a result the US argued for a narrow interpretation of TRIPs 

and public health, by refraining from talking about „public health‟ and instead used the word „epidemics‟, and the 

possibility of waiving authorization of the right holders when issuing compulsory licenses in cases of national 

emergency. The US delegate to the meeting in the TRIPs council stated, “Certainly, epidemics such as HIV/AIDS 

within a Member's territory are as much a national emergency or a circumstance of extreme urgency as war, civil strife, or natural 

disasters for purposes of exercising the waiver authority.” (WTO document IP/C/M/31). The Indian delegate took the 

opposite stand by stating “The purpose of today's meeting is therefore to examine the relationship between the various provisions 

of the TRIPS Agreement and issues of public health and access to medicines.” India furthermore argued for an 

implementation of the TRIPs agreement where member states had political scope to frame their patent 

legislation in a way which did not conflict with neither compulsory licences, parallel import or cross border trade 

with pharmaceuticals, which were produced under compulsory licence (WTO document IP/C/M/31). 

The TRIPs council didn‟t reach an agreement, and the discussions continued in an informal meeting in July and 

during the following council session in September 2001 without finding a solution to the problem. However, a 

draft text for the ministerial meeting had to be agreed upon during the next Ministerial Conference in Doha, 

Qatar in November 2001. As a result different draft texts were tabled. The developing countries‟ group issued 

their text in the beginning of October, with a wording which would allow compulsory licenses and other 

measures, with a view to reducing prices on medicine (WTO document IP/C/W/312). Australia, Canada, Japan, 

Switzerland and The US tabled a common draft text under the heading ”Access to medicines for hiv/aids and 

other pandemics”, clearly indicating the scope for a coming agreement (WTO document IP/C/W/313). The EU 

also issued a so-called non-paper “Draft Declaration on TRIPs and access to affordable medicines”, where the 

Union on the one hand opened up for an implementation of the TRIPs agreement that should be read in the 

light of “affordable medicine for all in the context public health policies”. However, the paper was muddled and 

only circulated for informal discussions, and never officially tabled. The Chair of General Council of WTO, 

Stuart Harbin, tabled a draft text by the end of October, only a fortnight before the commencement of the 

ministerial meeting, with different suggestions for the final wording. One option was supportive of the 

suggestions from the developing countries group, while the other option was more to the side of the US and the 
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 This interpretation did, however, fall short of the Commission‟s earlier interpretation (Legal Issues Related to 

Compulsory Licensing, 2001) where the right to issue a compulsory licence on the ground of public health was questioned 
due to the Paris Convention (see previous footnote).  
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group of industrialised countries (WTO document JOB(01)/155). It wasn‟t possible to reach an agreement 

before the meeting, and Harbin‟s draft paper formed the basis for the final negotiations on ministerial level in 

Doha.   

THE DOHA DECLARATION  

The Doha Ministerial Conference followed the Seattle meeting two years earlier, which had failed to reach an 

agreement on a new trade round, and another failure in Doha could jeopardise the multilateral trade system, or at 

least send it into serious crisis. Furthermore, the events on 11 September 2001 in New York and Washington 

made the international system more allergic to failures. For investors, political signals on further liberalisation of 

world trade would be positive news. Yet another setback, would underscore an emerging economic slowdown. 

Therefore, the political pressure and attention on the Doha Ministerial Conference seemed to be higher than on 

other Conferences on international trade, which often has been seen as rather peripheral issues. The conference 

was facing a number of controversial issues, where the North and South, as well as the EU and the US, had 

severe disagreements. Some of the main issues were implementation of market access for developing countries‟ 

textile products, imbalances in subsidy rules, agriculture  (subsidies), the Singapore issues (i.e. investment, 

competition policy, government procurement and trade facilitation), and finally TRIPs and public health.  

The introductory statement from India on the negotiations and draft Ministerial Declaration was harsh and 

direct. Mr. Maran, Minister of Commerce and Industry stated, “I am constrained to point out that the draft Ministerial 

Declaration is neither fair nor just to the viewpoints of many developing countries including my own on certain key issues.  It is 

negation of all that was said by a significant number of developing countries and least-developing countries. We cannot escape the 

conclusion that it accommodates some viewpoints while ignoring others”. And continued, “the only conclusion that could be drawn 

is that the developing countries have little say in the agenda-setting of the WTO.  It appears that the whole process was a mere 

formality and we are being coerced against our will.” Mr. Maran was targeting a number of issues set out above, including 

TRIPs and public health, on which he elaborated his point of views, “The Uruguay Round Agreement on TRIPS has 

invited strong reactions from developing country stakeholders.” And added “Availability and affordability of essential medicines is a 

universal human right. WTO should not deny that right. This Conference must send out a clear message to the world that nothing in 

the TRIPS Agreement shall prevent governments from taking measures to protect public health. Accordingly, the TRIPS Agreement 

must be interpreted and implemented in a manner supportive of WTO Members' right to protect public health and ensure access to 

medicines for all.” (WTO document WT/MIN(01)/ST/10).  

The hard line continued throughout the negotiations, which were prolonged with nearly 24 hours. According to 

the Indian media, India stood as the last developing country firm and rejected some of the most controversial 

issues (The Times of India 15 Nov 2001). While India and other developing countries had to concede on a 

number of issues, they managed to come up with a wording in the Declaration on the TRIPS agreement and 

public health (the so-called Doha Declaration), which was supportive of issuing compulsory licences and other 
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remedies to reduce prices on medicine. This can be seen as a breakthrough for the developing countries. The 

process towards the Doha Declaration wasn‟t just a matter of blocking, or slowing down the developing 

countries political agenda, but also it was proactive results at the negotiating table on a high profile political issue.  

The Doha Declaration stated “We agree that the TRIPS Agreement does not and should not prevent members 

from taking measures to protect public health. Accordingly, while reiterating our commitment to the TRIPS 

Agreement, we affirm that the Agreement can and should be interpreted and implemented in a manner 

supportive of WTO members' right to protect public health and, in particular, to promote access to medicines 

for all.” (Paragraph 4).
74

  

Furthermore, the declaration took up an unresolved question of developing countries, which didn‟t have 

production facilities for pharmaceutical products. The Doha Declaration was a document which laid out how to 

incorporate grounds on which countries could issue compulsory licences (see the discussion on the Paris 

Convention earlier in this chapter). However, the TRIPs Agreement hadn‟t been amended and since Article 31(f) 

stated, “any such use shall be authorized predominantly for the supply of the domestic market of the Member authorizing such use”, 

countries who couldn‟t supply their own markets, couldn‟t use the possibilities for issuing a compulsory licence. 

Therefore a special paragraph, paragraph 6, was added to the declaration, stating “We recognize that WTO members 

with insufficient or no manufacturing capacities in the pharmaceutical sector could face difficulties in making effective use of 

compulsory licensing under the TRIPS Agreement. We instruct the Council for TRIPS to find an expeditious solution to this 

problem and to report to the General Council before the end of 2002.” 

The Doha Declaration was seen as victory to the developing countries and NGOs which had been active during 

the South African court case. For India, which was in the process of amending its patent legislation, it had direct 

and practical impact, because it allowed the government to build safeguards on public health in the patent 

amendments. Furthermore, the Declaration‟s paragraph 6 could open up for export of medicine from India to 

other developing countries with insufficient or no manufacturing capacity.  

THE SECOND ROUND OF AMENDMENTS    

The Joint Select Committee submitted their report and a draft bill in December 2001, a month after the Doha 

Declaration was finalised Further new amendments were incorporated before it was tabled in Parliament in May 

2002. The new bill was made up of 64 amendments and included:  

 Harmonisation of patent terms to 20 years (as required by the TRIPs agreement); 
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 The Doha Declaration also dealt with national emergency and parallel import and extended the extra transition period for 

LDC countries from 10 years (2006) to 20 years (2016) before they had to implement the TRIPs Agreement. See the full 
text in appendix B.  
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 Relaxation of the concept of “license of right” (Article 86-88 in the 1970 Patent Act) 

 Reversal of the burden of proof on the infringer 

 A more effective framework for enforcement 

 Allowing for testing before a patent expired (Bolar-type provision) (Ganguli 2003) 

The amendments where following the TRIPs agreement, strengthening IPR protection on a number of areas, 

while it also made room for national interests by allowing the so-called Bolar-type provision. This was important 

for the pharmaceutical companies, which would need approvals for new products, which can be time-consuming 

due to the extensive requirements for clinical testing. However, the new bill did not address the more political 

sensitive issue in relation to product patents and compulsory licences for products only protected by process 

patents, such as the chemical substance in pharmaceuticals, agro-chemicals and food products. 

The Parliament was still divided on the issue, and the BJP-led government was on the defensive due to its 

political position earlier in the debates. During the debate in the Lok Sabha in May 2002 the Minister of 

Commerce and Industry, Murasoli Maran, stated that the WTO was a take-it or leave-it package, and the “text of 

the TRIPs has been described as a masterpiece of ambiguity, couched in the language of diplomatic compromise, resulting in a verbal 

tight-rope walk, with a prose remarkably elastic and capable of being stretched all the way to Geneva.” (Lok Sabha, 14 May, 

2002, col 416). This statement was indeed a new interpretation of the TRIPs Agreement from a BJP led 

government75. Also, some of the arguments for the amendments were borrowed from the pro-IPR side. Parts of 

the pharmaceutical industry were described as the new leaders of the knowledge-based drug industry in the 

world, and it was stated that “Now is the time for the rest of the industry to come out of its “reverse engineering” mode and move 

forward onto the era of innovation “research and development” mode, clinching the opportunities.” (Ibid.).  The following debate, 

however, was characterized by the previous lengthy work and discussions in the Joint Select Committee, which 

meant that the quality of the debate improved, without the accusations and muddled arguments, which 

characterised the debate in the early 1990‟s. Also some very important safeguards where secured in the 

amendments. E.g. Article 84 (1), which states that: “At any time after the expiration of three years from the date 

of the sealing of a patent, any person interested may make an application to the Controller for grant of 

compulsory licence on patent of the following grounds namely. that the reasonable requirements of the public 

with respect to the patented invention have not been satisfied, or that the patented invention is not available to 

the public at a reasonably affordable price”. 

Several members of Parliament took the floor to state their support to the new bill, stating that it made use of 

possibilities for safeguard in the TRIPs Agreement. The critics from the left parties were arguing on a more 

abstract political level, by pointing to the fact that South Africa had moved against the TRIPs Agreement while 
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 The Minister of Commerce and Industry Mr. Maran was member of Dravida Munnetra Kazhagam, and not from the 

BJP. 
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India was following, even though it wasn‟t in the national interest (Lok Sabha, 14 May 2002, col 422-3). Also, 

access to medicine and the issue of public health was important issues in the debate. A public critique of the new 

bill pointed out that it did not utilize the scope archived from the Doha declaration (National Working Group, 

2004). While public health was an important matter during the parliamentarian debate as well as in the NWG 

critique, public health issues where not at stake at this stage of the legislative process. Pharmaceutical products 

were still protected by process patents only. 

The amendments were passed by a large majority in Parliament, including both BJP and the Congress party.   

THE FINAL AMENDMENT  

However, India still had to change from process to product patents by January the 1st 2005, which required yet 

another and third amendment to the patent law. The amendment should also replace the EMR system. 

Therefore, a new bill, The Patents (Amendment) Bill, 2003 was introduced in Parliament in December 2003 and 

referred to the Parliamentary Standing Committee on Commerce. But before this bill could be passed, the 

Parliament was dissolved in early 2004 and there was a call for general elections to the Lok Sabha, which led to a 

new government, the United Progressive Alliance, headed by the Congress Party. Although India had to meet 

the WTO-deadline only few months after the new government had assumed office, and the 2003 bill was all 

ready tabled, the UPA-government referred the issue of the Third Amendment to a Group of Ministers (GoM) 

in September 2004 for further consultations. The 2003 bill might have seemed controversial from the new 

government‟s point of view, since it was heavily criticised from several different sides. The pharmaceutical 

industry itself was divided on the issue, with Indian Pharmaceutical Alliance and OPPI lobbying for a more 

relaxed, respectively stronger IPR in the new amendments. The Left parties, part of the parliamentarian basis for 

the new government, were against the draft bill, which they characterized as “entirely inadequate in addressing domestic 

concerns relating both to health care and development of the indigenous industry. Further, it even sought to reverse some of the better 

provisions in the Second (Amendment) Act 2002.” (Gupta, 2004). Or as professor in Economics at Indian Institute of 

Management, Calcutta Dr. Chaudhuri explains: Though only two clauses were necessary to replace the EMR 

system and introduce product patents in all fields including pharmaceuticals, the bill actually included 70 other 

clauses. These many new amendments were introduced to simplify the patent granting procedures so as to make 

it easier for the MNCs to get product patents. (Chaudhuri, 2005). The bill did, however, open up for 

“Compulsory licence for export of patented pharmaceutical products in certain exceptional circumstances” 

(Draft of Proposed Amendment to Patent Act, 2003: Section 92a), which was one of the results of the Doha 
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declaration on TRIPs and Public Health, the so-called paragraph 6, included in order solve the problem of 

countries with insufficient or no manufacturing capacity in the pharmaceutical sector
76

. 

CIVIL SOCIETY STRIKES AGAIN  

Many public interest groups and private individuals demanded that the recommendations of the GoM should be 

made public and a debate be held before finalizing the amendments. But this was not done (Chaudhuri, 2005). 

This resulted in political protest from NGOs and the political left, which in many ways was similar to what 

happened in the early 90s. Despite the protests, the Government confirmed in October 2004 that it would meet 

WTO‟s deadline and secure product patents by the end of 2004 (Financial Express, 10 Oct, 2004). However, the 

Government was ready to discuss changes to the wording in the draft bill, but not to refer it to examination by a 

Parliamentary panel, as suggested by the Left parties and the NGOs (The Hindu, 22 Nov 2004).  As the deadline 

moved closer, different political groups intensified their campaigns against the third amendment and the 

introduction of product patents. In October to December 2004, International NGOs such as Affordable 

Medicines Treatment Campaign, Health GAP (Global Access Project), Act UP and Oxfam approached the 

Indian Government, arguing that the tabled amendments to the patents legislation would make it difficult to 

secure affordably medicine to poor people. Not only in India but worldwide since the majority of generic 

medicine sold to developing countries came from India. Also, a large number of Indian health-NGOs were 

active: The Affordable Medicines and Treatment Campaign (India); Focus on the Global South, Mumbai; 

Peoples Health Movement-Mumbai Chapter; Lawyers Collective HIV/AIDS Unit; National Alliance of Peoples 

Movements (NAPM), Mumbai; and Mumbai Grahak Panchayat (MGP), called “for international pressure on the 

Government of India” and held a rally in New Delhi in December in front of Parliament.  

The Indian Pharmaceutical Alliance, representing the larger domestic pharmaceutical producers, also involved 

themselves in the public debate. While neither taking a political nor the more common “access to medicine” 

approach, the IPA was precise in expressing the industry‟s interests by stating that “The debate is not about whether to 

have product patent or not, but about the type of regime that India should have. It is about having a law that not only protects new 

inventions but also domestic companies from exporting off-patent products to global generics market. The issue is: should India follow 

the perverse intellectual property rights (IPR) laws and practices of the US, EU and Japan or evolve its own IPR law utilising 

                                                      

76 The Doha declaration on TRIPs and Public Health instructed the TRIPs-council to find a solution to the problem of 

export to countries without production facilities to produce medicine domestecally. The work has to be concluded before 

the end of 2002. However, after the Doha round was launched, the US returned to its previous stand on TRIPs and public 

health, and blocked for a solution for several months. However, in august 2003, weeks before the next Ministerial meeting 

in WTO, the US accepted an agreement which allowed countries to issue compulsory licences for export to third countries 

if it was notified to the WTO.  
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flexibilities built-in the Trade Related Intellectual Property Rights (Trips) Agreement?” (Indian Pharmaceutical Alliance 

Statement, secretary-general DG Shah, December 27. 2004
77

). An important issue for IPA was what kind of 

inventions that could be patented under the new amendment. 

Also newer players such as Alternative Law Forum issued a draft letter to Prime Minister Manmohan Singh in 

2004, which could be downloaded from the Internet for people to send as a protest letter to the new 

Government. The letter stated ”The draft Bill not only fails to use the flexibility available within the TRIPS Agreement 

(TRIPS) but also goes beyond TRIPS. In other words, the draft Bill proposes patent protection more than what is required under 

TRIPS. We believe that draft Bill provisions would give monopoly rights to pharmaceutical companies at the cost of accessibility and 

availability of drugs under the product patent regime.
78

”. Rajeev Dhavan, active in the NWG, continued the critique of 

the 2003 bill by arguing that under the debate on the Second Amendment Act in 2002 the political promise was 

made that amendments reflecting social concerns would be incorporated in the future legislation. According to 

Dhavan, “None of the ameliorative amendments was included in the Third Amendment Bill of 2003” (Dhavan, 2004). A 

Joint Action Committee Against Amendment of the Indian Patents Act was formed at the end of 2004, 

combining a political critique of the WTO-system in general and the TRIPs agreement in particular, with issues 

such as access to medicines, using the slogans from the court case in South Africa. The committee included the 

National Working Group on Patents, scientists and labour union-related organisations such as Centre of Indian 

Trade Unions, Trade Unions Coordination Committee and the Federation of Medical Representatives 

Association of India, who had been active earlier in the process. The committee called for demonstrations in 

several larger cities in India, and a central “march to the Parliament” in February 2005. The political pressure on 

the Indian Government from groups, who voiced their concerns about public health interests being jeopardized 

by the new amendments to patent legislation, brought about reactions from the internationally controlled part of 

the pharmaceutical industry in India. In letters to leading Indian newspapers both the Director General of OPPI, 

Mr. Ajit Dangi (21 Dec 2004, Economic Times), and senior director of Pfizer Limited, Mr. Ramkrishna (29 Dec 

2004, Financial Express) refuted the argument that the new amendments would result in price increases. 

Furthermore, it was argued, India should secure IPR in order to strengthen and defend the national knowledge-

economy, which was on the rise in India. However, the international pressure on India to secure export of cheap 

generic medicine to the millions of people living with HIV/AIDS in developing countries acquired an extra 

dimension when the Director of WHOs Department of HIV/AIDS, Dr. Jim Yong Kim in December 2004 

wrote to the Indian Minister of Health and Family Welfare, expressing the concerns of several developing 

countries about the tabled amendments to the Indian patent legislation. The message was repeated in letters 

from UN agencies in February and March 2005 when a director of UNAIDS, Achmat Dangor, and later the 
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 Downloaded from http://www.cptech.org/ip/health/c/india/patents-act-amendments.html 
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 Downloaded from http://www.altlawforum.org/ADVOCACY_CAMPAIGNS/patentamdt_info_pack/document.2004-

12-21.8261637071 



143 
 

Special Envoy of the UN Secretary-General on HIV/AIDS in Asia and the Pacific, Nafis Sadik wrote to the 

Indian government
79

.  

DEADLINE AND POLITICAL PRESSURE 

The UPA-Government found itself in a difficult political situation in December 2004. On one hand, India had to 

shift to product patents for all types of industrial products before 1 January 2005, to comply with India‟s 

international obligation to the WTO. On the other hand, the Government was under pressure from a large 

group of interest organisations, companies and international actors. Kamal Nath, Union Minister of Commerce 

& Industry, therefore announced that a Presidential Ordinance would secure product patents from 1 January 1 

2005. At a news conference on December 29 Mr. Nath explained: “The new Government set up a Group of Ministers on 

the matter. It was our desire to bring the Bill to Parliament first. But it was also necessary to consult with all stakeholders and 

political parties. The last comments we received were on the 21st of December and so it was not possible to bring the Bill to this 

session of Parliament. This has necessitated the Ordinance. The ordinance will be discussed in detail in Parliament in the Budget 

session. The ordinance is an interim measure to fulfil our legal obligations within the stipulated time.”
80

. Furthermore, the 

Minister told that the drafted bill from 2003 still was the basis for the new bill. However, changes (or 

improvements according to Mr. Nath) had been made in some areas. One of the major provisions introduced 

was easier “grant of compulsory license”, allowing Indian manufacturers to manufacture and export patented 

medicines to countries which have insufficient or no manufacturing capacity, but only if the importing country 

had issued a compulsory licence. Another important provision made in the ordinance was that the patent applied 

for under the mailbox facility would be available from the day when a patent was granted and not when it was 

published. This was important for the many Indian companies, who would escape being taken to court for 

patent-infringement by the multinational patent holders of product-patents for drugs, which Indian 

pharmaceutical companies produced and sold a generic version of. Instead, the companies that have the patent 

for a particular drug may force the Indian company producing a generic version of the same to stop production, 

but they cannot bring a law suit against a generic producer retrospectively. Another important provision was 

relating to the extension of patents in case of „incremental innovations‟. It means that companies, which come up 

with new usage of the same product may not get patent for the new usage
81

. 

 

                                                      

79
 The letters are available on a US-based NGOs webpage, http://www.cptech.org/ip/health/c/india/patents-act-

amendments.html 
80

 Downloaded from http://lists.essential.org/pipermail/ip-health/2004-December/007318.html 
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The ordinance, which at the same time became the latest edition of the Third Amendment Bill, had first and 

foremost incorporated views from the larger part of the national industry. Licences for Export to third-countries 

17 December 2004  

Dr. A Ramadoss 
Minister of Health and Family Welfare 
Government of India 
Nirman Bhawan, Maulana Azad Road 
New Delhi-110 001 
India  

Dear Dr. Ramadoss,  

We would like to bring to your attention that several of our Member States have expressed their concern that in the 
future, generic antiretroviral drugs from India may no longer be available to them. Among other places, these concerns 
were expressed by the delegations of Ghana, Lesotho, Malawi, and Namibia at our recent Procurement & Supply 
Management (PSM) Workshop in Nairobi, Kenya (2-9 December, 2004), and by Bangladesh, Cambodia, China, 
Indonesia, Korea, Laos, Thailand, Papua New Guinea, and Vietnam at the Asian Regional Workshop on the 
WTO/TRIPS Agreement and Access to Medicines held in Kuala Lumpur, Malaysia (28-30 November 2004).  

As you are aware, WHO has been actively monitoring the implications of trade agreements on public health. One key 
issue is the impact of the end of the transition period at 1 January 2005 allowed under the TRIPS Agreement, which 
delayed the application of product patents, on the local production and supply of generic antiretroviral agents.  

The WTO Ministerial Declaration on the TRIPS Agreement and Public Health adopted in Doha, 2001 affirmed that "the 
TRIPS Agreement can and should be interpreted and implemented in a manner supportive of WTO Members' right to 
protect public health and, in particular, to promote access to medicines for all." In line with this, recent resolutions of the 
World health Assembly have also urged that national legislation should be adapted in order to use to the full the 
flexibilities contained in the TRIPS Agreement (WHA 56.27, May 2003 and 57.14, May 2004). In accordance with its 
mandate, WHO will therefore seek to provide technical assistance and support to Member States to promote 
implementation of the TRIPS Agreement consistent with the public health objective of ensuring access to medicines.  

As India is the leader in the global supply of affordable antiretroviral drugs and other essential medicines, we hope that 
the Indian government will take the necessary steps to continue to account for the needs of the poorest nations that 
urgently need access to antiretrovirals, without adopting unnecessary restrictions that are not required under the TRIPS 
Agreement and that would impede access to medicines.  

We thank you for your attention to this issue and send our best regards.  

Sincerely,  

Dr. Jim Yong Kim 

Director 

Department of HIV/AIDS 

Source:  http://www.cptech.org/ip/health/c/india/who12172004.html 
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under the compulsory licences provisions, which also where of great concern for many health organisations, was 

made easier. Other changes where targeting the industry‟s interests only. While the multinational companies 

where clearly worse off vis-à-vis the 2003 bill, the national industry (IPA and IDMA) still had difficulties with the 

”ambiguity on patentability” and the procedures of issuance of compulsory licences (The Economic Times 4 Jan, 

2005). Also the Indian NGOs concerned with domestic medicine prices due to the introduction product patents, 

where left with very little in the new bill. The issuance of the Ordinance started a new round of objections and 

protests from different national and international NGOs, who wanted to make their influence bear when the 

ordinance finally where confirmed into law. MSF, Oxfam, the Global AIDS Alliance, the Association for India's 

Development, and Health GAP, Affordable Medicines and Treatment Campaign (India), Lawyers Collective 

HIV/AIDS Unit, and the Alternative Law Forum issued a large number of public statements, letters to the 

Prime minister, and hearings in order to broaden the scope for compulsory licences. The NGO-protests were 

supported by the Government‟s parliamentarian basis among the left parties. However the nationalistic BJP, who 

had drafted the original Patents (Third) Amendments back in 2003, also withdrew its support for the bill, 

creating a difficult political situation for the UPA government. The ordinance had to be passed by Parliament 

only 6 weeks after the beginning of the next Parliamentary session, starting 26 February 2005, putting both 

political and time pressure upon the Government. Opportunism is properly the best explanation for BJP‟s shift 

on the patent issue, though other things might have played a role. E.g. the US government decision to deny BJP 

Gujarat chief minister Narendra Modi a visa to enter the US, which provoked strong public reactions in India. 

The patent bill could do as a handy symbol of US power to be resisted (Love, 2005). Early March, only days 

before the draft bill was supposed to be tabled in Parliament, the Government made some concessions on the 

issue, however not alleviating the major concerns voiced by  the left parties. The left parties sent a list of desired 

amendments to the Group of Ministers, headed by Pranab Mukherjee, including a narrow definition of 

inventions, which could be granted patent protection. Also on the list were broader scope for compulsory 

licences, both for domestic use and for export (Economic Times, March 11, 2005). 

THE LAST JOURNEY THROUGH PARLIAMENT 

The Minister for Commerce and Industry Mr. Nath tabled the Patent (amendment) Bill in Parliament on March 

the 18th 2005, under loud protests from especially the left parties, but also Janta Dal and the BJP. Even though 

changes had been made compared to the Ordinance passed in December, there was still political criticism from 

both wings in Parliament, as well as demands for more time to consider the effects of the amendments (Lok 

Sabha, 18 March, 2005). 

However, only a few days later, on 22 March when the bill was debated in the Lok Sabha the political situation 

had changed dramatically. Rupchand Pal (CPI) Stated: “Sir, I rise to support this Bill”. While continuing: “the Left has 

always been taking a very consistent stand with regard to both WTO and TRIPS. Still now we consider – as it is considered by 

many other developing nations of the world – that WTO is unequal and iniquitous although they claim to be rule based. It is 
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discriminatory and always those who are powerful in this unilateral world try to dominate over those who are weak, particularly the 

developing nations. We still now hold that TRIPS should not have been allowed to be incorporated in the course of negotiations of the 

Uruguay Round of GATT.” Joachim Baxla, member of another leftist party, RSP continued: “Sir, we are basically 

opposed to the TRIPS Agreement. Unfortunately, the Government of India long back has accorded its consent notwithstanding the 

adverse implications on the common people of the country. We are very much worried that the paradigm shift from process to product 

patent will lead to sharp rise in the prices of medicines and agro-chemicals. Would the hon. Minister kindly assure the august House 

that the Government of India will take adequate measures to render relief to the poor ailing patients by evolving some concrete 

mechanism for providing subsidy and cater to the needs of the modern essential medicines to the poor? As such, our health care system 

is quite vulnerable and not at all pro-poor.” And then added “The suggestions of the Left Parties have been accepted by the 

Government. Considering that aspect, I have decided that the Bill, which is likely to be amended, qualifies for my favourable 

consideration.” (Lok Sabha 22 March, 2005) 

This clearly represented a volte-face in The Left‟s view of the bill. No such movement on the right of the 

Parliamentarian spectrum. The BJP and other national right parties insisted that the bill should not be passed. 

Some of the arguments took up the rhetoric of anti-western policies from an earlier epoch, but the general line in 

the debate was to try to postpone the process. Or as Uday Singh from the BJP put it: “India must be TRIPS 

compliant and our party is perfectly in agreement with that. We do not want a controversy on this Bill. It is unnecessarily being 

created. But it should be TRIPS compliant to the extent necessary. Therefore, our legislation must necessarily take advantage of the 

flexibility allowed in the TRIPS Agreement so that we do not go beyond what is required. Our fear is that we are going much beyond 

what the TRIPS Agreement actually wants from us.  Therefore, erring on the other side is not something that is in anybody’s interest. 

I do not think that we really should be rushing with this.” (Ibid.). While the strategy of postponing the TRIPs-related 

amendments during the 1990‟s had been relative successful seen from the anti-TRIPs point of view, their 

rhetoric seemed more empty now, since the BJP had tabled a bill 16 months earlier, which had fewer safeguards 

in it. The Congress party did of course also use the opportunity to taunt the Right for its shifting positions. 

During the debate members of the nationalist opposition walked out in protest.  

After nearly five hours debate the bill was put to vote. The bill passed with the support from the left parties, 

who, however, succeeded in incorporating a further number of new amendments to the bill, incorporating 

safeguards in order to tackle some of the problems highlighted by the critics, e.g. what kind of products could be 

granted a patent. The Left managed to put clear fingerprints on the new law, as this amendment suggest: “[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 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”. The 2005 Patent (amendment) Bill had 
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built in a number of safeguards, which were not included in the 2003 bill
82

. This included better access to parallel 

import and possibility for continued domestic production of chemical substances, which where patented by the 

so-called Mailbox facility (Section 11A). The new amendments added to the 2004 ordinance included a more 

restricted scope of patentability (Section 2 & 3), easier access of export of pharmaceutical products to LDCs 

(Section 92A); “reasonable royalties” when production of chemical substances, which was patented under the so-

called mailbox facility (Section 11A); and finally easier access to grant compulsory licences to production for 

domestic use (Section 84 & 90) (Government of India, Press Information Bureau, March 23, 2005).  

The Rajya Sabha passed the bill, with the new amendments on March 23, so far putting an end to a journey 

through the political system that has lasted close to twenty years. As argued in Part I, the political process also 

includes the implementation phase; this will be analysed in the next chapter.      

 SUMMING UP THE PHASE OF DECISION-MAKING 

The TRIPs amendments journey through the Indian Parliament was prolonged for more than five years, as India 

in periods postponed decision-making due to both tactical fights between the main political parties and to 

resurrection of the Swardesi anti-imperialist ideology which in periods joined forces and materialized in a 

majority in the Parliament or more continuously in a cooperation like Forum of Parliamentarians on Intellectual 

Property. The political process was, however, also prolonged due to the intervention from strong groups outside 

the Indian Parliament. Throughout the chapter it has been shown how both Indian NGOs and Indian-based 

health care companies (both domestic and foreign controlled) have been strongly involved in the decision-

making phase.  

The court case in South Africa reopened the interpretation of the TRIPs Agreement and made it possible for the 

Indian government to include a higher degree of public health protection, while at the same time secure better 

conditions for the national pharmaceutical industry. 

The NGOs had some influence on safeguards vis-á-vis public health. However, this influence only materialised 

after the South African court case. Nothing in this study suggest that the Indian civil society was able to oppose 

or influence the decisions made within the WTO if the Indian government and State bureaucracy had decided 

otherwise. With the left wing United Front government, which did postpone the decision-making process on 

EMR provisions (a Mailbox facility for new discoveries) from 1995-98, the other governments followed 

decisions made in the WTO. 

The chapter also shows that external forces, arguing both pro and contra strong IPR protection have been 

heavily involved in the Indian decision-making process. 

                                                      

82
 Although the 2005 bill had a number of safeguards build in, it was still heavily criticised by the NWG (Keayla, 2005).   
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CHAPTER 10 IMPLEMENTATION  

This chapter will analyse the third stage, the phase of implementation. Due to time constraints there will be 

limitations to the use of primary sources; this chapter will therefore to a higher degree be based on literature and 

statistics. As illustrated in the model below is this chapter the last part of the political analysis.  

RESEARCH DIAGRAM 

 
 
Model 10.1 The analytical process. See model 1.1 for elaboration. 

 
The process of policy implementation is seen by Grindle & Thomas as the final step in the political process, and 

hence an important part of a political analysis. If political decisions can‟t be implemented due to resistance or 

lack of resources during the implementation phase, the outcome of the political process during the agenda-

setting phase or decision-making won‟t have much impact. Both Grindle & Thomas and Evans draw attention to 

the issue of state capacity and capability to implement decisions within the discretionary boundaries. Human, 

institutional, and economic resources play a decisive role in the implementation process, and hence also affect 

how the political process is affected by internal and external forces. According to Evans, India, which he 

categorizes as an Intermediate State (Evans, 1995:60), has the advantage of a well-functioning Weberian 

bureaucracy. But a conclusive difference between the Indian bureaucracy and the bureaucracies of the newly 

industrialised countries (NIC) in East Asia is that the bureaucracy in India has less developed ties and 

institutionalised relations to the national entrepreneurs and capitalist classes (Evans, 1997:73f). Hence, the 

embeddedness of the Indian State can be questioned in the realm of state-business relations. If the State 

apparatus doesn‟t reach, or only have weak contact to, business and traders, it can be argued that it is difficult to 

make them change behaviour, or even make sure that they receive new information about amendments to the 

legislation.      The question is if it is correct when the issue comes to the pharmaceutical industry, or if it impacts 

upon the implementation process? 
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However, the implementation issue is not only a matter of State capacity and resources. As accounted for in Part 

II, groups in society may continue to affect the outcome of political reforms, especially if they have been 

prevented from making their influence bear during the decision-making process. If we return to the model from 

Grindle & Thomas (Model 6.3), it distinguishes between resistance from the public in general or broader 

segments of the population on the one hand, and opposition, or perhaps more precisely obstruction, from the 

bureaucratic level on the other hand. The case in point is that political pressure from interest groups or red tape 

do not stop with decision-making. As accounted for in the theoretical framework, this should not be confused 

with the issue of lack of resources, but be seen as deliberate attempts to influence, delay or change the political 

decision arrived at during the decision-making phase in order to protect own interests.  

When it comes to resistance from the public, the Indian Government could avoid further political confrontation 

or resistance in the public arena, by deliberately under-allocating resources during the implementation phase; 

thereby for all practical purposes complying with critique from the national industry and mitigating public 

concerns about access to affordably medicine, while it at the same time had fulfilled its formal obligations under 

the WTO. Furthermore, there is the question of penetrating the civil society, in order to change the way 

companies behave. Here we may distinguish between the State‟s capability to create sufficient awareness about 

amendments in the legal structure, and the capacity to enforce the law in cases where companies intentionally 

produce or sell without authorisation. The analysis will be divided in two sections; one on the bureaucratic 

structure and one on the civil structure. However, both parts will take the role of public and bureaucratic 

influence into consideration. 

LIMITATIONS TO THE ANALYSIS 

Because the final Patent Amendment Bill only was passed in Parliament in 2005, it is too early to say something 

about the final implementation of the TRIPs related changes in the Indian patent system. It is possible, however, 

to see how changes in the patent system have been implemented during the 1990‟s, and we may take this as a 

strong indicator on how other parts of the amendments will be implemented. Much of the data used for the 

analysis is collected in 2000-01 and things may have changed in the intervening period. In order to handle this 

problem in the best way, the data is presented as accurately as possible and interpreted with clear references to 

the findings, making it possible to adjust the findings where, or if, things have changed.  

The findings may also be difficult to interpret for other reasons. In cases where bureaucratic decision-making 

(typically questions regarding implementation) is heavily influenced by economics-of-affection this will influence 

the results of policy processes, by altering formal rules and criteria for red tape decision-making. According to 

Degnbol-Martinussen (2001:166), the State bureaucracy is characterized by lack of transparency and its 

discretionary powers are not limited by clearly stated rules and regulations or by a possibility for appealing to 

higher authorities. This way of conducting business is favouring established Indian owners and business leaders 



150 
 

who can build on personal relationships. Degnbol-Martinussen (2001:169) furthermore claims that “Bribery has 

been used extensively by both foreign and Indian firms in the 1990s as well as before.”  The issue of corruption seems to fall 

in line with other analyses; David Potter, who in a historical analysis of the prestigious Indian Administrative 

Service are also concerned with political corruption and black money, which is institutionalised in a sense that 

“top administrators as a class had become ’the link between politicians and the business class’” (Potter, 1996:234). This 

shouldn‟t be confused with Evans embedded bureaucracy. 

During interviews conducted there have been accusations from parts of the national industry that the 

multinational companies in India bribed bureaucrats, in order to get support for a strong patent regime. It also 

falls in line with personal observations during my fieldwork, which could be interpreted as existence of 

irregularities on higher levels of the bureaucracy. Corruption to the opposite effect, especially at lower levels in 

the system, may just as well accrue; making it possible for Indian-based companies to illegally continue to 

produce patented drugs after the amendment to the patent legislation came into force. One of the larger Indian-

owned companies explained that they already paid „speed money‟ to the drug controllers. This reinforces the 

arguments put forward above. However, it is difficult to get to the bottom of how corruption has impacted the 

political process, and it is therefore seen as a limitation to the analysis in general, not only in the stage of 

implementation 

THE BUREAUCRATIC STRUCTURES  

The following part will analyse if the implementation process has been facing opposition or obstruction from the 

bureaucratic level during the implementation phase or if there have been difficulties due to resource problems. 

The bureaucratic structure includes the process of drafting departmental orders and regulations, and a review of 

formal organisations under the Ministry of Commerce and Industry, such as Patent Offices and India‟s Drug 

Controller System, and legal institutions under the Ministry of Justice. It is possible for both the Government 

and the bureaucracy to impact upon the different stages of the implementation process, although with different 

remedies.   

DEPARTMENTAL ORDERS AND REGULATIONS 

Laws passed in parliaments will often be detailed and rephrased in a more accessible and specific form as 

departmental Orders or Regulations by the appropriate Ministry of responsibility. This makes it possible to draft 

laws with a more general wording and hence make them more long-lasting, as well as making the legislative work 

easier. Departmental orders and regulations can be changed when required without involving Parliament, as long 

as the changes are framed within the legislation. However, it does leave the Government and bureaucracy with 

some discretionary powers on how to implement the legislation. One of the issues that have attracted attention 

during the political discussions has been the degree to which it is possible to safeguard the interest of both 
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industry and consumers when the patent legislation was amended. When it comes to safeguards related to the 

pharmaceutical industry and consumer market, this can be done through the Drug Control Order, issuing 

compulsory licenses or other administrative remedies. While the safeguards have to be embedded in the 

legislation, their factual content and actual use depends on the wording of the departmental orders. In the wake 

of the Patent (Amendment) Act, which was passed in Parliament in March 1999, the actual Patent Rules where 

introduced in the form of a departmental order. It contains some discretionary powers and can be taken as an 

indication of how the bureaucracy and the Government are implementing the amendments. While it is beyond 

the author to give a legal reading of the Act and the Rules, legal court action taken by IDMA in May 1999 on 

some clauses in the Rules can be used to illustrate the above-mentioned balance between a parliamentarian Act 

and a bureaucratic Departmental Order. In March 2000 the Mumbail High Court ordered changes in the Patent 

Rules because they went beyond the TRIPs Agreement and the Patent (Amendments) Act, 1999 (IDMA Bulletin 

XXXI(9):188). As IDMA was turned down on several of their claims, the court case shows that the Patent Rules 

was not being used to obstruct or downscale the amendments to the Patent Act. 

DRUG PRICE CONTROL ORDER (DPCO) 

While the DPCO is made in order to safeguard patients against high prices on essential medicine, it can also be 

used to safeguard the national industry by including more types of medicine and set prices at a level where the 

multinational companies can‟t use their monopolistic status and have to produce at competitive prices. This will 

make it less attractive for the multinationals to enter the Indian market already available from Indian producers, 

leaving more market segments to the national companies. The current scheme probably has to be altered, 

because the new patent regime will influence drug prices as a consequence of the stronger patent protection, 

which will it necessary to make room for more expensive imported drugs. While changes has to be made to 

current DPCO due to changes in the price structure and in order to cope with imported medicine, it seems 

generally accepted by both politicians and civil servants that price control should not be used to safeguard the 

national industry. According to Mr. Reddy, MP for the Congress Party, safeguards should only aim at securing 

patients‟ affordable treatment and not the commercial interests of the pharmaceutical industry in India (interview 

with Reddy, January 2001). Also, Joint Secretary in the Ministry of Commerce and Industry Mr. Ahmad refuses 

that India can use the DPCO as an remedy to safeguard the national industry (interview with Ahmad, January 

2001). Finally, one can question the effectiveness of the DPCO, as pointed out in theoretical part on the 

discussion of implementation. The Joint Secretary in the Ministry of Health, Dr. Tata, mentions that it will be 

difficult to use when drugs are imported, and that there are loopholes in the system, making implementation 

difficult in practice (interview with Tata, February 2001). One way to bypass the DPCO is to add extra 

components to an existing drug, thereby bringing it out of price control.  

In a report issued in 2003 by the US Business Organisation for pharmaceutical companies to the USTR, 

PhRMA, on India‟s lack of intellectual property right protection, states that “India has not acted in good faith in 
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implementing its obligation to provide Exclusive Marketing Rights (EMR) under TRIPs Articles 70.8 and 70.9. Using the excuse 

that it is examining the mailbox application with regard to patentability under the 1970 Act, a requirement not found in TRIPs, 

India is yet to approve a single application for EMR despite a number of qualified applicants. Both PhRMA members and Indian 

companies have unsuccessfully sought EMRs for facially qualified products.” (PhRMA, 2003:52; original underscore). In the 

report PhRMA suggests that “the US should both pursue a high-level dialogue to promote compliance with WTO disciplines 

across the board, including intellectual property, and at the same time expand international assistance opportunities for the training of 

patent examiners, among other urgently needed technical cooperation, to prepare India to meet its TRIPs 2005 obligation.“.  In 

addition to this PhRMA “urge that India be included in the 2003 “special 301” Priority Watch List” (PhRMA, 2003:51). 

This example clearly illustrates that external forces are continuously putting pressure on the Indian government 

in order to force the implementation through. The question remains open if it is a lack of “political will” or lack 

of State capacity, which is the reason for the lack of implementation? The data provided for this report can‟t give 

a clear-cut answer, but the fact that both multinational and Indian companies face the same problems, and that 

the EMR-approval is dependent upon the working process in the patent offices (see below) could indicate that 

the poor implementation of EMR is due to lack of capacity.  According to the Vice-President of Pfizer in India, 

the law not being clear partly explains the problem with lack of EMR. It is unclear if it is possible to grant 

exclusive marketing rights for old molecules in new products, which has been the hurdle in some of the cases 

(interview with Ramkrishna, December 2000). 

THE INDIA PATENT OFFICE 

The first step for an inventor, who wants to protect a new invention, is to apply for a patent with the national 

patent authority. In India, patent applications can be forwarded to one of the four regional patent offices, in 

Mumbai, New Delhi, Madras or Calcutta. All four offices will deal with the applications, while a copy is sent to 

the Central Patent Office of India in Calcutta. In the Regional office in Mumbai, which receives many of the 

pharmaceutical patent applications, there where around 40 examiners employed in 2000 to deal with all patent 

applications received in the patent office. The other regional Patent Offices had a similar manpower. The role of 

the examiners is primarily to make sure that the specifications and records are according to standards, while they 

don‟t examine if the invention is actually novel. Instead, the patent application is published in the Indian Gazette, 

allowing the public to raise objections if the invention is in fact not novel.  
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The desirable procedure for handling applications in the Indian Patent System will be as follows: 

Start.  Filing for patent protection 

0 – 18 month:  The inventor complete specifications and examination period. 

19 month:     The patent is announced in the Gazette. 

19 – 23 month: Opposition period where people can raise objections. 

23 – 25 month: Period where the applicant considers if he/she wants to go along with application. 

26 month:  The patent right is issued.       

However, the procedure is not always as accounted for above. In Mumbai, the application process will normally 

take 42 months
83

 (interview with Ms.Diuvai, March 2000), a situation, which has been aggravated with the so-

called Mail Box facility where applications for innovations discovered after 1995, but affected by the ten years 

transition period for process patents (e.g. pharmaceutical products) can be recorded and granted a patent after 

2005. When India introduced the mailbox facility (with years‟ delay), the number of applications tripled, and the 

patent offices were in 2001 left behind with a 30.000 applications backlog, many in the pharmaceutical and 

chemical sector. The current infrastructure in the patent offices can‟t bring this backlog down, and the 

government started a procedure to employ 145 new examiners in 2001, nearly a doubling of the capacity.  The 

engagement came several years after the Minister of Industry, Mr Narayan, had announced 750 million rupees 

for modernisation of the patent offices (Business Line, 4 Dec 1998). According to controllers at the Central 

Patent Office in Calcutta, the number is still insufficient, if the procedure shall be kept on a desirable level and 

the backlog brought down (Visit to the Patent Office November 2000). Furthermore, a visit to an Indian patent 

office in Mumbai, March 2000, revealed a lack of new technology such as computers; photocopy machines and 

modern archive systems, which would ease the work process. The administrative work methods may have been 

improved since then. In an intellectual-property newsletter, issued by a large Indian based law firm Parker & 

Parker (2002), it was mentioned that patents are registered electronically. It is not only the patent officers and 

examiners who point to problem with slow procedures.  The business organisation for the multinational 

companies, OPPI, also mentions the long time it takes to process its member companies‟ applications (Interview 

with Joshi and Bhjule, March 2000). And the US Business Organisation for pharmaceutical companies PhRMA 

characterize “India’s Patents Offices is essentially non-functional” (PhRMA, 2003:52). 

                                                      

83
 Under the 1970 Patent legislation, pharmaceutical products would only be granted process patent for a considerably 

shorter period, therefore there has been a special fast track for pharmaceutical patents. This will, however end with the 
amendments to the patent legislation, putting pharmaceutical patents on the same footing as all other innovations.    
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While the lack of resources and enormous backlog in the Indian patent system seems evident, the patent offices 

positions towards the new patent legislation seem more in favour of the amendments. In an internal working 

note “Examination of Applications, New Amendments Suggested, handling of Pct Applications by 

Representative of Patent Office” (Gupta, 1999) it is carefully described how the new amendments shall be 

understood and implemented. But what perhaps is more interesting is that according to the patent controller, the 

1999 amendments had actually been in force since January the 1st 1995, when India entered the WTO. This was, 

as accounted for in the previous chapter, definitely not the case. But this claim conforms to India‟s 

argumentation during the WTO dispute, where it was argued that the regulation was implemented through 

bureaucratic procedures. In this context, it is worth mentioning that Indian pharmaceutical companies in 1996 

complained that the Drug controllers returned registration applications asking for specific information on 

patents (The Economic Times, April 24th 1996).    

THE INDIA DRUG CONTROLLER SYSTEM 

The task of controlling and administrating production, distribution and sale of drugs in India is attended for by 

the Food and Drug Administration, a special agency under the Ministry of Commerce and Industry. The Food 

and Drug Administration will, together with the Patent Offices, be in the forefront, implementing India‟s new 

and stronger protection of intellectual property rights. 

The Drug Control system is organised at State level, where the local authorities under the Drug Control 

Department carry out inspections and issues production licenses, which must to be renewed every second year. 

There is a central office, the Drug Control General of India, situated in New Delhi. The main task for the central 

office is to secure a uniform standard for implementing rules and regulations all over India. The legal basis for 

Drug Inspectors in India is the Drug & Cosmetic Act 1940 (with amendments), which set the standards for how 

drug protection shall be conducted. When the Drug Control Departments issues licenses to companies, they 

follow the procedures described in the Drug & Cosmetic Act, paying attention to the presence of personnel with 

the necessary formal pharmaceutical education, that the company produce and store according to WHO‟s Good 

Manufacturing Practice (GMP), setting minimum standards for machinery and production premises. Finally, the 

task for Drug Control Officers is to make sure that companies have received the necessary clearance for the use 

of new molecules. It is the latter which is important when it comes to controlling patents. If a company wants to 

produce or import drugs containing a new molecule, it is relatively easy to control if the new molecule is already 

under patent protection. Hence, the workload for the Drug Control Administration will not require any dramatic 

changes in the organisation of the Drug Control Department, and will keep the procedures transparent. The 

problems occur in situations where companies deliberately sidestep the authorities. Unauthorised production of 

medicine is already a problem in India, and the Drug Controllers are supposed to take legal action if they find 

companies involved in these matters. For a more elaborate discussion, see Irregularities later. 
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THE LEGAL SYSTEM 

Due to India‟s previous patent system, only minor attention has been paid to legal institutions with expertise and 

knowledge in the area of intellectual property rights, and only a few lawyers have the necessary skills (interview 

with Ms. Kumar, January 2001). Furthermore, according to the head of Research Planning and Business 

Development Division under the National Chemical Laboratory, Mr. Hirwani, the legal system is generally 

functioning slowly in India, constituting a problem for companies that need to protect their commercial interests 

through court (interview with Hirwani, March 2000). If the new and stronger patent protection shall be enforced 

effectively in India, appropriate legal institutions need to be in place in order to cope with legal wrangles and 

cases where companies deliberately violate intellectual property rights. As long as it is difficult to sanction IPR 

violators, this may hamper the enforcement of legislation, and hence the implementation. According to 

amendments made to the Patent Act, several changes have to be made in the legal system. Special courts, which 

will only deal with IPR issues, should be set up and lawyers (and judges) will need special skills in order to appear 

before the court. In 2000 it was estimated that there was less than 100 persons who had the necessary expertise 

to work in the area (Express Pharma Pulse, 2000). According to several informants interviewed, capacity building 

has started, e.g. universities in Mumbai, New Delhi and Calcutta are offering diploma courses on intellectual 

property rights. And according the Joint Secretary in the Ministry of Commerce and Industry, there are plans to 

establish special courts for IPR (interview with Ahmad, January 2001). However, according to CII it will take 

time before these new courts actually will function appropriately (interview with Ms. Singh, January 2001). 

THE CIVIL STRUCTURE 

The analysis on how the implementation process has been impacted upon in the civil arena will be divided into 

the issue of deliberately under-allocating resources due to public pressure; the capability to penetrate the civil 

society in order to secure awareness about the new legislation, and finally how the public arena react in terms of 

compliance with the legislation.    

The issue of deliberately under-allocating resources will in many ways summarize the finding above. We may ask 

if the bureaucratic structures are under-allocated, and, if this is answered positively, the question then remain if 

the under-allocation is deliberate, due to political reasons, or if it is a result of prioritising scarce public recourses. 

As accounted for above, neither the Indian patent authorities nor the legal institutions do by far live up to the 

standards found in OECD countries, if we use this as a benchmark for the necessary bureaucratic capacity. Yet, 

when the number of examiners in the patent offices is nearly doubled, it is difficult to argue that the Indian State 

deliberately under-allocate. The question of non-issuance of EMR could, however, point in the opposite 

direction, and it will remain open if this can be explained by lack of “political will”, unclear legislation or lack of 

resources in the patent offices as suggested above. The data available at this time does not give a satisfactory 

answer to this question. When it comes to legal institutions, there seems to be no indication that the 
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Government willfully has been sidestepping the need to upgrade courts, which can deal with IPR-related 

questions. Again, the question of resource will be present. 

PENETRATING THE CIVIL SOCIETY      

The issue of the State‟s capability to penetrate the civil society in order to create awareness of the legislative 

amendments towards a stronger patent regime, will, as suggested by Peter Evans, depend upon the State-

resources, the institutional set-up or the State‟s embeddedness in the society. When it comes to the latter, the 

Government has benefited from the large public debate and interest in the issue. The involvement from business 

organisations, the NWG, InterPat and other NGO‟s engaged in the patent issue had a significant impact upon 

the public debate in India. On one hand the organisations contributed to create awareness of respectively 

advantages or disadvantages of amendments to the patent legislation and to create a debate covering a large and 

complex issue, which was negotiated outside India‟s borders and outside the Indian medias‟ normal searchlight. 

The result of this has been that large parts of the public (who have access to newspapers or other media) are 

amenable and aware about a relative complex issue. The prolonged decision-making phase, where different 

business organisations and NGOs submitted proposals and comments to parliamentary committees and the 

Ministry of Commerce and Industry have supposedly made it easier for the Government to reach these 

organisations and their member companies. It remains, however, for the Government to explain the more 

technical aspects of the amendments to companies and to ensure the actual law enforcement through not only 

information and awareness-raising but, as important, through adaptation of the institutional set-up, training, 

follow-up and monitoring. According to Joint Secretary in the Ministry of Commerce and Industry, the Ministry 

is planning to address the small-scale companies and make them aware of the consequences for them (interview 

with Ahmad, January 2001). CII has hosted a number of seminars and workshops on the amendments to patent 

legislation together with the Ministry of Commerce and Industry, and the UN special agency on intellectual 

property rights, WIPO (interview with Ms. Rachna, January 2001).      

IRREGULARITIES  

Despite the initiatives accounted for above, it remains an open question if the State successfully can make all 

companies, medical practitioners and consumers comply with the new and stronger patent regime. The 

difference between lack of State penetration and punishable irregularities will be if the transgression is done in 

bad faith. According to the Vice-President for Pfizer, Mr. Ramkrishna, there is already a problem with unlicensed 

production of medicine in India today (interview with Ramkrishna, March 2000). A problem, which the Food 

and Drug Administration indirectly acknowledges when it claims that companies, which are tracked down by 

Drug Inspectors, are taken to court (interview with Bhamrav, April 2000). Typically, the illegal production is 

carried out by small units under primitive condition, so-called back-yard production, stamping relatively simple 

compounds from bulk drugs, purchased from domestic sources. However, the accusations also go the other way. 
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A larger pharmaceutical company told during an interview that they had to pay “speed money” to drug 

controllers in order to get things done. The company in question didn‟t consider it a problem, rather a user‟s fee. 

It does however, emphasize that civil servants accept bribes. It is relatively easy to sell unlicensed drugs, either 

through local pharmacies or through the large group of uneducated medical practitioners, the so-called „quacks‟. 

„Quacks‟ are typically people who previously worked as an assistant to a doctor, but without any formal 

education and without any kind of license from the authorities. The quacks are, however, tolerated in the medical 

system because in many cases they are the only access to medical care for the poor and rural population. Most 

quacks will combine a small drug outlet with their practice (interview with Tripathi, November 2001). According 

to the Ministry of Health there are roughly as many quacks in India as there are formally educated doctors 

(interview with Tata, February 2001). The unlicensed drugs sold today are mainly produced by manufacturers, 

who only have simple production facilities and doesn‟t have easy access to patented bulk drugs, and they will 

therefore only be able to produce small quantities of limited numbers of drugs under patent protection. But as 

explained above, the market for pharmaceutical products in India can be difficult to regulate, and there is no 

indication that irregularities will stop with the new amendments to the patent legislation. With the existing 

infrastructure and institutional set-up, organised violations by sophisticated producers may very well happen. 

Today, Indian companies produce and export patented HIV/Aids medicine to other developing countries, 

especially in Africa, without the necessary approval from the right-holders, and this is technically a violation. 

However, it seems to be tolerated by both the authorities in most countries and by the right holders, which is 

probably due to political reasons after the widely publicised court-case in South Africa in 2001, but in legal terms 

the export is in a grey area.         

SUMMING UP ON THE PHASE OF IMPLEMENTATION 

As mentioned in the beginning, the implementation process is not finalised and the findings here can only be 

seen as preliminary. 

One of the most interesting findings of the analysis indicates that both internal and external forces have been 

active but relatively unsuccessful in trying to influence the process. Instead, Evans' claim that India has the 

advantage of a well-functioning Weberian bureaucracy, seems partly to be supported in this study. Partly, because 

there also has been signs of irregularities and corruption. The result of the research shows that the bureaucracy 

have been very keen to implement changes that protected IPR in order to fulfil India‟s international obligations 

in WTO – and in this process even gone further than the legislation could bear.   

When it comes to penetrating the civil society, the analysis suggests that the Government has benefited from 

public debate and profound interest in the issue. The involvement from different NGOs and business 

organisations created awareness about advantages or disadvantages, respectively, of amendments to the patent 

legislation, which has made it easier for the Government to access the public. However, it remains an open 
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question if all producers, pharmacists and medical practitioners will fully live up to the new legislation. Illegal 

production of drugs is already a problem in India, and an infrastructure which can put an end to illegal 

production is not in place. It will therefore rather be a question of technical obstacles to produce advanced 

patented medicine, rather than effective enforcement of the law, that successfully will stop illegal copying of 

patented drugs in India.  
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CHAPTER 11 THE TRIPS AGREEMENT‟S IMPACT UPON THE 

PHARMACEUTICAL SECTOR, THE WIDER INSTITUTIONAL 

SETTINGS AND SUPPORTING ORGANISATIONS 

In this chapter it will be analysed how companies, supporting organisations and the institutional setup have been 

influenced by the expectations to the outcome of the political situation described in the previous chapters. This 

will answer the second research issue: “How have the expectations to the outcome of common minimum standards for 

protection of patents under the TRIPs agreement changed the conditions and the institutional set-up for the pharmaceutical industry 

in India?”. 

The expectations to the political outcome of the amendments to the patent legislation are likely to have 

influenced the market conditions for pharmaceutical companies and supporting institutions, as illustrated in the 

box “Institutional processes” in Model 11.1.. The illustration suggests that the amendments to the Indian patent 

legislation will bring about changes in the production and market conditions, resulting in changes in company 

strategies and supporting institutions. 

RESEARCH DIAGRAM 

 

Model 11.1 The analytical process. See model 1.1 for elaboration. 

 

Since India only introduced product patents as late as in 2005, it is difficult to show data where the amendments 

directly have influenced the market structure. However, it is still possible statistically to identify changes; in 

market structures, in strategic decisions made by the companies and informal organisations supporting the 
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industry. These change processes are subject for further investigation and analysis in this chapter. The chapter 

will build on the introduction to the Indian Pharmaceutical Industry in Part I. 

The first section will look closer into how the pharmaceutical industry in India has developed, such as turnover, 

export, product portfolio etc. Secondly, the institutional and organisational change processes will be analysed, 

with a view to see how they correspond to changes in the market conditions for the pharmaceutical industry. 

Part of the analysis is concerned with changes in legal institutions and organisations and will also draw upon 

previous theories about implementation in part II. Finally, change processes in market institutions and the 

companies‟ strategic decisions will be analysed. The analysis will be centred on areas closely related to how 

companies operate in a strong intellectual property rights-regime, such as legal and law enforcement 

organisations, the juridical system, and perception among general managers in pharmaceutical companies and 

industrial organisations, and R&D institutions. It is expected that institutional change processes will manifest 

themselves most obvious here. Even though there will be overlaps and it can be difficult to make a clear-cut 

distinction between the above mentioned analytical areas (output) and the changes in the market and production 

conditions (which can be viewed as outcome of the process), the analytical structure allows the previous 

situations in the juridical system, in companies, institutions and supporting organisations as benchmarks for the 

analysis. The change processes, set in motion by the TRIPs Agreement, influencing the market and production 

conditions are at the present stage more difficult to identify, partly because the process isn‟t very advanced and 

because a number of other areas influence the outcome, such as more pronounced demands for good 

manufacturing practices, price policies etc.  

However, the purpose of the analysis is not only to measure the outcome but also to study the change processes 

in themselves and - in continuation of this - to test the value of the theories presented in the chapter on 

Institutional change processes (Part II) 

DEVELOPMENT IN THE PHARMACEUTICAL SECTOR 

In order to analyse how the expectations to the new patent regime has changed the conditions and the 

institutional set-up for the pharmaceutical sector, statistical indicators and market analysis will be presented in 

the following section, with a view to see how the companies have reacted to the new situation. This is done 

through analysis of the development inside the industry, the industry‟s competitive advantages, strategies and the 

readiness to adapt to new production and market conditions. The shifts registered could also be explained by 

other events than the new patent legislation and the chapter will constantly question if the development really is 

due to the new IPR regime.  
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NUMBER OF COMPANIES 

The statistics doesn‟t give a clear-cut answer to the development in the pharmaceutical industry in India. If the 

development of companies in the pharmaceutical is used to measure or analyse how the industry is reacting to 

the amendments in the patent legislation, we can clearly see a downward trend, with more than a halving of the 

number of companies, from nearly 24.000 companies in 1998 to around 10.000 in 2004. The figure for large and 

medium size companies, however, seems to have been relatively stable around 300 companies.  

THE DEVELOPMENT IN NUMBER OF PHARMACEUTICAL COMPANIES IN INDIA 

 

 
Figure 11.1. The development in number of pharmaceutical companies, based on estimates from OPPI and previous studies on the Indian 
pharmaceutical industry. Please note that the years jump. Source: Chaudhuri, 1999; OPPI, 1982, 1998a, 2000, 2005.  

 

This rather drastic development should, however, be seen on the backdrop of a large share of companies without 

own production facilities. According to the Drug Control Department in Mumbai, in year 2000 there were 300 

large or medium sized companies, and around 12.000 small scale producers, including producers of traditional 

herbal medicine (they accounted for 2-3000 companies). The rest of the 20.000 where companies without own 

production facilities, who uses other companies‟ plant and equipment. This system is called „loan licensing‟. 

These companies are often very small (1-2 persons) and could also be „sleeping companies‟, without regular 

activities. (Interview with Amita Chandra, December 2000). In a situation with increased competition, companies 

with very limited fixed investment could chose to go out of business and find other sources of income; either 

permanently or for a period. However, the so-called „loan licensing‟ companies can far from explain the drastic 

drop in the number of companies alone. According to the Drug Controller in Mumbai, higher standards for 
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GMP also led to weeding out among the small scale companies, because they couldn‟t live up to the higher 

standards. Finally, economic consolidation among the companies can be part of the explanation for the reduced 

number of companies. As some companies plan to grow with a higher pace than their organic growth allows 

them to, they engage in mergers and acquisitions (see ICRA, 2006).  

However, the drastic decline in the number of companies also indicates that there has been increased 

competition, which has forced a large number of companies out of business, and that others have left due to 

expectations of stronger competition. 

TURNOVER AND EXPORT 

While the figures for the number of pharmaceutical companies have been falling with a dramatic rate, the 

industry has experienced the opposite situation when it comes to turnover in the pharmaceutical sector. Here the 

figures show an impressive growth during the last 10-15 years, with a yearly increase about 16 pct. The growth in 

bulk drug production has been higher than the industry average throughout the 1990‟s, however it still only 

accounts for between 21-23 pct. of the total production.  

DEVELOPMENT IN TURNOVER 

 

Figure 11.2. The development in turnover for formulation and bulk drugs in India. In 1948 Indian based companies produced formulation worth 
100 million Rs, and the bulk drug production was worth 1,5 million. Please note that the years jump. Source Chaudhuri, 2005; OPPI, 1982, 
1999. 

 

The development in the industry can partly be explained by the growth in the Indian economy in general, which 

has remained high during the 1990‟s and in the beginning of the new millennium (around 5-8 pct.). However, 
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increase in export of formulations and bulk drugs account for a substantial and growing share as illustrated in 

figure 11.3 below. In 1991 around 27 pct of the total production was exported, while the statistics showed a 

downward tendency in the mid 1990‟s, the figures for 2004 show that more than 40 pct of the production were 

exported.    

The export statistics demonstrates the success of the Indian pharmaceutical industry, which couldn‟t compete on 

the world market in the 1960‟s and early 1970‟s, before the change in industrial policy. In the late 1960‟s, exports 

only amounted to 50 million Rs. or 2,5 pct. of the value of pharmaceutical products produced in India in 1968-

69. More than half of the exports were finished formulations and nearly 20pct. came from herbal medicine and 

products. At the time, two important disadvantages for the industry were lack of economies of scale in the 

production due to a relative low domestic demand and a weak infrastructure in the pharmaceutical industry 

(Development Council, 1969:42). Throughout the 1970‟s and 1980‟s this picture has changed. The general 

increase in production has made it possible to produce under scale and the development has also improved the 

industry infrastructure regarding suppliers, traders and middlemen. 

EXPORT OF PHARMACEUTICALS   

 

Figure 11. 3. Development in the pharmaceutical export from India in the period 1974-2004 in US $. Source: Chaudhuri, 2005 (Originally 
IDMA statistics). 

 

As shown in figure 11.4 below, the mixture of different pharmaceutical products exported has also changed over 

time (Wendt, 2000:11). The greater part of the export stems from bulk drugs; however there has been a tendency 

towards increased exports of formulations in last 15 years. This has risen to a level between 20-30 pct.. The last 

years‟ declining percentage of formulations can partly be explained by the jump in export from 2003 to 2004. 

0

500

1000

1500

2000

2500

3000

3500

M
ill

io
n
  

U
S

 $



164 
 

The world production of bulk drugs are exposed to increased competition, which have brought about substantial 

price cuts on the world market for bulk drugs (calculated from 2000-02; Chaudhuri, 2005:187). Export of 

formulations will - everything else being equal – have a higher value-added than the same semi-manufactured 

products, and also reflect a development in the industry towards more sophisticated production and GMP. This 

development emphasises the positive development the Indian pharmaceutical companies have experienced in the 

last years. According to Chaudhuri, it is mainly domestic companies that export (2005:182).  

DISTRIBUTION OF EXPORT BETWEEN MEDICAMENTS AND MEDICINE 

 
Figure 11.4. Export of pharmaceuticals distributed between medicine (formulations) and medicaments (bulk drugs) from 1988 to 2005. Please 
notice that due to lack of consistent statistics are the UN’s statistical database used as source. The statistics differ from the one provided by the 
branch organisations OPPI or IDMA. Own calculation. Source: comtrade.un.org  

  

Until the beginning of the 1990s, exports of formulations typically went to Russia, Eastern Europe and third 

world countries in Africa and Southeast Asia, while bulk drugs also were exported in larger quantities to 

countries in Europe and the US. However, this picture has been under transformation in recent years, where 

export to the OECD-countries and lower middle-income countries have been on the rise (see later in this 

chapter). In year 2001-02, 38,5 pct. of the formulations were exported to developed countries (regulated 

markets), while 50 pct. of the bulk drugs were exported to the same markets (Chaudhuri, 2005:181). In his recent 

study of WTO and India‟s pharmaceutical industry, Chaudhuri (2005:185) characterizes the general or 

evolutionary development of the pharmaceutical industry in the following stages: 
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 Export to USA  

The stages illustrate both investments made in production facilities, the sophistication in the production process 

and the value added for the companies. And moving up the ladder seems important from a competitive point of 

view. However, the companies face several barriers while moving from one step to the other in the form of 

investment requirements, organisational capacity, but also IPR barriers, when the final stages in the process shall 

be reached. 

For Indian companies able to enter the European and especially the North American markets for formulations 

there are huge profits to be made, because the price level in these countries is many times higher than in India. 

But before Indian companies can reach this far, two difficult steps have to be overcome; the production facilities 

have to be approved by the authorities in the countries concerned, and a strong marketing division has to be 

built-up in order to sell the formulations to the consumers. In reality it is very difficult for most of the Indian 

companies to overcome these two obstacles. The approval process itself is time consuming and expensive and 

will furthermore often require investments in new plant facilities and advanced quality control. It is only in the 

last years that it has been a realistic option for the largest Indian companies to start export to the US and EU 

countries. The Indian companies, which have entered these markets, have in some situations done this by way of 

strategic alliances with companies who already have build up marketing divisions in the countries concerned.  

In the next couple of years some of the best-selling pharmaceuticals world-wide will go out of patent, creating an 

enormous market for generics in the US and Europe. Some of the leading Indian pharmaceutical companies 

have worked dedicated to enter the generic markets in the US for some of these drugs (Businessworld, 2000:20; 

ICPA, 2006), and the company strategies are geared toward these new ways of production and marketing. 
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EXPORT OF PHARMACEUTICAL TO USA 

 

Figure 11.5. The development in the export of pharmaceutical from India to USA, in absolute terms and as a percentage of total export. Own 
calculation. Soruce: Comtrade.un.org. 

 

In recent years, large amounts of capital have been, or are about to be, invested in new plant facilities, which 

conform to the requirements of the American Food and Drug Authorities (FDA) regarding quality and 

production methods. The investments required to supply the US market are considered to be three times higher 

than the investments required to live up to GMP, and 50 pct. higher than to the European market. Companies 

will as a minimum have to invest 3-5 million US $ and typically the investment made will be 10 million US $ to 

enter the US market for pharmaceuticals (Chaudhuri, 2005:191).   

R&D in the companies concerned has also been considerably upgraded in order to secure ways to produce the 

drugs without being at odds with patents protecting other components than the bulk drug itself, e.g. patented 

methods to improve depot effects and absorption in the body. These companies (and other R&D-based 

companies in India) already have - or will in the coming years - reached a level where they themselves need 

protection of their scientific discoveries, and a stronger protection of IPR will be an advantage to these 

companies.  

For companies which plan to enter the market for formulations in the US or Europe, strategic alliances with 

companies that are already represented on these markets can be another important part of the company strategy. 

The ability to build confidence and offer exclusive access to the Indian market for the associated company is a 

key element in this context. The prospects of a strong IPR in India can therefore be important for some of the 

fast growing Indian pharmaceutical companies, planning to enter markets in the OECD countries, because it can 
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secure exclusive marketing rights in India and thereby make it more attractive for the associated foreign 

companies. IPR can also be important from an overall point of view, because it can reduce uncertainty for the 

foreign companies, which plan to enter the Indian market. Seen in this light, the internationally oriented 

companies can use the amendments made to the patent legislation in different ways. On the one hand they can 

(under certain conditions) legally continue to export to markets in developing countries despite IPR problems, 

but they can also engage in alliances with MNCs based in developed countries on strategic partnerships. In some 

situations both strategies can be used in a combination. 

COST STRUCTURE AND PROFITABILITY 

The profitability in the pharmaceutical industry has shown large variations over the last 30 years. Before 1970 the 

profit (before taxes) as a percentage of the turnover was more than 15 pct., but throughout the 1970‟s it declined 

to around 10 pct. and according to OPPI fell as low as 1,7 pct. in 1988-89 for MNCs. During the 1990‟s the 

picture has changed and the average profitability for the MNCs as well domestic companies seems to be growing 

steadily (OPPI, 1980, 1999, 2000).  

The changes in the profitability from the 1970‟s until the late 1990‟s can be explained by several factors. As 

mentioned earlier, the Patent Act of 1970 played a decisive role for the declining profitability in the branch, 

because it allowed for increasing competition by new entrants into the market. Another factor was the so-called 

Drug Price Control Order (DPCO) regulation of the same year, which made drugs subject to price control
84

. A 

last but probably very crucial factor is that the national companies have been competing mainly on price, and 

value-added in the industry is low because the technology adopted in the production or the new (patented) 

knowledge used is not comprehensively secured. The share between fixed investment and R&D in the Indian 

pharmaceutical industry reflects this fact (see figure 11.8). The amount used on capital investments in 1996-97 

was between 8 and 9 times higher than the amount used on R&D. As shown in the Part I on the pharmaceutical 

industry, the cost structure in the pharmaceutical industry in India is different from the large MNCs, due to low 

R&D expenditure, and relative higher share used on raw-material costs. However, the cost structure in the 

pharmaceutical industry in India has changed over the years since the mid 1990‟s as showed in table 11.1. below. 

Material cost-item has declined and the operating profit margin gone up. 

  

                                                      

84
 The DPCO regulation is to day reduced to 74 drugs, due to the liberalisation of the economy, but it still affects around 40 

pct. of the total production of pharmaceutical products in India because it is maintained on essential drugs, even though the 
implementation of the regulation has been accused for not being satisfactory (Chaudhuri, 1999:18; Rane, 1998). 
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THE COST STRUCTURE IN THE PHARMACEUTICAL INDUSTRY IN INDIA 

 1997 1998 1999 2000 2001 2002 2003 2004 

Material cost 52,2 51,1 52,0 51,0 49,7 46,9 46,3 44,0 

Marketing & Selling 7,7 8,9 9,0 8,9 9,3 10,0 10,0 9,5 

Employee Cost 8,7 8,7 8,5 8,2 8,4 8,1 8,4 8,3 

Other Expenses 15,7 16,1 15,5 16,1 15,5 16,2 15,9 17,0 

Operating Profit margin 15,8 15,2 15,1 15,8 17,2 18,8 19,4 21,2 

 Table 11.1. The cost structure as percentage of operating income from 1997-2004. Calculated on the basis of the 36 largest pharmaceutical 
companies in India. Source: ICRA, 2006.  

 

The table shows several interesting movements in the cost structure; first and foremost are material costs, prices 

for bulk drugs and chemicals reduced considerably, as mentioned earlier. The price cuts on material used in the 

production have materialised in higher average profit margins for the companies. However, this does not 

necessarily mean that the industry as a whole has experienced higher profit margins. The figures above only 

cover the 36 largest companies, and hence not SMEs or even other large companies. The operating profit margin 

has in the last years also shown large variations between the international companies (MNC) and national 

companies (DOM), although the latest tendency has been a more uniform distribution. Since the MNCs mostly 

supply the domestic market, the increased profit margins will properly be a result of reduced cost in the 

production process and/or higher sales prices. For the Indian companies, the increased profit margin could also 

be due to a higher price level on the export markets. The proportion used on marketing and sale has increased 

nearly 25 pct., which indicates that competition between the companies hasn‟t eased in the period. The relative 

reduction in labour cost could also indicate that there has been a higher degree of automation in the production 

process or disintegration of the value chain.        

As accounted for earlier, the pharmaceutical industry has been regulated by the Drug Price Control Order, which 

put a price cap on a number of essential pharmaceuticals, which led to reduced profits. As profits have been on 

the increase, it could indicate that the regulatory grip on the pharmaceutical industry has been relaxed in order 

secure higher profits to the industry. The profitability also shows large variations from company to company, 

among other things due to low unit margins on a wide range of pharmaceutical products. Because of this, the 

Indian pharmaceutical industry has been characterised as a volume-led business, and several companies are in a 

position where they continuously must increase their turnover in order to secure an acceptable return on their 

investments in order to stay in business. It is not possible to generalise, assuming that companies in the 

organised sector will be more profitable than the small scale-scale companies. 

  



169 
 

OPERATING PROFIT MARGIN    

 

Figure 11.6. Operating profit margin for pharmaceutical companies in India for multinational (MNCs) and national (DOMs) companies for the 
period 1994-2004. There is a small difference in the estimation from 1996 to 1997. Source: ICRA, 1999 & 2006. 

 

The Return on Capital Employed (RoC) in the 36
85

 largest pharmaceutical companies in India shows large 

variations - while the average RoC for the these companies was 21 pct. in the FY98/99, the spread varied 

between 46 pct.for the most profitable company down to a negative return on capital of 20 pct. for the company 

doing worst (ICRA, 1999:170).  

There are big differences in the RoC between the national companies and MNC‟s among the 36 largest 

companies. The average RoC for the MNCs was 35 pct. while it is only 18 pct. for the national companies in the 

mid 1990‟s, and even if companies with deficits are disregarded, the RoC for the national companies will still be 

around half of the MNCs (own calculation, source: ICRA; 1999:170). This picture has been modified in the 

recent years, however. 
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 From 1994-97 only 31 companies is included. 
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DEVELOPMENT IN RETURN ON INVESTED CAPITAL 

 

Figure 11.7. The development in return on invested capital for respectively multinational pharmaceutical companies operating in India and 
domestic pharmaceutical companies. Source ICRA, 1999 & 2006. 

 

While the RoC has risen with a few pct. for the MNCs since 1998, the largest Indian national companies have 

experienced a definite increase in their profit margin and their RoC in the period. One explanation of the 

difference in RoC between domestic companies and MNCs could be that the MNCs outsource whole or parts of 

the production to local producers, instead focusing upon trademarks and distribution. Again the figures do not 

show how the development has been among medium and small scale companies. 

R&D IN THE INDIAN PHARMACEUTICAL INDUSTRY 

Research and development in new medical treatments in India are concentrated at a handful of public 

laboratories under CSIR and in a dozen large private Indian pharmaceutical companies. Beside these, there are a 

few hundred smaller research organisations/departments in pharmaceutical companies, hospitals and research 

centres. But most of the research carried out in the smaller R&D departments is limited to applying existing 

knowledge in the organisation‟s or company‟s daily practise or to carry out small adjustments in the content in 

tablets etc. Until very recently, both public and private R&D institutions focused only on process research, while 

research in original products (i.e. new molecules) was strictly limited. This has partly been due to the limited 

ability and capacity of the Indian R&D institutions, but it can also be explained by commercial logic, due to the 

1970 patent act, which tended to give basic research low priority, compared to applied research.  
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DIFFERENCES BETWEEN INVESTMENTS IN FIXED CAPITAL AND ON R&D 

 

 
Figure11.8. Estimates of the differences between the amounts spend on investments and on R&D shown from the FY 1979-80 until 97-98. In 
the 1990s it was assumed, that 2 pct. of the turnover was reinvested in R&D, however the estimates have risen to 4 pct. for the figures for the year 
2004. Note that the years jump. Source: OPPI, 1999 & 2005 

 
The funds spent on R&D in Indian pharmaceutical companies give a good indication of this. Indian companies 

on average used less than 2pct. of their sales value on R&D in the mid-1990s (OPPI, 1999: 52). In 2004, some of 

the largest Indian pharmaceutical companies would use between 2-9 pct. of their net sales on R&D, while large 

R&D-based-pharmaceutical companies in the US and Europe will use between 15-24 pct. of their revenue 

(ICRA, 2006). The amount spent on R&D in Indian companies is also in sharp contrast to what has been 

invested in fixed capital. This is shown in figure 11.8. above, where R&D expenditure and investment outlays 

since the late 1970‟s are compared. However, if the percentage of total investment used on R&D is seen over a 

longer period, we can see that it has grown considerably since the late 1970s and the beginning of the 1980s. The 

sharp increase in R&D expenditure in 2004 compared to the other years shall be analysed on the backdrop of the 

new post-2005 production regime as well as the need to enter new markets in the developed countries  
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SHARE OF TOTAL INVESTMENT USED ON R&D  

 
Figure 11.9 Estimates of the development between the amount spent on R&D and total investments (physical capital and R&D). Please note 
that the years jump. Own calculation. Source: OPPI, 1999 & 2005.   

 

The development resources used on R&D show the new strategic dispositions
86

 in some of the larger Indian 

companies, who use around 6-9 pct. of their turnover on R&D (ICRA, 2006). Some of the leading Indian 

companies have now reached a size that has enabled them to invest large amounts in new R&D-facilities and to 

sell new discoveries to international pharmaceutical companies like the Danish NovoNordisk
87

. At present, 

however, there are still limitations to the kind of R&D Indian companies are able to take on. The final clinical 

tests - where the molecule leaves the hand of the chemical scientist to be tested for positive and negative effects 

on humans - are often so time consuming and requiring such expensive testing facilities and components that 

even the largest Indian companies will have to cooperate with other large MNCs to overcome the task, which 

means that Indian laboratories can‟t do the work alone (Interview with Reddy; ICRA 2006). Thus, it will take 

many years before companies or public laboratories in India can come up with completely new medical 

treatments wholly on their own, matching the drug companies in the developed world. Instead, the leading 

Indian companies are on a level where they can develop new so-called “me-too” drugs, where the molecular 

structure in an accepted therapeutic drug is manipulated or altered in order to improve the drug or to get around 

the existing patent protecting the molecule. This process is also known as “reverse engineering” of molecules. 

Despite the relative few resources spent on R&D compared to OECD-based MNCs, Indian pharmaceutical 

                                                      

86
 See later in this chapter for elaboration. 

87
 The discoveries are at the time being sold at an early stage in the development process, and the MNCs will afterwards 

carry out the clinical tests, because the Indian companies still don‟t have the resources to carry out this very expensive part 
of the R&D process. 
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industry‟s have some competitive advantages within various segments of pharmaceutical R&D, which can be 

explained by the combination of a relative advanced pharmaceutical industry, a huge mass of well educated 

pharmacists, chemists and doctors and low salaries. India also has low cost in clinical tests combined with a 

reliable test set-up. Besides developing new chemical entities, which could lead to new drug discoveries, or 

reverse engineering of known molecules, several of the larger Indian pharmaceutical companies or research 

institutions can engage in activities such as: 

Discovery of new drug-delivery systems for existing formulations. These kinds of discoveries are patentable and can be used 

by the company itself or sold to other companies. Compared to other kinds of research this is relatively less 

resource-consuming because the bio-chemical process is less complicated. 

Discovery of new therapeutic use for existing compounds. Just as well as a pharmaceutical compound can have negative 

side effects, it can also have positive side effects, unknown when the drug was discovered. Approval of an 

existing drug for new therapeutic treatment can prolong the use of a known product, and can be a relative cost-

effective research.  

Contract research. As the R&D-divisions in the largest Indian companies and the public laboratories are becoming 

more skilled, contract research for large international pharmaceutical companies is becoming a profitable 

possibility for the laboratories concerned. The research could be part of the clinical trails‟ phase I & II, where the 

new compounds are tested on humans. Both large and medium-sized Indian companies have engaged in contract 

research for large MNCs.  

THE CONSUMER MARKET 

The Indian market with one billion potential consumers is by all accounts an enormous market for 

pharmaceutical producers. India is at present the fourth largest in the world for pharmaceuticals when measured 

in volume - but only the 14th largest in value terms, equal to approx. 1 pct. of the world market (OPPI, 2005; 

ICRA, 1999:55). Besides the difference between volume and price, several circumstances distinguish the Indian 

market from other important markets for pharmaceutical products; i.a. India‟s GDP per capita and income 

distribution, its health infrastructure and the consumers‟ distance from doctors, pharmacies and hospitals.  

As a result of these political and economic circumstances, the market for medical treatments in India is 

fragmented, both socially and geographically. Due to the social situation, most of the demand for drugs is very 

price-sensitive, and price is therefore a key factor when doctors, chemists and consumers choose drugs and 

brands. This factor is furthermore reinforced due to the lack of resources in the health care system and the 

limited access to health care facilities in the rural areas, which has led to people self-medicating for minor 

ailments like aches, allergies, colds, coughs and indigestion. These consumers buy medicine without a 

prescription or the so-called OTC (over the counter) drugs (OPPI, 1999:17), where price becomes the conclusive 



174 
 

determinant of which product to choose. The Indian market for various therapeutic segments also seems quite 

different from the world market, except for anti-infectives (e.g. different penicillin products). The largest 

therapeutic segments in India are Anti-infectives (23 pct.), Respiratory (9 pct.) and Gastrointestinals (8 pct.) 

(ICRA, 1999:75). Internationally, the largest segments are Anti-invectives (19 pct.), Cardiovascular systems (19 

pct.) neoplasms (e.g. cancer), endocrine system and metabolic diseases (17pct.) (ICRA, 1999:47). This reflects 

both the relative health standard in India compared to Western countries that account for the largest share of the 

world market, and the kind of medicine, which is affordable for Indian consumers. 

In the recent years a fast growing upper middle-class and the emergence of new welfare-related diseases have 

begun to change this picture. The new and larger group of people with money to spend on healthcare and the 

increased appearance of life-style related diseases like diabetes in Indian cities, is changing the Indian market for 

pharmaceuticals towards newer and more advanced and effectual medicine. Some of these newer products sold 

in developed countries have not yet been introduced on the Indian market due to the lack of exclusive marketing 

rights (Interview with Ramkrishna, December 2000) But the implementation of the 2005 amendments to the 

patent legislation will, together with the emergence of around 50-60 million middle-class consumers, make the 

Indian market very attractive for companies with more sophisticated products. This development can all ready be 

seen in the import statistics below. 
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IMPORT OF PHARMACEUTICAL PRODUCTS 

 
Figure 11.10. Import of pharmaceutical articles to India, from 1974-2004. The figures include both formulations and bulk drugs. Source: 
Chaudhuri, 2005 (Originally IDMA statistics). 

 

The import statistics shows that that there has been a growing import in India in absolute terms but with huge 

fluctuations in the latest years. According to the statistics, the trend of increasing imports broke by the turn of 

the century, but it is difficult to give an explanation for this development. There has been no serious fluctuations 

for the Indian rupee vis-á-vis the dollar, and the sharp decrease in prices for bulk drugs (which account for more 

than half of the import according to UNcomtrade) from year 2000 to 2002 described earlier in this chapter took 

place as the import value went up again. Despite the growth in import since the mid 1990‟s, India has had an 

ever-increasing surplus on its trade balance for pharmaceuticals as showed in figure 11.11., and pharmaceuticals 

are now an important source of foreign currency for India, who is struggling with a large general trade deficit.        

The import penetration for formulations (figure 11.13.) - where import is compared to the total consumption in 

the country (i.e. compared to the increase in production plus imports minus exports of formulations) - indicates 

two things. On the one hand, India still produces most of the drugs consumed in the country, and import 

penetration remains low compared to other countries. 
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TRADE BALANCE FOR PHARMACEUTICALS  

 

Table 11.11. The trade balance for pharmaceuticals from 1974-2004. The figures include both formulations and bulk drugs. Source: Chaudhuri, 
2005 (Originally IDMA statistics). 

 

On the other hand, despite the growing volume of formulation India is also experiencing a higher share of 

imported products - probably due to a better healthcare situation in the country in tune with the increasing 

standard of living for broader segments of the population. This development has accelerated in the late 1990s, 

where the figures for import penetration nearly doubled. However, as imports stagnated after 1999  the import 

penetration would have done the same
88

. 

be under patent after 2005
89

. Instead, some of the newer and more sophisticated products held back from the 

Indian market due to weak IPR protection will be introduced into India in the coming years, and the joint 

ventures between Indian companies, trying to penetrate into the American and European markets, and their 

foreign collaborators can also result in increased import.      

  

                                                      

88
 It hasn‟t been possible to update the figures due to lack of comparable statistics.  

89
 Interview with ORG-MARG, March 2000. 
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IMPORT PENETRATION FOR FORMULATIONS 

 

Figure 11.12. The development in import of formulations from, shown as the percentage of the total consumption of formulations in India from 
1980 to 1998. Own calculation. Source: OPPI, 1982 & 1999. 

   

This development toward increased import of formulations might well be further fuelled in the post-TRIPs 

scenario. This despite the estimate that only about 5 pct. of the present products sold on the Indian market will  

STRATEGIC DECISIONS   

The TRIPs Agreement has – together with other reforms – brought changes to the Indian pharmaceutical 

industry. Some of the responses from the industry have been documented earlier in this chapter. The remaining 

will analyse how the different segments in the industry has reacted strategically in the light of stronger IPR 

protection after the 2005 amendments. For the Indian companies, it is not only newly developed medicine, 

patented by foreign firms, which they will not be able to copy and integrate in their product portfolio if they do 

not hold a license agreement with the patent holder. Also new therapeutic use of old medicine, drug delivery 

systems and production methods must be expected to be patented and thereby exclude many Indian producers 

from market segments, in which they earlier were able to compete.   

While the estimated number of companies has gone down from around 24.000 (1998) to just over 10.000 six 

years later, the sales and production statistics show positive development over the same period, up to 2005. If 

this trend continues in the post-TRIPs scenario, it will be in sharp contrast to many of the predictions made by 

experts (Haakonsson, 2007) or predicted by the industry itself. The statistics shows that the pharmaceutical 

sector has experienced a steady growth, around 15-16 pct., since the mid-1990‟s. An important explanation has 
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been increasing export to new markets, not least the US. The positive development is the direct result of strategic 

decisions in the pharmaceutical companies in India which will help the export-oriented companies to adapt to 

the new situation (Chaudhuri, 2005:213). 

The strategies used reflect the companies‟ resources and competitiveness, and shall be seen against the 

background of the situation in the mid-1990s when the national industry experienced high growth rates in 

production and sales, while the profit margin remained low. With the prospect of product patents, the 

companies would loose the possibility of producing and selling new copied drugs, and would probably also face 

renewed competition from MNCs, who could market new block-buster brand names, which they had been 

reluctant to introduce under the previous patent regime. This scenario, and the stronger requirements for so-

called Good Manufacturing Practice, has probably put thousands of small scale companies of business as 

indicated by OPPI‟s figures. Interviews with small-scale companies in 2000 and 2001 conducted during visits to 

Mumbai and Culkata, showed that several of the companies were examining the possibilities of expanding their 

product portfolio in order to maintain a critical sales volume. Some of the larger and medium-sized companies 

initiated other strategies, which could consolidate their position.             

LARGE INDIAN PHARMACEUTICAL COMPANIES 

The biggest barriers to enter into the developed countries markets for medicine are governmental approvals for 

the different products. Especially the US Federal Drug Administration (FDA) is setting the bar high (Chaudhuri, 

2005:181), and approval costs of production facilities or products are keeping the vast majority of the Indian 

pharmaceutical companies out of the market. Access to the Canadian market, Japanese and several European 

countries is also attractive for the larger Indian companies, who can live up to the standards set by the authorities 

in the different countries. A handful of the largest Indian companies have proved to have a size, production and 

research capacity which has enabled them to compete in the generic segment in some of the world‟s largest 

markets for pharmaceuticals. Some of the companies has developed new drug delivery systems or in other ways 

improved the products (see under R&D above). According to Dhar & Gopakumar (2006) five Indian companies 

has obtained FDA approval while five more has initiated the process by filling so-called Drug Master Files to 

FDA. The five companies has obtained more than 260 market approvals from FDA in the last years (see table 

11.2. below), and filed nearly 400 Drug Master Files. The statistics for approvals clearly shows that the top 

Indian companies have chosen a more export-oriented market strategy by broadening its horizon; while India  

previously – since 1990 – had been a major exporter to developing countries and particularly the former Soviet-

Union, the largest companies are now entering potentially more profitable markets in the OECD countries. This 

picture is in line with Aggarwal (2004:2), who argues that Indian companies have to tap international markets of 

generics, which will allow the industry to growth in a post-TRIPs scenario. The statistics can‟t tell if the new 

export strategies are due to the TRIPs Agreement or if they are a result of a natural development inside the 

companies, which would have taken place even if the content of the TRIPs Agreement had been less of a 
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challenge to the previous Indian patent regime. The development is further accelerated by alliances between 

Indian companies and foreign MNCs. These strategic alliances have in some situations been initiated when the 

India companies had taken up copy-production of some of the MNCs products, which are patent protected in 

other countries; e.g. Ranbaxy and Eli Lilly, and Dr Reddy and GlaxoSmithKline (Dhar & Gopakumar, 2006:47). 

The alliances have included both sales and marketing, and contract research.     

FDA-MARKET APPROVALS FOR INDIAN COMPANIES              

Firm Before 2000 2000 2001 2002 2003 2004 2005 Total 

Ranbaxy Laboratories 24 17 7 27 39 34 26 174 

Dr Reddy‟s Laboratories 1 3 11 5 5 11 8 44 

Lupin 0 0 0 0 9 1 14 24 

Aurobindo Pharma 0 0 0 0 0 13 7 20 

Wockhardt 7 4 2 0 4 0 5 22 

Table 11.2. The number of approvals given by the US Federal Drug Administration to Indian companies to sell pharmaceutical products on the 
US markets. Source: Dhar & Gopakumar, 2006. 

 

Furthermore, a handful of the largest Indian companies have acquired significant capital interests or taken over 

pharmaceutical companies in a number of large OECD countries outside the US and in some middle-income 

countries (ICRA, 2006:215). The takeovers have been a part of a strategy to secure market access on strategic 

markets. Also some of the largest Indian companies have invested in production facilities outside India, mostly 

other developing countries, but also within the OECD countries (Chaudhuri, 2005:49-50). While the above-

mentioned strategies have only been practicable for some of the largest companies, other larger pharmaceutical 

companies has moved in other directions. According to Haakonsson (2007), Dhar & Gopakumar (2006:48), and 

IRCA (2006:xi), a number of companies have entered into vertically disintegration, where the companies have 

chosen to specialize either in production of bulk drugs or formulations instead of doing both, or have 

outsourced the production to other companies
90

, and instead specialized in product development and marketing. 

This is also true for MNCs, which according to Haakonsson have become the lead-marketing agent for the 

pharmaceutical industry in India, because they are using Indian companies as suppliers to both the domestic 

(Indian) and the global market. This seems to be the case for both formulations and bulk drug. The explosive 

growth in Indian exports of pharmaceutical products as showed in figure 11.3 seems to fit well with this 

explanation. Chaudhuri argues that it mainly is domestic companies who export.                

                                                      

90
 The vertical disintegration of the Indian pharmaceutical industry, however isn‟t a new phenomenon; as argued in chapter 

2 has the low entry barriers to the industry resulted in a large inflow of companies, which only engaged in parts of the 
production chain. 
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SMALL AND MEDIUM SCALE COMPANIES 

Interviews and literature studies reveal different approaches or strategies from the pharmaceutical companies in 

the SME categories. A number of the companies interviewed during visits to India in 2000 and 2001 where of 

the opinion that it would be business as usual in a post-TRIPs scenario. They were not competing in a product 

segment, which would be affected by patents, and here confident that their business plans could survive under 

the new product patent regime. These companies were typically medium-sized companies. A number of the 

small-scale companies interviewed expressed concerns with new and more stringent good-manufacturing-

practice rules, which would be introduced, but they were also looking for new products in order to expand their 

product portfolio. With a low profit margin and expected increased competition, the companies would choose a 

strategy where their turn-over would remain high. In the two examples mentioned above, the companies were 

not likely to engage in new investments, strategic vertical disintegration, specialisation or partnerships due to lack 

of financial, management or organisational capacity in the company. However, other medium-sized companies 

explained during interviews that they expected to engage in different kinds of partnerships or specialisation as 

explained above, where they would either take up contract production of formulations for either larger Indian 

companies or MNCs, or they would produce and market products, which were either patented or branded. The 

companies interviewed where planning to continue with their normal product portfolio, only including the new 

products as supplements. While only a handful of companies dominate the export of pharmaceutical products 

from India, many SMEs are also engaged in export to so called unregulated markets in developing countries. 

More than 200 SMEs are engaged in export of bulk drug to developing countries, and a large group of 

companies will export generic medicine, which are sold under their own brand names (Chaudhuri, 2005:182f).          
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INSTITUTIONAL CHANGE PROCESSES 

The following pages will analyse how the new market situation, which already has or is expected to emerge as a 

consequence of India‟s acceptance of the TRIPs Agreement, has changed the institutional set-up in the country. 

While the previous passages in this chapter focused on how companies have responded to the expected new 

market conditions, this section will analyse and discuss how the institutions and formal organisation of 

importance to the pharmaceutical industry has reacted.   

This section will to some degree overlap with the previous chapter on implementation. It will describe how the 

state-agencies such as Drug Control Offices, patent offices, and the juridical system are preparing for changes in 

the patent legislation. The purpose of the institutional analysis is double. By analysing to what extent the „name 

of the game‟ is under transition in the legal system, it is possible to give a more elaborate answer to the question 

of how conditions for the pharmaceutical industry in India have changed. Furthermore, it can add elements to 

the discussion in chapter 7 on how institutional shocks in the institutional matrix will be handled. The debate 

here was about to what degree the shocks would be absorbed through path-dependency or if different agents will 

work to change the institutional set-up according to their interests, hence putting more emphasis upon power 

relations in the change process. Apart from expanding the issue from implementation to broader institutional 

questions, this part of the analysis will also move toward a more qualitative approach. Interviews and articles will 

to a higher degree be interpreted, which adds more uncertainty to the results. 

LEGAL MATTERS 

Interviews with Food and Drug Administration, Mumbai (April 2000) and Drug Control Department, Mumbai 

(December 2000), who are responsible for issuing licenses to companies that want to produce or sell 

pharmaceutical products, showed little interest when it came to implementing the new strong IPR with 

pharmaceutical companies. The main concern was still centred on the agencies‟ core business; securing good 

manufacturing practice. In both offices the answers related to IPR were, that they would follow existing laws on 

the matter. IPR was only seen as yet another technicality. The Drug Control Department put it this way: The 

duty carried out by the Drug Control Department will not change much after the amendments of the law. Along 

with other criteria, the drug controllers have to check whether the manufacturer is having a patent or not. This 

shouldn‟t lead to the conclusion that patent protection will be inadequately treated by the State agencies, only 

that the shift which could be identified among top bureaucrats in New Delhi wasn‟t visible among drug 

controllers in Mumbai. While the interviews probably must be interpreted with some caution because it can be 

expected that the informants‟ answers were politically motivated according to the political situation their agencies 

were facing, different approaches towards the IPR issue were noticeable.   
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As already mentioned in the previous chapter, all relevant informants interviewed in the period 2000-01 agreed 

that there existed a lack of resources in the legal system when it came to IPR matters. The question remains 

though, if an institutional shift towards more emphasis on securing IPR can be observed. It seems to be of 

questionable value to interview leading judges about their view or understanding of the new IPR-related 

legislation. Answers to this kind of question could influence their capacity. However, in light of interviews with 

politicians, civil servants and commercial lawyers, two observations can be made, which can throw light on the 

institutional changes in the legal system. The general acceptance of letting commercial courts specialise on IPR 

issues and (re)education programmes at law faculties in some of India‟s larger cities, indicates a will to boost 

capacity and the quality level for IPR protection. The other observation concerns Article 61 in the TRIPs 

Agreement stating: “Members may provide for criminal procedures and penalties to be applied in other cases of infringement of 

intellectual property rights, in particular where they are committed wilfully and on a commercial scale.” However, none of the 

informants interviewed envisaged that India would use this option for violation of a patent. The later indicates 

that development of new commercial courts shall be seen as “good legal practice” rather than an institutional 

shift towards strong IPR protection within the legal system in India.    

OTHER STATE AGENCIES  

The patent offices in India are for obvious reasons in the forefront when it comes to implementing IPR for 

pharmaceuticals. The main concerns here were the question of having capacity to handle the many new 

applications and an enormous backlog of 30.000 applications. The impression from interviews and visits to the 

patent offices in Mumbai (2000) and Calcutta (2000) were that they were up to the task qualitatively, but didn‟t 

have the capacity in the form of manpower or office technology to cope with it. This supports the impression 

from the internal paper “Examination of Applications, New Amendments suggested, Handling of PCT 

Applications by Representative of Patent Office” mentioned in the chapter Implementation. The patents offices 

have a strictly technocratic approach to patents. Hence, there doesn‟t seem to be an institutionalised problem 

implementing the TRIPs Agreement, as much as the fact that it was generally acceptable that applications took 

years to pass through the patent office.   

The large and price-competitive pharmaceutical industry in India has made the country one of the world‟s 

leading exporters of medicine to countries in the South. The national export promotion is made by the Mumbai-

based agency Chemexcil, established by the Ministry of Commerce in 1963. Chemixcil is matching foreign buyers 

with their 6500 member companies. According to an interview with Chemixcil (2000), the organisation is not 

involved in any other matters than matching buyers with producers. The organisation is not involved in disputes 

or IPR matters. IPR hasn‟t been an issue, because Indian companies legally can produce and sell pharmaceutical, 

even if they are under patent protection in other countries, making imports into these countries illegal. Chemixcil 

did not have information about which pharmaceuticals were patented (outside India), neither was it working on a 

strategy to cope with the new IPR regime.  
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COMMERCIAL PERCEPTION OF THE LEGAL CHANGES  

It seems well documented throughout this thesis that the industrial organisations, representing Indian- controlled 

pharmaceutical companies, have been resisting TRIPs related amendments to the patent legislation for nearly a 

decade, in the period from the late 1980‟s and until the mid-1990‟s. Hereafter their position shifted from outright 

opposition to “damage-control” approach, where they were trying to minimize the impact upon the industry. 

However, in the period from 2000, some of the largest pharmaceutical companies, which after Indian standards 

where research-based, joint in IPA. IPA supported product patents, however with safeguards for compulsory 

licenses. Finally, OPPI, representing the foreign controlled companies, was supporting product patents, with 

reduced possibilities for compulsory licence. Interviews with a large number of pharmaceutical companies 

showed that their respective industrial organisations represented their members‟ views on the matter. The 

interview also elaborated upon their situations and their perceptions of IPR. The picture which emerged from 

the interviews, are more or less the same as the one which came from the interviews with civil servants in New 

Delhi and on federal State-level. The largest Indian-controlled companies, which are members of IPA, and who 

have funding for R&D and worldwide marketing strategy, see the IPR question in a wider context. The points of 

view and arguments adduced during interviews were in line with the top bureaucrats and some politicians. India 

has to conform to international standards and open up to the world economy. The impressions from the 

interviews were that these companies recognize and accept shifts in “the rules of the game”. The companies 

interviewed in this group are wholeheartedly accepting a fait accompli and begun fundamental restructuring of the 

organisation with a far more „globalised‟ view, where increased investments in R&D plays an important role for 

the future. Most of the companies in the organised sector at the level under the largest took a more defensive 

position towards IPR, and where in line with IDMA. At the time of the interviews, the final wording of the 

amendments wasn‟t known and this might have influenced the companies‟ stand. However, answers on how they 

would handle the post-TRIPs situation where more or less identical. They would continue with most of the 

products in their portfolio before the new rules became applicable, simply because they would be „out of patent‟ 

in 2005. For the relatively few products, still covered by patent, the companies would negotiate licence to 

produce and market the products with the right-holders. Some of the companies answered that they would use 

more resources on R&D, but none of them to an extent where they could do “reverse engineering” on some of 

the more complicated known molecules, let alone new therapeutic molecules. While these answers do not reveal 

how the amendments will be implemented, they clearly demonstrate that at the time of the interviews in 2000 

and 2001 nearly all the companies neither had the capability nor the capacity to engage in more sophisticated 

production. But the interviews also demonstrated that the companies in question didn‟t consider strategic 

changes a realistic option. None of the companies seemed involved in joint ventures with other Indian-

controlled companies, or were planning to engage in cooperation with research institutions. Some of the 

companies might consider vertical disintegration in order to minimize fixed costs. The perception of how to 

operate doesn‟t seem to have changed radically with the prospect of a new patent regime.       
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The situation for the small-scale sector is different. Most of the products produced are relative simple 

formulations, which are not under product patent, neither are delivery systems. During interviews with owners 

and managers in the small-scale sector it appears that the companies were more concerned with problems 

relating to implementing “good manufacturing practice” in order to live up to WHO‟s standards. For many of 

the small-scale companies, the new minimum production standards will close the production down, because the 

owners can‟t afford the investments, or the investments won‟t be profitable. Generally, the companies 

interviewed voiced discontent with the regulation for the industry. It‟s bad for business. My impression from the 

interviews was that is seemed generally accepted that the companies would get around the regulation in different 

ways, if they were of the opinion that they were producing a regular product at an affordable price. 

Implementation of a stronger IPR also depends on the retailers. The distribution of pharmaceuticals in India 

takes place through an enormous net of small-scale pharmacies, doctors and “quacks” that would have small 

outlets in their practice. The pharmacies can be everything from a regular shop with 20 employees including 2-3 

educated pharmacists in the town-centres and rich areas, to an outlet in a shack, in slum areas or in the 

countryside, with only an uneducated owner working there. In Calcutta, in 2000, I took a “straw poll” among 10 

pharmacies, in different social neighbourhoods and in a rural village. The pharmacies where asked about the 

consumers‟ preferences about brand-name drugs vs. genetics. However, the visits were also carried out in order 

to see how standards and regulation regarding sale of pharmaceuticals were put into practice. Outside the upper- 

or middle class quarters, the practice in the pharmacies moved into grey areas. 3 out of 4 shopkeepers wouldn‟t 

have a proper educational background, and prescribed medicine was sold separately, pill by pill, even though this 

practice make infections resistant and immune to known treatment and might even be fatal, because most 

patients for economic reasons only buy medicine for 1-2 days. Large scissors on the counter, used to cut the tin 

wrapping of standard retail packaging, characterized this kind of pharmacy. The shops or outlets in these 

neighbourhoods will also to a higher degree sell low-cost medicine from local small-scale producers. According 

to interviews with doctors, drug controllers and larger pharmaceutical companies, these outlets also sell 

pharmaceuticals produced by companies in the informal sector, who don‟t have formal registration and are 

producing the medicine illegally. One example could be so-called „shotgun treatment‟ for dysentery, which is 

caused by either a bacteria infection in the stomach or parasites. The „shotgun therapy‟ contains both antibiotic 

and metronidazol to kill the parasites.  

All pharmacies where asked about patents on medicine. None of the ten pharmacies would answer the question 

or had an opinion on the matter. Even though product patents wasn‟t in place at the time for the interviews, 

exclusive marketing rights (EMR) were in force, and the silence indicates lack of interest or indifference to the 

patent issue. The overall impression from the interviews is that the retail-distribution of pharmaceuticals often 
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won‟t follow the legal precepts. The movement towards stronger IPR among some actors in the industry, central 

administration or industrial organisations isn‟t detectable in the retail sale.       

R&D  

R&D institutions are one of the most important “supporting-institutions” for the pharmaceutical industry, which 

of course only have been reinforced with stronger IPR protection in India. According to interviews with 

companies, academics and research institutions, a precondition for change in the production regime for 

pharmaceutical companies in India is more emphasis upon R&D; both basic research and applied research, and 

conducted by both research institutions and private companies. India has three larger governmental research 

institutions, along with a number of other universities who are engaged in pharmaceutical research. Due to 

historical reasons, the institutions have mainly focused on process research, in order to rearrange production of 

known therapeutic molecules. This praxis was supported by the 1970 patent legislation and was at the time 

probably the most efficient way to allocate the scattered public R&D resources. Here, cost-effectiveness and 

security of supply has been important factors. In the previous chapter the R&D issue was discussed from a 

resource perspective. Here the perception among researchers for patents and the transformation process are 

analysed. Representatives from two of the large research institutions, National Chemical Laboratory (NCL), 

Pune Indian Institute of Chemical Technology, Hyderabad, and the private company Dr. Reddy‟s Research 

Foundation, have been interviewed on their stand regarding patents and research
91

. According to the Head of 

Research Planning and Business Development Division at NCL, Mr. Hirwani, patents and intellectual property 

rights has traditionally been perceived as common property among Asian countries. The resistance against IPR 

and TRIPs in India shall also be seen in this perspective. Íf the TRIPs Agreement should be successfully 

implemented in India, this is one of the “rules of the game” in society which must be changed.    

At the time of the interviews, the research institutes had for many years followed a national strategy of “self 

reliance” and had used their capacity on applied process research. Also, the research institutions depend on 

funding and earnings from private companies, using the institutions knowledge, staff and facilities. This close 

cooperation between the research institutions and the industry accounts for 30-50 pct. of the research institutes‟ 

funding. According to the representatives, this limited the possibilities for basic research, as the companies 

seldom invest in this – which is not expected to change with the new patent legislation. All the scientists 

interviewed agreed that it will take years before Indian companies or research institutions can come up with new 

original discoveries for medical treatment. However, this was a question of resources, a lack of staff and 

infrastructure. The perception of patents and research was ambitious in the sense that all informants supported 

product patents in India in 2005, and with a clear and realistic view of the possibilities for Indian research. On 

                                                      

91
 The fourth large research institute, Central Drug Research Institute (CDRI) is situated in Lucknow and is specialized in 

herbal medicine. 
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another note, some of the informants also stressed the importance of letting countries choose their own 

framework for patent legislation, instead of taking dictates from the WTO.  

While the Indian private and public research institutions can‟t compete on new drug discoveries, they have 

competitive advantages when it comes to reverse engineering or tests. All the research institutions have an 

extensive collaboration programme with foreign companies. Dr. Reddys‟ has been working closely together with 

the Danish pharmaceutical company NovoNordisk on diabetes treatment and has made a breakthrough on 

improvements of NovoNordisk‟s older formulations. Also National Chemical Laboratory sees foreign 

companies as their core market, and took about 100 new patents yearly abroad. The interviews and visits to the 

R&D institutions left the impression that the barriers for research are economic, not institutional. As shown in 

the sections R&D in the Indian pharmaceutical industry and Strategic decisions earlier in this chapter, the R&D efforts 

within the companies have been strengthened considerably during the last years. At the national level,  the Indian 

government has initiated political reforms with a view to increase R&D in the pharmaceutical sector, and two 

different approaches have been adopted to further this; economic and institutional incentives. 

The economic incentives include both tax breaks for R&D units, or up to 150 pct. tax deductions for R&D 

related investments for companies having in-house R&D activities. Other forms of economic incentives – 

although originally dating back from the 1980s - have been removal of products from the price control list if the 

product is a result of in Indian activity, being either a new product, produced by a new production process or 

containing a new delivery system (Dhar & Gopakumar, 2006:50). On the institutional side, the government 

initiated a new formal platform for public-private-partnership promotion of R&D within the pharmaceutical 

sector, the Pharmaceutical Research and Development Committee (PRDC) in 1999. One of the tasks of the new 

committee was to strengthen cooperation between public research institutions and private companies. For this 

purpose a public fund was established, however the funding has, compared to the figures on R&D expenditure 

presented in figure 11.10., been relative modest, e.g. only Rs. 15 million in 2004-05 (Dhar & Gopakumar, 

2006:50). Furthermore, the PRDC set up a priority list over diseases, which should have special attention:     

o Communicable and infectious diseases: T.B., Malaria, gastro intestinal infections, (e.g. cholera, hepatitis, 

etc.), kalaazar, filaria, H.I.V and sexually transmitted diseases (STD‟s), lower respiratory diseases.  

o Cardiovascular diseases: Hypertension, atherosclerosis and myocardial infarction, coronary artery 

diseases, rheumatic fever and heart disease.  

o Cancer  

o Eye and ear diseases  

o Metabolic diseases : diabetes, arthritis, dyslipidaemia and obesity  

o Neurological diseases: e.g. Alzheimer diseases, Parkinsonism, Epilepsy.  

o Nutritionally linked diseases: Malnutrition,Anaemia,avitaminoses.  

o Paediatric diseases: Neo-natal diseases to reduce infant mortality.  
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o Reproductive diseases  

o Respiratory diseases: Asthma and other allergic respiratory disorders (PRDC, 1999). 

The PPP angle in PRDC is an important element, but there has been criticism of the autonomy of the body since 

different governmental organisations had the majority on the committee. From 2006 the annual funding has 

been changed to annual government grant. Notwithstanding, according to Dhar and Gopakumar there is 

growing evidence of collaboration between government institutions and the private sector (2006:52).    

CONCLUDING REMARKS 

Thousands of small-scale producers and micro companies, so-called loan licensing, have gone out of business. 

But the chapter also shows that different types of companies within the pharmaceutical industry in India have 

reacted differently to the expected changes toward stronger IPR. 

While the number of pharmaceutical companies has been falling at a dramatic rate the findings in chapter 11 

show the opposite situation when it comes to turnover. There has been a long term growth-trend during the last 

10-15 years, which partly can be explained by increase in exports of formulations and bulk drugs, Throughout 

the chapter, it is argued that the rapid increase in exports is due to a number of reasons: Better production 

facilities, expiring of patents for some of the world‟s best selling drugs, new alliances and subcontracting for 

Indian companies made possible by a stronger IPR environment in India, and finally a pressure to enter new 

markets as patents would restrict companies to market new products. Finally, the amendment made in 2005 has 

made it possible for India to continue to export patented medicine to LDCs due to the Doha declaration.    

 A handful of the largest Indian companies have proved to have a size, and production and research capacity, 

which has enabled them to compete in the generic segment in some of the world‟s largest markets for 

pharmaceuticals. For the smaller companies the situation seems to be worse. They will face increased 

competition due to consolidation on the Indian market, while they only to a limited degree have the capacity to 

engage in new markets. The study also refers to falling prices on bulk drugs on the world market and general 

increased competition, which influence profitability in the industry.  

R&D in the companies concerned has also been considerably upgraded in order to secure ways to produce the 

drugs without being at odds with patents protecting other components than the bulk drug itself, e.g. patented 

methods to improve depot effects and absorption in the body. The TRIPs Agreement and the amendments 

made to the Indian patent legislation have brought about institutional change process on different levels in the 

Indian society. Not least the large pharmaceutical companies have changed strategy and adopted necessary 

changes to their organisations; also the general production regime with more emphasis on GMP and production 

of scale shows that institutional change processes are taking place. The new production regime is supported by 

economic incentives to enhance R&D, and a State apparatus ready to support implementation of IPR. However, 
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it is also argued that the shift, which could be identified among top bureaucrats in New Delhi and the patent 

offices was not visible further down in the system. Also, some of the formal organisations who should embody 

the institutional change process such as the juridical system and patent offices had not been given sufficient 

manpower and economic resources.  
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PART IV   RESULTS  
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CHAPTER 12 TESTING THE WORKING HYPOTHESES  

This chapter will be used to test the five hypotheses set out in chapter 1, which are developed from the 

theoretical chapters in Part II on globalisation, national political processes and institutions.  

As argued in the methodological part in chapter 1, TRIPs in India is regarded as a critical case and hypotheses 

are set out to test if certain propositions are true or false. If the propositions are true, they can be used to take 

the theoretical arguments even further or support it depending upon the how the hypotheses are framed. If the 

hypotheses can be turned down, it weakens the model, upon which the propositions are built and in the end 

might question the validity of the theory behind the model as explanatory frame for observed real world events. 

As the findings in this thesis are tested against theory with a clear set of propositions, it is of interest to return to 

the theoretical considerations upon which the hypotheses are developed. The final results from the analytical part 

will be discussed later in the conclusion. In the methodological part it is also stated that an important criteria 

regarding the scientific value of the research is the application of intersubjectivity for both empirical and the 

theoretical aspects of the research. The previous chapters in Part III have presented my findings on the political 

process, change processes in the pharmaceutical industry and the institutional set-up surrounding it. The way a 

researcher prioritise what information he or she should build the research upon, and how he/she interprets the 

findings will inevitably be biased to some degree. However, I have tried to present all relevant findings as neutral 

as possible, leaving much of the analytical considerations to this chapter. If historical events, statistical data, or 

institutionalised political patterns are left out, this can be identified and might lead to altering the test of the 

hypotheses or even the conclusion. Also, the following reading and discussion of the hypotheses will be used to 

show how the theoretical considerations are used as tools to choose which considerations are relevant for the 

analysis and how to organise the analysis.  The substantial core of the work used for testing the hypotheses is 

found in the chapters 8-11, while the purpose here is to present the findings and reflect the working hypotheses 

in these, allowing for approval or rejection of the hypotheses‟ validity as guiding tools for the research.        
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HYPOTHESIS NO. 1 

Globalisation brings about new international principles for national regulation, which can alter the relative political strength on the 

national level, initiating new or re-opening political conflicts internally between domestic actors and between internal and external 

forces. 

The hypothesis takes its point of departure in the debate on globalisation and new accumulation regimes, which 

is presented in chapter 4 (Global Economic Change Processes). The chapter revisits the globalisation debate, and 

while the arguments from the globalisation sceptical side are well taken, it also shows how economic 

globalisation has been on the rise, especially since the beginning of the 1990‟s. Globalisation is rooted in the new 

international division of labour but it analytically distinguishes itself from NIDL by much more diversified 

production patterns as argued by scholars from the French school of regulation. The new patterns in 

international trade and the general rise in cross border flows of commodities; investment and technology have 

brought about new requirements for international regulation. Furthermore, the hypothesis claims that these new 

standards for international regulation will shift the political balance of power on the national level, starting new 

political conflicts.  

In chapter 5 (A redefined role for the State) it is set out that the role of the State in some respects is under 

transformation due to the contemporary economic and political change processes; though the question remains 

to what degree it will be transformed. It is claimed that in some situations the political process of national 

legislation has moved from a national level to the international level, restricting State autonomy in these matters. 

If it is possible to confirm this position, we may also subscribe to the argument that “Globalisation brings about new 

international principles for national regulation”. This development is not necessarily new and something which has been 

brought about by globalisation; as has partly been demonstrated in the discussion on how the principles in the 

Westphalian model have been weakened as a consequence of the UN system. Therefore, if the hypothesis should 

be verified, the case must be made that the changes are substantial”, meaning that they are broader in scope and 

intervening deeper into the national political process. The political processes on the national level set in motion 

by economic globalisation can disrupt the domestic political balance, because external forces have the political 

power to set the agenda in countries, where likeminded internal actors cannot penetrate the political scene with 

their agenda. Still, in the discussion of the role of the State it is maintained that - despite globalisation - the State 

remains an important actor who will, among several things, implement global rules and regulation. In Model 5.1 

the political process is described as a layer cake after inspiration from Modelski (1972), where the different 

political levels should be considered when political analyses are conducted. The interaction between the formal 

levels, Supra-state level and the National level, are at the forefront in this discussion, however the informal levels 

in the form of the Transnational level and the Civil society levels play a crucial role in the political process and 

underscore the definition of global governance as set out in chapter 5. This point to a more complex political 

situation, where the contemporary economic and political global chance processes can alter the relative political 
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strength. It is in these situations e.g. new agenda-setting can open new political conflicts between domestic actors and 

between internal and external forces. The political arena for these conflicts will typically be in the formal levels.  

If the first hypothesis can be verified it will support the argument that economic globalisation influence the 

political structures upon which national democracies are built. 

TESTING     

In order to test the first part of the hypothesis saying, “Globalisation brings about new international principles 

for national regulation”, I shall return to the discussion on the WTO
92

, with special reference to chapter 2: 

“From GATT to the WTO”.  

GATT and now WTO are by far the most important international organisations when it comes to regulating 

international trade. As clearly demonstrated in the chapter, the establishment of the WTO was a major 

breakthrough regarding the scope, compared to its predecessor, GATT. A number of new areas were 

incorporated into the new organisation, including agreements on investments (TRIMs), services (GATS) and 

intellectual property rights (TRIPs). These agreements go further than other agreements made within the WTO 

because they not only deal with cross-border trade in goods, but also with a number of domestic issues, e.g. what 

kind of requirements States can demand that international companies, which want to invest inside the State‟s 

jurisdiction, or how the country‟s patent legislation shall be designed. These agreements are touching new ground 

for international free trade agreements, both when it comes to scope (the objectives and elements included in the 

agreements) and influence upon national political process, because existing domestic regulations and practices 

are in conflict with the international agreement have to be altered. The case study represents a positive test of the 

validity of this argument.  

Turning to substance in the agreements mentioned above (TRIMs, GATS and TRIPs), I will furthermore claim 

that these were responses to changes in the international division of labour. As shown in the chapter on agenda 

setting, the US originally identified services and IPR as areas of major economic interests and issued a joint 

statement on TRIPs in 1988 together with a united business community from other major OECD countries. The 

new agreements are responses to the new challenges faced by industrialised countries, due to the new 

international division of labour and the evolving advanced production patterns, which constitute an important 

part of globalisation.       

Another novel aspect of the WTO treaty is the concept of “single undertaking”. Countries can only become 

members if they subscribe to the whole package. While countries can be accorded transition periods (this mostly 
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 First and foremost it should perhaps be stressed that the arguments put forward require that the country in question is 

member of the WTO. 
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goes for the LDCs) they must adapt all and every one of the policies decided in the WTO. WTO is also a 

stronger organisation than GATT and large parts of UN system, since it has a structure, which helps to enforce 

the decisions made. The Trade Policy Review Mechanism (TPRM) will conduct reviews on the various member 

states, and pinpoint where they do not live up to the agreements made. Furthermore, the TPRM will issue 

recommendations for policies, which can enhance international trade. The recommendations from the TPRM 

can also find their way through to the World Bank‟s and the IMF‟s country programmes
93

. Finally, the WTO 

also has an arbitration system in the form of the Dispute Settlement Body, where one - or a group of - member 

state can lodge a complaint against another member state if it does not fulfil its obligations in accordance with 

the treaty. If the plaintiff‟s contention is upheld, the member state(s) is allowed to impose penalty tariffs on the 

other country. These mechanisms clearly put political and economic pressure on the member states to fulfil the 

requirements, also when it is domestic issues. At the same time, all member states are not under the same 

pressure. If a country is not in need to borrow money from the World Bank or IMF, it is less vulnerable to 

pressure to implement policy recommendations from these institutions and in this connection from the WTO‟s 

TPRM. It also holds that a large economy is less vulnerable to penalty tariffs introduced according to the rules by 

a small economy than the other way around.  

I will claim that the arguments put forward above support the view that Globalisation brings about new international 

principles for national regulation, although not all states are equally influenced.  

The question remains however if the need or obligation to alter national policies due to the WTO are at odds 

with the internal political process and if  - and to what extent - the internal political balance will shift as a result 

of the external political decisions? If there is a broad consensus on the national level, which is in line with the 

decisions taken in international organisations at the supra-state level, the political balance will not be moved 

decisively. However, in situations where there exist conflicting interests, either between a state and the decisions 

of the majority in the international organisations, or on the national political scene, where the decisions at the 

international level will support one of the sides, this might lead to conflict. In the case of TRIPs in India this has 

been the case. It is clearly demonstrated throughout the chapter on Agenda Setting that the Indian government did 

not support stronger protection of IPR, rather it was actively working against it for years during the Uruguay 

round under GATT. However, industrialised countries successfully put IPR on the agenda in GATT, and by 

doing so also on the political agenda in India. Only a small minority in the Indian society and business supported 

stronger IPR protection. A few foreign-controlled companies were leading the new campaign through 

organisations such as InterPat and OPPI. OPPI had voiced their opinion on IPR since the 1970 patent act, but 

without being able to put in on the political agenda. With TRIPs this had changed, and stronger IPR became an 

important political issue in India. When India gave in on TRIPs in April 1989, and again accepted a version, 
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which did only offer very limited scope for safeguards
94

 in January 1992, this wasn‟t due to a shift in position 

among political actors in India or in the Indian society in general. TRIPs was accepted by the political elite in 

India only as part of a broader package, which came with WTO. The judgement was that India was better off 

inside a new trade organisation than outside, and India had to compromise on a number of areas to become 

member. This opinion may very well be correct. But it also clearly shows a radical shift in policy, brought about 

by the political elite in the government, and backed by the bureaucratic level, based on what they considered a 

realistic picture of India‟s options. This shift towards real politic indeed brought about political conflicts in India, 

which for years were impossible to bridge.      

OUTCOME OF HYPOTHESIS 1 

I will therefore argue that hypothesis no. 1 Globalisation brings about new international principles for national regulation, 

which can alter the relative political strength on the national level, initiating new or re-opening political conflicts internally between 

domestic actors and between internal and external forces.” can be verified on the empirical findings in this research. This 

may reopen the discussion put forward by Carnoy and Castells (1999) that the classic Nation State requires a 

bounded national community as its frame of reference, but when globalisation forces the State to redefine this 

frame of reference, the national communities lose their channel of political representation. This seems to a 

certain degree to be supported in this research; the traditional Swadeshi oriented industrialists did lose their 

representation in the Congress Party and BJP. However other actors (health NGOs) learned to reorient their 

political campaigns to a global level with huge success. So while globalisation brings about new international 

principles for global regulation and new political conflicts, the findings in this research also shows the 

importance of being able to reframe global political agendas on all levels in the political layer cake. I will also 

claim that conflicts between internal and external factors are dependent upon what is called asymmetric power 

relations. Clearly states that are in step with their industry and civil society, and have the political strength to 

influence the agenda and decisions in international organizations will not necessarily experience new political 

conflicts due to globalization.  The concept of political autonomy is further discussed in the next hypothesis.    

HYPOTHESIS NO. 2 

The autonomy of the political elite (in India), to formulate and implement policies (regarding patents), has been constrained during all 

the stages in the political process, but by different actors. While external forces primarily have limited the autonomy in the agenda-

setting phase, internal actors have been active in the decision-making and implementation phase of the political process. 

 

                                                      

94
 It is of course debatable how much scope the TRIPs agreement gave for safeguards. However since the developing 

countries‟ wording where left more or less out of the final version, and it was necessary to adopt the Doha declaration I will 
here assume that the TRIPs agreement where weak on safeguards.  
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The second hypothesis points to the internal political processes in India, with special reference to the debate on 

State autonomy. But the discussion also places itself between the two analytical dimensions by seeing the State as 

both the dependent and the independent variable, and hence the State as an arena for interaction and/or 

conflicts between contending social groups and political forces; but also an actor in its own rights. While it is not 

a question of either-or, the State is analytically seen as an actor during the implementation phase, while it during 

the decision-phase is regarded as an arena for conflicts between different internal and external forces. During the 

agenda-setting phase, the picture is blurred because the State acts as an actor in relation to the international 

society and on the national political scene, but at the same time constitutes an arena for conflicting domestic 

interests on TRIPs and the WTO. 

As argued in chapter 6, State autonomy is an empirical fact, also when a society-centred approach is applied. The 

question remains though, if it is the case throughout the entire political process and which forces or actors 

constrict the political manoeuvre room for the State. The state is not only restricted by social groups inside India, 

or constrained by the dominant accumulation regime (as argued by the functionalist approach), but also by 

external actors. The political processes of globalisation and global governance, brings about situations where the 

nation state can be cramped between competing internal forces but also supra-state bodies and the transnational 

layer (as illustrated in the layer cake model (Model 5.1 and 5.2). The asymmetric power relations, as accounted 

for in chapter 5, will, if they exist, further constrain the State‟s room for political manoeuvre.  

The second hypothesis is also developed with a view to Grindle & Thomas‟ work on implementation, and the 

division of the political process into the three stages. As it is expected that different actors‟ political influence do 

change during the political process, it seems appropriate to make this distinction. But applying the different 

stages will also make a clearer distinction between the different analytical dimensions on the State.   

Testing this hypothesis will be a test if the political autonomy is constrained to a degree where the Indian state‟s 

room for political manoeuvre has been influenced, and what forces have been constraining it. 

TESTING     

The agenda-setting phase started in the international arena, where OECD countries, led by the US, worked to 

put IPR on the agenda as a trade-related issue. The TRIPs  agreement‟s journey through the Uruguay Round in 

the late 1980s shows that India, along with other developing signatory parties to GATT, opposed a new 

agreement, which contained elements of patent protection in general, and not only trade in counterfeit goods. 

The South argued in this respect, that one “should keep in mind the developmental function of intellectual property protection 

in developing countries”. After two and a half years of negotiations, India as the last country gave in and accepted 

“effective and appropriate means for the enforcement of trade-related intellectual property rights”. According to the findings in 

chapter 8 (Agenda setting), the shift can be explained as a result of a wider package deal, which included phasing 

out of the Multi-Fiber Agreement. Also threats of economic retaliation from the US under Special 301 trade act 
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where used to establish pressure upon the signatory parties who did not want patent protection to become an 

integrated part of the negotiations. It hasn‟t been possible to document that the threats under Special 301 moved 

the Indian decision makers; only that they saw it as an inappropriate step, which was condemned by all political 

parties in India. While the 60 million US$ suspension of duty-free treatment under the GSP wasn‟t a serious 

economic threat to the Indian economy, it was an unmistakable political statement by the US administration that 

India should get in line on TRIPs. Also the consequences of being included on the so-called priority watch list 

under Special 301 was a negative signal to foreign investors. But while it is not possible to document that India 

changed its position due to pressure from external forces, both business and OECD countries (especially the US) 

exercised political and economic power to try to limit the political autonomy for India.  

Except from a few foreign controlled companies and their interest organisations, internal forces were pushing 

the political agenda in the opposite direction. This could be seen as support for the government as long as it 

“stood firm” in Geneva. However, after the April 1989 compromise, the situation changed and the internal 

forces became a constraining factor for the Government vis-à-vis its international obligation. The journey 

through the Indian Parliament shows that the Government dodged around the issue in order to avoid political 

confrontation with the nationalist and left opposition (see Lok Sabha debates from 6 March; 3 April; 23 

December 1992 and 6 December 1993). The situation for the Indian Government was so critical in December 

1994 that a Presidential ordinance had to be issued in order to pass the necessary legislation. In the subsequent 

years the parliamentarian deadlock continued. The situation was not only due to an unstable parliamentary 

situation; rather there was massive political pressure from large groups in society, which also explains the Rao-

governments‟ reluctance to debate the issue in Parliament. The NGOs and industrial organisations such as NWG 

and IDMA upheld a public pressure on the TRIPs agreement throughout the 1990s, even when the UF-

government assumed office in 1996. However, not surprisingly the internal political pressure seems to follow 

“decision cycles”; after the large controversy over the Dunkel-draft in 1994, internal political pressure eased. In 

the late 1990‟s when the Patent (Amendment) Bill 1998 was introduced, protests were relatively weak compared 

to the situation five years earlier. However, after the Doha declaration and the new scope for utilising the 

flexibility within the TRIPs agreement , the internal political pressure grew considerably. The mobilisation of 

numerous health NGOs, industrial organisations and political organisations shows how the State became an 

arena for political struggle, and the final amendments made by the Congress-led government also shows that 

internal political pressure was successful. Moreover the process also shows that external forces remained strong 

during the decision-making phase. In 1996, as India did not live up to its international obligations, external forces 

re-intervened in the decision-making process when the WTO‟s Dispute Settlement Body was used to bring India 

in line. The manoeuvre succeeded due to political changes by the BJP-led government in 1998. Later on in the 

process, external forces - both international NGOs and the supra-state level (WHO and UN bodies) - made their 

influence bear during the final decision-making phase in India in 2004-05, pushing for a number of amendments 

to the tabled bill. In relation to the expectation formulated in this study (viz. table a) that the supra-state level 
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(WTO and its member states) would be directly involved in the phase of agenda setting only, it has turned out 

that the supra-state level has also been involved in the decision-making phase. This moves the border between 

supra-state level and the national level, though the formal decision-making power remains on the national level. 

The international interference and the State‟s decision to start implementation of rules without the amendments 

in the patent legislation (see the IDMA court case example in chapter 10 Implementation) also is a challenge to the 

basic assumption of the State being an arena, supporting the theoretical argument to also include it as an actor. 

Throughout the theoretical chapter on national political change processes, much attention has been paid to the 

implementation phase, where it is argued that the outcome can be quite different from that intended. One reason 

for this could be that the Indian government would avoid unpopular decisions (the TRIPs agreement) by under-

allocating resources or signalling down through the system that decisions needed not to be implemented. 

Furthermore, local companies could try to influence the outcome by bribing drug inspectors. However, the 

findings in chapter 10, Implementation, do not suggest that internal forces have influenced – i.e. retarded - the 

implementation process. Rather, the claim that India has a Weberian bureaucracy (at least in some parts of State 

apparatus) is supported. On the local level where the companies are controlled, irregularities may take place, but 

would probably also have taken place without patent amendments. The chapter also showed that external forces 

did pay attention throughout the implementation process as to obtain influence. While the US industrial 

organisation PhRMA not necessarily successfully did influence the process the intention was clearly present.               

OUTCOME OF HYPOTHESIS 2  

Hypothesis 2 “The autonomy of the political elite (in India), to formulate and implement policies (regarding patents), has been 

constrained during all the stages in the political process, but by different actors. While external forces primarily have limited the 

autonomy in the agenda-setting phase, internal actors have been active in the decision-making and implementation phase of the 

political process” can be partly verified. The Indian state‟s room for manoeuvre was heavily constrained during both 

the agenda setting and decision-making phases. Here the room for manoeuvre has been very limited, literally 

blocking the way for the Government in the early 1990s. However, this study does not support that this was also 

the case during the implementation phase. Nevertheless, this is not sufficient to contest the validity of Grindle & 

Thomas‟ work on implementation; because 1) the empirical data on local implementation has not been strong 

and profound enough, and 2) important amendments were made to the legislation in 2005 safeguarding the 

interests of the national industry and public health. Further, the findings suggest that external forces have played 

a more active role throughout the political process than expected. Supra-state organisations, other states, 

multinational companies and international NGOs have influenced the political process on both agenda setting, 

decision-making, and during the implementation phase. However, the extent of involvement by external actors 

has been decreasing with the progress through the three stages of the political process. The results suggest that 

political events will both horisontally and vertically be more dependent upon global actors. This reinforces the 

arguments put forward on the concept of global governance, as suggested by Held & McGrew. But it the 
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findings also suggest that the opening up of the political process by the analytical distinction between agenda 

setting, decision-making and implementation could fruitfully be incorporated into political analysis and theories 

when analysing global governance. 

HYPOTHESIS NO. 3 

Global economic and political change processes will create political alliances, across class barriers, due to increasing conflicting interests 

between groups in the capitalist class.  

The third and last hypothesis on the political observations in this study takes its point of departure in analysing 

political development on the national level. The hypothesis served the purpose of elaborating upon how 

different classes in society will respond to external pressure which will be the logical consequence of new 

international principles for national regulation, and new political conflicts internally between domestic actors, 

brought about by the contemporary political and economic change processes. As discussed in chapter 4-6 in Part 

II, and confirmed by the two previous hypotheses, national regulation responds to external political and 

economic pressure. This is assumed to be conflict-ridden when political strength, economic rent or the basis for 

people‟s livelihood is jeopardised. The third hypothesis will test if these situations will cause new alliances 

between agents of different classes.  

Theoretically, the hypothesis is made with clear reference to Poulantzas‟ work and to Carnoy and Castells (1999) 

as discussed in chapter 6 (Analysing national political change processes). Changes in the international division of 

labour and the external political and economic pressure on the nation state and its capital and labour will alter the 

conditions under which the different types of capital can be reproduced. While the State may respond according 

to the interest of the dominant accumulation regime in society, some sectors or social classes in society can be 

left to lose when different kinds of regulation are changed. This may of course vary according to the actual stages 

of the capitalist mode of production, crises and the degree of internationalisation, as well as the outcome in 

legislation, tariff rates or supporting institutions or organisations. The basic assumption in the hypothesis, and 

theoretical frame used is the existence of conflicting interest between labour and capital when profit is divided 

into salary and profit; and labour and capital will normally be organised according to this conflict. However, the 

hypothesis suggests that global economic and political change processes which are adopted in defence of the 

interest of parts of the national capitalist class, may result in a situation where capital and labour will form 

alliances across class barriers to fight the economic or political change processes95.  

  

                                                      

95
 While this of course could be the situation with all kinds of regulations, it is especially true for external political pressure 

because the external pressure can alter the national political balance, as discussed under hypothesis 1.  
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TESTING  

Throughout this study it has been demonstrated that the TRIPs agreement was accepted only as part of a wider 

package-deal after prolonged and difficult negotiations (as accounted for in Chapter 8). The Indian government 

accepted the outcome of the negotiations because elements such as out-phasing of the MFA and the general cost 

of being without a multilateral trade agreement were considered to be higher than the cost of e.g. the TRIPs 

agreement. The sectors expected to benefit from Indian membership of the WTO would be the very large 

garment industry, other export-oriented industries and sectors which would benefit from FDI due to a regulatory 

framework supported by WTO membership; India‟s large service sector could probably fall in this category. The 

sectors that would benefit from WTO membership seem to the same as the ones which would benefit from the 

renewed international division of labour. Throughout the 1990s, the large Indian industrial organisation ICC was 

supportive towards Indian membership of the WTO. However other sectors such as the pharmaceutical industry 

would lose due to the new agreements in the WTO. By analysing how producers of pharmaceuticals reacted to 

the TRIPs agreement it is possible to test hypothesis 3. 

A group of people from the pharmaceutical companies in India were among the first to react to the negotiations 

on TRIPs when in August 1988 they discussed the possibility of establishing a group, which could work on IPR 

related issues. It was agreed to expand the agenda from being an industrial issue to also include public health, 

which paved the way for the participation of NWG, an NGO which was active until 2005, with a much broader 

appeal and including a broad political spectrum. The picture of popular protests against WTO and the US also 

emerged in the beginning of the 1990‟s during popular rallies and protests from Parliamentarians and 

“prominent citizens” (see chapter 8). The political rhetoric used was rooted in Swadeshi or Marxist ideas, 

reflecting the engagement from both sides of the political spectre, the Hindu-nationalist party BJP and parties on 

the Left. The creation of the Forum of Parliamentarians on Intellectual Property in November 1995, working closely 

with the NWG, was yet another example of the cooperation between the far Right and Left with a view to 

counteract the political and economic influence from external forces. This cooperation continued until 1998 

when the BJP formed a new government. While the NWG seems to be bi-partisan and there was cooperation 

between several political parties in Parliament, the study does not show that the large pharmaceutical industrial 

organisations such as IDMA or any of the smaller organisations were engaged in political collaboration and 

alliance-building with NGOs or other groups. The interpretation from talks with IDMA, and from its annual 

reports, was that the organisation worked together with the BJP on the matter until the party came into power 

and shifted position in 1998. Subsequently, IDMA allied itself with the Hindu-nationalist popular movement 

RSS, but apart from this it has not been possible to find signs of broader political alliances with the labour 

unions or NGOs. In the 1990s and in the beginning of the new century, militant labour unions had a strong anti-

WTO/liberalisation rhetoric and one union even held a one-day strike. For the unions, job-security was one of 

the main elements in the protests, which traditionally has been one of the main themes behind clashes between 

labour and employers. After the Doha-declaration the labour unions joined forces with a number of NGOs, e.g. 
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through the Joint Action Committee, to secure access to cheap medicine and make use of the flexibility to export 

medicine to other developing countries. The industrial organisations IDMA and IPA had a corresponding 

political agenda, however the study do not show strategic alliances on the matter as it was seen in the beginning 

of the 1990s.  

OUTCOME OF HYPOTHESIS 3 

The findings in this study cannot support the hypothesis 3 “Global economic and political change processes will create 

political alliances, across class barriers, due to increasing conflicting interests between groups in the capitalist class “. The 

cooperation between left and right in Indian politics seems to be rooted in common concerns regarding national 

development aims, but also a wish to rally the public opinion behind a popular subject. For the national right 

tactical reasons for supporting or refusing the TRIPs agreement seems to be dominant. Different economic 

classes outside the Indian Parliament did not join forces except from the NWG. This group, however, seems to 

be run by individual members rather than as an umbrella organisation covering capital, labour as well as NGOs. 

IDMA and NWG also chose different stands on patents in the end of the 1990s when India lost the case in 

WTO‟s Dispute Settlement system. In 2004-05, when the political agenda was reopened due to the Doha 

declaration, both labour, capital and NGOs had common ground, but this study hasn‟t found indications for 

formalised cooperation or lobby activities. I will claim that TRIPs in India as a case has strategic importance for 

the theory: It is a clear cut global change process, which could be expected to influence both labour and capital 

negatively, and which furthermore had large public attention. This weakens the theoretical arguments set out on 

political alliances across class barriers as national responses to globalisation, while, as discussed in the 

methodological part in chapter 1, it does not reject the theory due to the what is called sophisticated falsification. 

While the hypothesis can‟t be supported, the findings support that class issues remain high in Indian politics.              

HYPOTHESIS NO. 4 

The expected impact from the TRIPs related amendments to the Indian patent legislation will bring about different strategies from the 

indigenous companies, which will reduce the coherence among the companies and enable institutional change processes which are not 

path dependent, but reflect the interests of the economic dominant actors.  

 

The new IPR regime in India has been expected to bring about new market conditions for the 

indigenous pharmaceutical industry, and furthermore that various parts of the industry would react 

differently and develop different strategies in order to meet the challenges from the new production 

regime. The strategies adopted by the different companies are expected to reflect the individual 

companies‟ organisational, management and capital resources. The strategies adopted are again 
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expected to reduce the coherence inside the industry vis-á-vis issues related to IPR and domestic 

orientation. These changes will take place in what Deeg (2004) would characterize as the first 

institutional level. The question remains though if these changes can bring about changes among entire 

institutional systems (level 2) or even production regimes (level 3), which can‟t be characterized as path 

dependent. As argued in chapter 7, different production regimes have to be rooted in a social system of 

production, which supports them (Boyer & Hollingsworth, 1997), both when it comes to creating 

efficient economic organisations and the wider institutional settings making up the social system of 

production. It is generally accepted by institutional economists that institutions in society are a complex 

matrix, which is only slowly transformable due to “path dependency” among institutions. If the 

hypotheses can be verified it will strengthen the argument that institutions in society not only will react 

path dependent upon competition (North, 1997), but that the actual outcome also will be determined 

by power relations among groups in society, or in this case different segments within the 

pharmaceutical industry in India. Still the strategies adopted by the companies will be within the 

borders of the social system of production, which put limits to the transformation process.  

 

If the hypotheses can be verified, it would suggest that analyses of institutional change processes should 

pay more attention to conflicts among actors as a result of changes in real economy, caused by external 

shocks as in the case of TRIPs in India, or simply due to new technology or evolution in the market 

structure. The argument here would be that the institutional setup is as result of coherence within the 

industry, but external political shocks or changes in the real economy will challenge the coherence, 

which could lead to conflict about which institutional system should be adopted. As suggested in the 

chapter on institutional change processes, the coherence among the economic actors may be challenged 

when the self-reinforcing sequences of events which characterize path dependence start to change. If 

this positive feedback stops or is weakened it may question the “institutional path” and competing 

institutional setup may emerge, which would explain change processes which go beyond path 

dependent patterns. 

TESTING 

The analysis of the development in the pharmaceutical industry of India as presented in chapter 3 and 11 shows 

on one hand a successful industrial policy, which may be characterized as import substitution, developing into a 

more export-oriented growth model. The results have been impressive. The industry developed from close to 

scratch and less than 35 years later both supply hundreds of millions of Indians with medicine, and at the same 

time contributes with billions of US$ to the Indian balance of trade, due to changes in company strategies 
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during the late 1990‟s. Growth figures for the pharmaceutical industry shows a very high and steady growth in 

turnover during the last 10-15 years and that in the later years the growth has been export led. On the other 

hand the analysis also shows that far from all companies have been able to tackle the new production regime 

and have gone out of business. It is estimated that 13-14.000 companies have ceased activity in the 6 years from 

1998 to 2004. The findings presented can‟t point to a single explanation for this development, but GMP and 

expectations to increased competition seems to be important reasons. Both these explanations point to a shift 

towards a new production regime in India where production of scale and higher quality dominates, and should 

be seen in the light of the post-TRIPs scenario. 

As described in chapter 11 on the development of the pharmaceutical sector, the industry has reacted to the 

demand for stronger IPR and the expectations of changes in the market structure in different ways, which seems 

to reflect the financial, organisational and management capacities in the companies. However, there seems to be 

a trend towards export orientation. Of course, this goes for the largest companies who have engaged in large 

scale export to both the European and US markets, but according to the findings other large and medium-sized 

companies have also engaged in strategic partnerships with MNCs. There remains, however, a large group of 

SMEs who has maintained sale of medicine (formulations and bulk drugs) to their traditional markets in India 

and exports to other developing countries.  

Based on these developments, it is my claim that these different strategies have reduced the institutional 

coherence among the Indian companies. A number of companies have changed their production pattern and 

strategies in a way where they themselves require IPR protection, better regulation and an institutional setup, 

which promotes cooperation and trust between companies. At the same time, a large group of companies within 

the SME category are better off in an environment without strong IPR enforcement and tight regulation, such 

as GMF. The question remains to be answered if this lack of coherence has created change processes, which 

can‟t be regarded as path dependent.               

When it comes to protection of IPR for pharmaceuticals in India before 1995, all informants have confirmed 

the overall picture as drawn in the literature. Companies, authorities and politicians had a common 

understanding: IPR was not in the national interest, economically nor in terms of public health. Pharmaceutical 

products were developed (from known molecules), produced, marketed and purchased without putting much 

emphasis on IPR. R&D was not an important part of the companies‟ strategies, the patent offices in India were 

outdated, patent issues were not an important part of the drug controllers‟ work, and the legal system neither 

had expert knowledge nor capacity to handle disputes about patent rights. The public opinion - as argued in the 

previous chapter on the political process – reflected these stands. Hence, the starting point for the institutional 

environment obviously didn‟t support the necessary changes, which had to be implemented if India should fulfil 

its obligation under TRIPs. Furthermore, the R&D in India in the mid 1990s wasn‟t geared to support the 
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development of original medicines. Rather, R&D institutions were engaged in adopting new production 

methods for existing products.  

With India joining the WTO in 1995 and the demand to implement the TRIPs agreement, the institutional 

framework into which the pharmaceutical industry was embedded suffered an external shock, which changed 

the rules of the game for producers, authorities and consumers. The question is if the institutional matrix has 

absorbed the change processes or if “the institutional settings shifted path” to remain in North‟s terminology. If 

we turn to chapter 10 on Implementation, it was argued that the Government put political will behind the 

implementation process. Because the Indian executive power was in a situation, where it had duly signed the 

international agreement establishing WTO, but couldn‟t establish a working majority in Parliament to meet its 

obligation on the TRIPs agreement, this led to a situation where it used bureaucratic power in order to fulfil its 

international obligations, which According to IDMA, this resulted in “over-implementation” (see chapter 10). 

The question is if this shows how formal organisations responded to the “TRIPs-shock” in 1995 or if it reflects 

the precarious political situation India found itself in the mid 1990‟s. Or as a result of the shift in the general 

economic policy, which emerged after the 1991-economic crisis and continued with India‟s acceptance of WTO.  

Interviews with leading business companies, academics, industrial organisations and not least high-ranking civil 

servants point to the general shift away from the traditional Swadeshi policy towards more global interaction. My 

interpretation of the talks and interviews is, that this should be regarded as a general shift in the mindset of a 

group of top bureaucrats and economic decision makers that institutionalised itself in different ways, leading to 

parallel strategic decisions in companies and on the political level. This group of companies and top bureaucrats 

constitute a very strong political alliance, which seems to have changed the institutional path in a more pro-

globalisation and IPR-positive direction, and thus the institutional system (level 2 according to Deeg). On the 

other hand, small and medium scale companies together with authorities on local state-level didn‟t express the 

same position. The changes were seen as forced upon them and something they have to live with. Finally, the 

outlets, i.e. quacks or pharmacies, seemed to have been moved only marginally.  

OUTCOME OF HYPOTHESIS 4 

The fourth hypothesis stating that “The expected impact from the TRIPs related amendments to the Indian patent legislation 

will bring about different strategies from the indigenous companies, which will reduce the coherence among the companies and enable 

institutional change processes which are not path dependent, but reflect the interests of the economic dominant actors” can be 

verified from this study. The Indian pharmaceutical industry has been built upon a regulation regime where it 

was relatively easy to enter the market, not least due to the absence of strong IPR protection. With the demand 

for stronger IPR protection, introduced as an external requirement to the industry, an important part of the 

coherence in the industry disappeared, which has brought about different responses. The different strategies 

adopted in large parts of the organised sector, and the institutional setup around the industry (Deeg‟s second 
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level) have changed in ways which seem to cut across path dependency when it comes to incorporating IPR as 

rule of the game (even though it seems that the safeguards has been built into the industry adopting a weaker 

IPR regime than multinational companies outside India called for). So not only have the formal rules been 

changed “over night” by external pressure due to the TRIPs agreement, the informal rules also seem to have 

changed with it. The interpretation of this shift is that it has been brought about by pressure from strong parts of 

the industry and the political elite in India, and not only by competition among different institutional setups. 

While competition between various institutional setups still seems to play an important role, and there also are 

elements from North‟s five essential characteristics of institutional change, influence and capacity to maintain or 

alter the institutional path also seems highly relevant in situations where the fundament for the institutional setup 

is radical changed. I will claim that two lessons can be drawn from these findings: 1) that shocks to the 

institutional set-up reopen the institutional pathway 2) that the direction will be decided upon by the strongest 

forces in society. They may choose to continue in the same path as the previous institutional set-up, but they 

may also choose to change according to a new trade regime.  
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CONCLUSION 

The following chapter will conclude on the findings in this thesis by answering the two research issues 

raised in the beginning of Part I, and by discussing the capability of the theoretical frame developed in Part 

II to guide the research. The conclusion will be divided into two parts, guided by their respective research 

issue. The conclusion should be read in the light of the uncertainty which does arise from describing 

contemporary social events from the distance; there may be information which has not been available or 

data may have been interpreted wrong. However, as the dataset is transparent and its relevance has carefully 

been accounted for, any discrepancy (if any) can be corrected. It should also be taken into consideration 

that the analyses on TRIPs in India only render importance to the pharmaceutical industry and civil society 

organisations who are engaged in issues related to this industry or public health issues. Parallel with this 

debate a vast discussion has been going on TRIPs and “bio-piracy”, biotechnology and livelihood of 

farmers in India. This debate has, especially during the 1990‟s influenced the political and public debate in 

India, giving a larger voice to the TRIPs-sceptical camp. However, it is my opinion that the overall 

conclusion from this research wouldn‟t be influenced appreciably by this debate had it been included.   

FINDINGS ON THE POLITICAL PROCESS 

Research issue: 

HOW HAVE EXTERNAL AND INTERNAL FORCES AFFECTED THE POLITICAL PROCESS 

CONCERNING AMENDMENTS TO THE PATENT LEGISLATION IN INDIA IN THE PERIOD FROM 

1986 TO 2005? 

In the beginning of Part III, a matrix was set out indicating the expected impact from different internal and 

external actors in the different stages of the political process. The matrix was drawn with reference to 

Grindle & Thomas' work on the different stages in the political process (agenda setting, decision-making 

and implementation) and the levels set out in the modified version of Modelski and McGrew‟s layer cake 

model. The criteria used when plotting the different actors in the matrix, was their expected access to 

influence during the political process.  
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MATRIX FOR ANALYSING THE POLITICAL PROCESS 

                                         Stages in the political process  

 

Type of Institution/organisation 
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WTO and its member countries (Supra-state level)    

International NGO‟s (Transnational level)    

MNC‟s (Transnational level)    

The Indian Government (National level)    

Political parties (National level)    

Public administration (National level)    

NGO‟s (Civil society level)    

Indian based companies (Civil society level)    

Table 13.1. The grey areas indicate where it is expected that different kinds of institutions or organisations 
will impact most in the political process. Own model (from table a). 

 

AGENDA SETTING 

As clearly demonstrated in chapter 7, Agenda Setting, IPR was put on the political agenda by external forces; 

by multinational companies and the governments in their homelands, through the GATT negotiations on 

TRIPs, or in some cases through bilateral pressure. The study also shows that multinational pharmaceutical 

companies in India and their industrial organisation OPPI, for years had tried to put the IPR on the political 

agenda but without success. The TRIPs agreement was, on the other hand, resisted by the Indian 

government and other developing countries during the Uruguay. The TRIPs agreement was only included in 

the negotiations due to a larger compromise in the Trade Negotiations Committee in Geneva in April 1989, 

and due to threats of economic retaliations from the US under the so-called Special 301, which gave the 

USTR to single out countries which, according to the US, had “unfair trade practices”, including inadequate 

protection of IPR. That the agenda setting phase during the Uruguay Round wasn't easily overcome, can 

also be seen by the fact that even after the April 1989 compromise, the TRIPs agreement was intensively 

debated until 1991, and actual agreement wasn‟t laid down before the chairman of the negotiation group 

drafted a common position, which appeared to have been closer to the developed world‟s position. After 

January 1992 the Indian Government clearly took a pragmatic stand on the Dunkel Draft, stating that India 

could not be outside a multilateral trade system and refused a Joint Parliamentary Committee, as suggested 

by the opposition, which should take a closer look on the Dunkel Draft‟s impact upon Indian economy. 
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The stance taken by the Congress-led governments should also be seen in the light of the vast public 

discontent with the agreement, where also national NGOs (e.g. the NWG) engaged in the discussion in 

different ways. The analysis shows beyond doubt that while it was external forces that put IPR on the 

political agenda in India, several internal actors emerge on the political scene, trying to push the political 

agenda backward. The study doesn't show much activity from national NGOs during the agenda setting 

phase (except in some situations where the NWG held international conferences). Moreover, the study 

reveals that the national pharmaceutical industry wasn‟t pro-active in the political process before 1995, but 

supported NWG‟s work. 

DECISION MAKING  

The decision-making process took more than a decade, involving governments from all sides of the political 

landscape and in different international political environments. However the legislative process remained 

difficult throughout the years as India in periods was incapable of making decisions due to tactical fights 

between political parties or to strong Swadeshi or anti-imperialistic ideologies which in periods joined forces 

and materialized in a majority in the Parliament or more continuous cooperation like Forum of 

Parliamentarians on Intellectual Property. 

The political process was however also prolonged by strong groups outside the Indian Parliament. 

Throughout the thesis it has been showed how both Indian NGOs and Indian based companies (both 

domestic and foreign controlled) have been strongly involved in the decision-making phase. The 

cooperation between the Forum of Parliamentarians and especially the NWG from 1995-98, is just one 

example of the parliamentarian influence yield to civil society in the political process. The study also shows 

different engagement from civil society, while there seems to be a large public pressure during the agenda 

setting phase and again in during the last amendments in after the Doha declaration in the end of 2001. This 

indicates that the civil society saw slots for political influence when the political agenda was open for 

changes. If we look at the outcome the findings seem to suggest that the domestic industry had the 

capability to influence the parts of the new legislation, where some safeguards where build in 2002 and 2005 

in order to support the national industry. While the NGOs had some influence on safeguards vis-á-vis 

public health. However the influence came after South African had challenged the TRIPs agreement  and 

the Doha declaration was decided upon. Nothing in this study suggest that the Indian civil society was able 

to oppose or influence the decisions made within the WTO if the Indian government had decided 

otherwise. Except from the left wing United Front government postponed the decision-making process on 

EMR provisions and a Mailbox facility for new discoveries from 1995-98, the other governments followed 

decisions made in the WTO. While they perhaps had different approaches and indeed rhetoric, both 
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Congress- and BJP-led governments followed the international rule making, though the different 

government where willing to take the discussions to parliamentarian committees for further debate and 

clarification. This shall properly be seen in the light of external pressure, not least from the industry.  

However the study also shows that external forces have been heavily involved in the decision making 

process in India. During the agenda setting phase and in the beginning of the decision-making phase it was 

mainly actors with a pro-TRIPs agenda who made their influence bear. OPPI and Interpat were national 

organisations but with support from external multinational pharmaceutical companies. Also WTO and 

some of its member states engaged directly in the political process when the WTO set up a panel in 

November 1995 which should handle a complaint filed by the US (and later the EU), stating that India had 

failed to meet its obligation of providing a legal framework for its Mailbox facility and securing EMR for 

post-95 products. India lost and it was recommended that India changed its patent legislation before April 

1999. The Panel ruling decided in what way India should respond to the demands in the TRIPs agreement ; 

India was arguing that it would fulfil the demand by altering administrative practice.  

The South African court-case in 2000-01 re-opened the interpretation of compulsory licences and public 

health, which in itself was of great importance for decision making in India. But as it re-opened the political 

process several new actors emerged on the scene. From 2001 TRIPs as a policy issue and the 

pharmaceutical industry in India changed from being more or less a matter of industrial policy to be a 

matter of public health. So while the traditional interest groups, lobbying for different segments in the 

industry, remained important actors new groups of national and international health NGOs emerged on the 

political scene along with traditional leftist groups and labour unions. This gave an enormous bust to the 

TRIPs sceptical campaign with renewed arguments, more activists and media attention. Furthermore, the 

WHO and the UNAIDS - weighty international organisations – engaged themselves in the decision-making 

process with a view to secure affordable generic medicine to developing countries. On the opposite side 

Indian-based multinational pharmaceutical companies were engaged, together with US chamber of 

Commerce. However the final outcome, which took on board several safeguards in order to secure both 

public health and the interest of the national industry, was a result of the parliamentary situation where the 

Hindu-nationalistic BJP had changed its position, leaving the Congress-led government with the only 

workable majority to the left. 

IMPLEMENTATION: 

Findings in the chapter on implementation suggested that the Indian government and the bureaucratic level 

was not deliberately delaying or under-implementing an unpopular legislation. At the contrary, it seems that 

the patent offices were over-implementing the legislation between 1995 and 1999. While the Drug Price 
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Control Order has remained in place, it has been relaxed in order to secure higher profit margins for R&D 

based companies, basically supporting the implementation process. The implementation process seems to 

have been weakened by lack of capacity; a condition that could be expected in developing countries. The 

study discusses the possibilities of corruption and other forms of irregularities. During interviews, which are 

supported by literature on the matter, it is illustrated that it remains a problem, however the study does not 

come up with a smoking gun proving that implementation will be severely hampered by corruption. The 

study does however support the argument that attention should be paid to internal actors in the form of 

public administration and companies when the actual impact of implementation should be studied. I will 

also claim that business organisations and NGOs have played a supporting role in the implementation 

process by creating awareness and debate in the general public and within companies. The study also shows 

that external forces have engaged themselves in the implementation process. WIPO and UN agencies have 

helped with capacity building, but also external interest groups have engaged in the process, putting political 

pressure upon the Indian government by issuing reports on how the implementation process has developed, 

and asking the US government to include India under the special 301 priority watch list.   

SUMMARIZING COMMENTS ON THE POLITICAL PROCESS 

The study shows that the political process which resulted in amendments to the patent legislation in India in 

order to fulfil the standards in the TRIPs agreement, has involved internal and external political actors on 

different levels, as set out in layer cake model which constitutes political actors according to the 

interpretation of global governance. The external political forces have been more active in the different 

stages of the political process than was expected in the matrix presented in the beginning of Part III. It was 

expected that the decision making process would be a national matter only (except from the WTO); this was 

proven wrong. MNCs and their industrial organisations have followed the political development closely, and 

have called on other WTO member states to engage in the implementation phase. Nothing in the data 

shows that WTO or its member states has reacted to this, and for this reason the cell „implementation‟ on 

WTO is kept blank. 
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MATRIX FOR ANALYSING THE POLITICAL PROCESS 

 

                                 Stages in the political process  
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WTO and its member countries (Supra-state level)    

International NGO‟s (Transnational level)    

MNC‟s (Transnational level)    

The Indian Government (National level)    

Political parties (National level)    

Public administration (National level)    

NGO‟s (Civil society level)    

Indian based companies (civil society level)    

Table 13.2. The grey areas indicate where different kinds of institutions or organisations de facto impacted 
most in the political process. Own model (from table a). 

 

An important explanation for the external forces to engage in the decision-making and to some extent the 

implementation stages seems to be the slow pace with which the decision-making developed as well as the 

strong rhetoric used against the TRIPs agreement  in Parliament and in the public. However, as the latest 

round of amendments showed, external forces working for a public health approach, also have been actively 

lobbying the Indian Parliament. The findings suggest that internal political forces that were against the 

TRIPs agreement took the political struggle as close to the “source” as possible rather than waiting until 

stage of implementation, which was one of the expectations of this study: That the relative political strength 

would shift through the different stages in the political process, empowering internal and TRIPs-critical 

forces on the implementation stage. Instead the political struggle was taken in the decision-making stage on 

the national level. External forces, who were critical towards the TRIPs agreement used the South Africa 

court case to reopen the agenda setting stage on the supra-state or global level. This seems to support that 

some political actors accept the rules for global governance and accept that the supra-state level has 

legitimacy vis-á-vis the national level. The Indian actors on the civil society level, however, seem first and 

foremost to use the national level as the political platform for influence. Retrospectively this strategy seems 

to be out of step with where the political influence has been. The decisions taken during the Uruguay 

Round during the GATT negotiations and in WTO leading to the Doha declaration on patents and public 

health framed the scope of the room for political manoeuvre. In both situations the Indian state has 
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operated within these lines. The Indian actors on the civil society level tried, successfully, to influence the 

political positions taken by the Indian state in the negotiations on the supra-state level. While this strategy is 

important for political influence, national actors may also consider taking action on a global scale. Seen 

from a political analytical point of view we may borrow from parts of the so-called „anti-globalist 

movement‟96, who rephrased an old slogan saying “think global - act local” to “think local – act global” 

some years back.  

FINDINGS ON CONDITIONS FOR THE PHARMACEUTICAL INDUSTRY 

Research issue 

“HOW HAVE THE EXPECTATIONS TO THE OUTCOME OF COMMON MINIMUM STANDARDS FOR 
PROTECTION OF PATENTS UNDER THE TRIPS AGREEMENT CHANGED THE CONDITIONS AND 
THE INSTITUTIONAL SET-UP FOR THE PHARMACEUTICAL INDUSTRY IN INDIA?”. 

 

The pharmaceutical industry in India has reacted differently to the expected changes from stronger IPR. 

First and foremost thousands of small-scale producers and micro-companies, so-called loan licensing, have 

gone out of business. Based on the findings presented it is not possible to point to a single explanation for 

this development, but GMP and expectations to increased competition seem to be important reasons. Both 

these explanations point to a shift towards a new production regime in India where production of scale and 

higher quality dominate. This shift lies in continuation with the strategies adopted by some of the 

pharmaceutical companies as responses to an expected post-TRIPs scenario.  

While the figures for the number of pharmaceutical companies have been falling with a dramatic rate, the 

findings in chapter 11 show the opposite situation when it comes to turnover. There has been a long term 

growth during the last 10-15 years, with an annual increase about 16 pct which partly can be explained by 

increase in export of formulations and bulk drugs that accounted for more than 40 pct. of the production. 

The rapid increase in export, especially to the US and other OECD countries, is due to a number of 

reasons; better production facilities, expiring of patents for some of the world‟s best selling drugs, new 

alliances and subcontracting possibilities for Indian companies made possible by a stronger IPR 

environment in India, and finally a pressure to enter new markets as patents would restrict companies to 

market new products. Finally the amendments made in 2005 have made it possible for India to continue to 

export patented medicine to LDCs due to the Doha declaration. 

 

                                                      

96
 Which is probably more anti-capitalist than anti-globalist. 
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R&D in the companies concerned has also been considerably upgraded in order to secure ways to produce 

the drugs without being at odds with patents protecting other components than the bulk drug itself, e.g. 

patented methods to improve depot effects and absorption in the body.  

A handful of the largest Indian companies have proved to have a size, the production and research capacity 

which have enabled them to compete in the generic segment in some of the world‟s largest markets for 

pharmaceuticals. These companies may face difficulties in marketing new drugs in the future, and this may 

very well cost market shares in India; however they showed that they can utilize and adapt to the new 

regime because they have financial and organisational capacity to engage in new markets. For the smaller 

companies the situation seems to be worse. They will face increased competition due to consolidation on 

the Indian market, while they only to a lesser degree have the capacity to engage in new markets. The study 

points to increased vertical disintegration, where many companies become sub-suppliers to national or 

international value chains. The study also refers to falling prices on bulk drugs on the world market and 

general increased competition, which influence profitability in the industry.  

The TRIPs agreement and the amendments made to the Indian patent legislation have brought about 

institutional change processes on different levels in the Indian society (first and second level if we should 

use Deegs definition from chapter 7). As mentioned above not least the large pharmaceutical companies 

have changed strategy and adopted the necessary changes to their organisations; also the general production 

regime with more emphasis on GMP and production of scale shows that institutional change processes are 

taking place. The new production regime is supported by economic incentives to enhance R&D and a State 

apparatus which is ready to support implementation of IPR, to a degree which seems to indicate some sort 

of change in the institutional path. However, it is also argued that the shift which could be identified among 

top bureaucrats in New Delhi and in the patent offices was not visible further down in the system among 

drug controllers in Mumbai. Also some of the formal organisations which should embody the institutional 

change processes, such as the juridical system and patent offices were not being given sufficient manpower 

and economic resources. Finally, the movement towards stronger IPR among some actors in the industry, 

central administration or industrial organisations, was not detectable in the retail sale and among all 

producers. However, these lapses seems first and foremost to be explained by lack of the Indian state‟s 

capacity, and not in contradiction to the hypothesis about institutional change processes presented in the 

previous chapter. 
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THEORETICAL CONSIDERATIONS  

The theoretical framework has been expounded with a view to secure systematic and logical consistency so 

that others could reach the same conclusions and to allow for rational development of theory. However, the 

theoretical discussions as set out in Part II shall not be revisited; important elements are already discussed in 

the previous chapter, where the hypotheses were tested, and as well throughout the rest of the thesis. 

Instead the theoretical framework shall be critically discussed for its ability to grasp or measure social 

events; its concepts to describe them; and finally its capability to explain structures which might bring the 

social events in motion.  

Global political change processes is at the centre of much of the analysis and debate in this thesis. In order 

to set out a framework for structuralising the analysis, a matrix (table a) was set out in the beginning of Part 

III, building upon a modified version of Modelski and McGrew‟s layer cake model and Grindle & Thomas‟ 

stages of the political process, with a view to map important actors. The matrix along with the concept of 

global governance, which was set out in chapter 5, made it possible to appreciate the global political change 

processes leading to amendments in the Indian patent legislation. For this purpose it was helpful to add the 

civil society layer in the layer cake model, which was also made adaptable to the definition of global 

governance used. When it comes to concepts to describe the global political processes the theoretical 

framework has drawn on IP theory and traditional state theory, in order to describe the relations between 

states and between states and intergovernmental organisations, and the political process internally in the 

State as responses to global change processes. While the theory developed within the IP tradition relatively 

easy could be incorporated, the more traditional State theory has been more problematic to adapt as 

element to the analytical frame, and not least as concepts to describe the change processes. Not least 

conceptualizing the role of the State as an actor or as an arena has been problematic; or perhaps to be more 

precise, if the State should be regarded as the independent or variable element in the analysis.  This has been 

handled by shifting the analytical interpretation of the State between the different stages in the political 

matrix, where the Indian state was seen as both an arena and an actor during the agenda setting phase, as an 

arena during the decision-making phase, and as an actor (or the independent variable) during the 

implementation phase. However, this division has in some situations been artificial. The State‟s manoeuvre 

room has earlier been described as sandwiched in between global and national layers, further limiting the 

State‟s room for manoeuvre. In these situations where the State is both an actor vis-á-vis the intra-state 

level, but also an arena for conflicts between different national political forces; and finally between local and 

global forces, the theoretical discussion developed in chapter 6 has not been sufficient. The asymmetric 

power relations that exist between states are difficult to incorporate or grasp by the state theory. More 

accurate conceptualising of the role of the State when global governance is analysed seems necessary, which 
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also appear from the outcome of hypothesis 1 and 2 in the previous chapter. The theoretical framework is 

closer to safe ground when it has to describe the underlying structures behind global change processes as 

described by the French regulation school. Changes in the division of labour and new production regimes 

have brought about recruitments for new international regulation.     

The theoretical frame, set out to analyse how conditions and the institutional frame have changed for the 

pharmaceutical industry as a consequence of the amendments to the TRIPs agreement has focused upon 

institutional change processes and how they supported different production regimes. This part of the 

theoretical framework is less exact when it comes to measuring change processes. When institutions are the 

‟rules of the game‟ it can be difficult precisely to point out when the rules change. However, the theoretical 

framework is stronger when it comes to developing concepts to describe institutions and institutional 

change processes. The role of institutions is well established in both old and new institutional economics, 

and so are the concepts of institutions. However since it is difficult to measure institutional change 

processes, it is also difficult to analyse how the role of institutions are changing and who set the changes in 

motion. This problem can partly be solved by letting institutions be the variable factor in political and 

economic analysis, which is the method in the so-called Social System of Production approach presented in 

chapter 7. Here production systems are dependent upon institutional setups and global production regimes; 

since we can measure production systems as something operating in the real economy, we can qualify our 

analysis on the institutional setup in a given economy. This of course has to be supported by in-depth or 

case studies of the institutional set up in the economy in question. This approach has been used in this 

thesis, where changes in the production regimes are taken as indications of shifts in the institutional setup, 

which is supported by other sources.  

The adopted theories on institutions are more accurate when it comes to the mechanisms behind 

institutional change processes. Here hypothesis 4 tested the degree of path dependency on the backdrop of 

the identified institutional change processes, and it is argued that change processes reflect the interest of 

dominant actors rather than path dependency.   
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APPENDIX A CHRONOLOGY OF THE POLITICAL PROCESS LEADING TO A NEW PATENT ACT IN INDIA 

 

Date International influence Parliamentary process Civil society  influence 

1986 The Uruguay Round of trade negotiations is 
opened in Punta del Este, Uruguay 

A Congress (I) majority government is in power, 
with Rajiv Gandhi as head of the government 

 

1987 
January 

In continuation of the Uruguay Round, Trade-
related Aspects of Intellectual Property Rights 
(TRIPs) is agreed upon as an area for negotiation 
under the GATT with the negotiating objective “to 
reduce the distortions and impediments to 

international trade” 
97

 

  

1988 June Business Communities from Europe, Japan and 
the US issue a joint statement on Basic Framework 
of GATT Provisions on Intellectual Property 

  

1988 
August 

Special 301 and super 301 in the Omnibus Trade 
& competitiveness Act of 1988 is signed by US 
president Roland Reagan, which gives the US 
Trade Representative ability to take action against 
countries there are believed to have “unfair trade 
practices”, including inadequate protection of IPR 

 The National Working Group (NWG), an alliance of 
NGOs and people from the pharmaceutical industry 
working against that India has to change its patent 
law, is established as a response to negotiations 
about IPR under GATT 

1988 
December 

Mid-term Ministerial Meeting in Montreal, but the 
negotiating parties can‟t reach an agreement on 
TRIPs 

  

1989 April In a meeting in the Trade Negotiations Committee 
in Geneva it is agreed that negotiations on TRIPs 
should continue in the Uruguay Round, but 
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institutional aspects of the international 

implementation in the area is held open
98

 

1989 May The USTR placed India on a “priority watch list” 
under Special 301 due to inadequate protection of 

IPR
99

 

  

1989 
December 

 Upon the general elections, a coalition- and minority 
government named the National Front under V.P. 
Singh takes over from the Congress (I) 

 

1990 March   National Working Group on Patent Laws hosts a 
Third World Patent Convention in New Delhi with 
participants from UN bodies and 14 developing 
countries, with the aim of debating the TRIPs 
proposal‟s influence on development in the South 

1990 

Summer 

  7-8 large multinational companies in India start a 
branch of InterPat in India, with the aim of arguing 
for stronger intellectual property rights 

1990 
November 

 The coalition government splits and a new slim 
minority government is formed under C. Shekhar 

 

1990 

December 

During the ministerial meeting in Brussels it 
becomes clear that it isn‟t possible to reach to an 
agreement which could end the trade round. A 
dispute between the EEC and the US on 
agricultural products was one of the main reasons 
why the round couldn‟t be completed but a 
number of other areas, including TRIPs, caused 
disputes 

  

1991 April India is again named as a “priority country” under 

the “Special 301” by the USTR 
100
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1991 June  The Congress (I) forms a minority government 
headed by Rao after a general election 

 

1991 
September 

  More than 150 members of the Parliament, 
representing all major parties, sign together with 
about 100 „eminent citizens‟ a statement warning 
against the results of the GATT Negotiations on 
patents 

1991 
December 

The General Secretary of GATT, Arthur Dunkel 
finalises a draft for ending the Uruguay Round of 
negotiations, known as the Dunkel Draft 

  

1992 
January 

The Trade Negotiating Committee under the 
Uruguay Round accepts the Dunkel Draft text as 

basis for further negotiations
101

 

  

1992 

April 

The USTR suspends an agreement under GATT‟s 
GSP on duty free treatment of pharmaceutical 
products from India, worth US$ 60 million, under 
Special 301 due to India‟s weak intellectual 

property protection
102

 

  

1994 April Agreement Establishing the World Trade 
Organisation, is signed in Marrakesh, Morocco 

  

1994 May   OPPI publishes background note arguing for strong 
protection of IPR 

1994 July   CII and OPPI host a joint seminar in New Delhi on 
patents and the new agenda for the Pharmaceutical 
industry in a Post-GATT scenario 

1994 
December 

 After the Parliament was adjourned the government 
issued the Patents (Amendment) Ordinance, securing 
EMR and a Mailbox facility in order the meet the 
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preconditions for entering the WTO on 1 January 

1995
103

. The ordinance must be approved by the 
Parliament within 6 weeks after the first-coming 
parliamentary session 

1995 
January 

The WTO enters into force on 1 January   

1995 
February 

 The Rao-government introduces the Patent 
(amendment) Bill 1995 in the Lower House of the 
Parliament (Lok Sabha) to ensure exclusive 

marketing rights for new patents
104

. The bill is 
passed 

 

1995 March  The government‟s attempt to pass the Patent 
(amendment) Bill in the Upper House of Parliament 
(Rajya Sabha) fails and due to that the Patents 

(Amendment) Ordinance, 1994 lapsed
105

 

 

1996 
January 

  The Forum of Parliamentarians on Intellectual 
Property holds a conference in New Delhi 
discussing the TRIPs-agreement 

1996 April   The National Working Group on Patent Laws 
publishes a report, which calls for India not to 
implement the TRIPs agreement 

1996 May  The Patent (amendment) Bill 1995 fails to pass in 
the Rajya Sabha before the dissolution of the Lok 
Sabha on 10 May and the bill therefore lapsed.    

 

The general election in April leads to BJP becoming 
the single largest party but it fails to form a stable 
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government. Instead a new centre-left minority 
government, the United Front, is formed under 
Gowada and later I.K. Gujral 

1996 July  The UF-government proposes to introduce the 
Patent Amendment Bill, 1996. This bill would 
incorporate changes wanted by members from UF 
and BJP to the 1995 Amendment bill. Changes are 
on the clauses for exclusive marketing rights, 
exclusion of patentability in some cases and that the 

patent granted should not lead to artificial prices
106

 

 

1996 
October 

  The Forum of Parliamentarians on Intellectual 
Property holds a conference in New Delhi 
discussing the TRIPs-agreement 

1996 
November 

WTO set up a panel to handle a complaint filed by 
the US stating that India has failed to meet its 
obligation of providing a legal framework for its 
Mailbox facility and securing exclusive marketing 
rights (EMR) for pre-95 products which is not 
protected by product patent 

 The National Working Group of Patents and the 
Forum of Parliamentarians on Intellectual Property 
holds an international conference on patents. A 
representative from a US consumer group is invited 

1996 
December 

  Murli Manohar Joshi (BJP) speaks on IDMA 
meeting against changes in the patent law from 

1970
107

 

1997 Start South Africa introduces a new medicine law, 
allowing the government to issue compulsory 
licences in order to secure affordable medicine 

 President of All-Indian Small Pharmaceutical 
Manufacturers‟ association, Mr. Bhargava, warns 
against negative effects on the Indian pharmaceutical 
industry from the TRIPs agreement on a seminar 

hosted by the organisation
108

 

1997 April EU requested India to hold consultations regarding   
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the absence of legislations securing a Mailbox 
facility and EMR for pre-95 products not protected 
by product patents. 

 

The USTR Office issues a report which argues that 
US firms annually are losing US$ 450 million due 
to India‟s patent law, urging for India to set up a 
Mailbox facility and not to allow compulsory 

license
109

 

1997 
August 

  Prime Minister Gujral meets with “The Forum of 
Parliamentarians on Intellectual Property Rights” 
after a ruling of WTO‟s Dispute Settlement Body. 
Mr. Joshi (BJP) is the convenor of the forum which 
has representatives from BJP, CPI, CPI(m), Janata 
Dal, Samata Party and the Congress.  

 

The Prime Minister forms an expert group on 
patents after the meeting with the Forum of 
Parliamentarians on IPR. The expert group has 
Articles 70.8 and 70.9 of the TRIPs agreement on 

the agenda
110

 

 

1997 
September 

The WTO dispute panel issues a report on the 5th 
of September, arguing that India does not meet its 
obligation under the TRIPs agreement. India 
appeals the decision to the WTO‟s Appeal Body.     

 

The EU files a complaint to the WTO‟s DSB 
stating that India has failed to meet its obligation 
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of providing a legal framework for its Mailbox 
facility and EMR. The US reserves third party 
rights. 

1998 
January 

On the background of the panel report and the 
Appellate Body WTO‟s DSB recommends that the 
Indian patent legislation is changed within 15 
months, in order to provide legal authority for its 
Mailbox facility and securing EMR. The case was 

brought for the DSB by the US
111

 

  

1998 March  A BJP-led coalition government headed by Vajpayee 
assumed office after a general election in February 
and March 

 

1998 April  The BJP-led coalition under Prime Minister 
Vajpayee, wants to bring in an “alternate bill” on 
patents and EMR; the new bill should emerge out of 
the clauses contained in chapters 4 & 5 of the patent 
act 

 

1998 
October 

WTO‟s DSB gives India until 22 October to 
submit a plan for meeting its TRIPs obligations 
after India lost against EU on 22 September.  The 
case is similar to the case lost to the US in January 
1998 and India is committed to change its Patent 
legislation before 19 April 1999, in order to set up 
a legal framework for a Mailbox facility for 
products which only a get process patent in 

India
112

 

 

The World Bank publishes a report arguing that 
India along with other developing countries with 
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week patent protection misses out FDI in the 

pharmaceutical industry
113

 

1998 
November 

 The Cabinet has postponed the amendment to the 
Indian Patent Act 1970 in the winter session of 
Parliament. The Group of Ministers studying patent 
law changes is understood to be unanimously in 

favour of introducing product patent
114

 

IDMA warns against negative effects of EMR for 
the national pharmaceutical industry and on the 

consumer market
115

 

1998 
November 

 The BJP led government affirms that India will meet 
its WTO obligations and declares that an 
amendment bill will be introduced in the winter 
session of Parliament. The Union Cabinet failed to 
reach a decision how to amend the Indian Patents 
Act, 1970. The two options under consideration are: 
introducing a Mailbox facility or rather not granting 
a mailbox facility introducing instead a new patent 
regime in year 2000. The Human Resource 
development Minister Mr. Joshi is strongly against 

an amendment bill
116

 

 

1998 
December 

 The Patent (Amendment) Bill, 1998 is introduced in 
the Rajya Sabha 16 December under protests from 
the Left parties and DMK stating that the bill would 
affect federal policy and that the federal states must 
be consulted before it can  be introduced in the 
Parliament 

 

1998 
December 

 The Rajya Sabha passed the Patents (Amendment) 
Bill, 1998 on 22 December.  The amendment to the 
India 1970 Patent Act gives companies or individual 
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the possibility for EMR and provides the legal 

framework for the Mailbox facility
117

 

  The Parliament‟s winter session ends and Lok Sabha 
fails to read the Patent (Amendment) Bill, 1998, due 
to time constraints, the Congress party and the BJP-
led coalition government blaming each other for not 
passing the bill. BJP is accused for “bad floor 
management” and the Congress party for 
obstructing the political process by “playing politics” 

in the last minute
118

 

 

1999 March  The Lok Sabha pass the Patent (Amendment) Bill, 
1998, securing the legal framework for EMR for 
pharmaceutical products in India 

 

1999 June Leading international health and consumer NGOs 
argue for compulsory licensing for essential 
pharmaceutical products on an international press 

conference
119

 

  

1999 July   The leftist Campaign Against Patent and Insurance 
Bills urges the government to initiate a “national 
dialogue” on the consequences of aspects of 
Globalisation on the backdrop of the forthcoming 

global review of the TRIPs agreement
120

 

1999 
August 

  A Public Interest Legislation filed by five NGOs 
challenges the validity of the Patent (amendment) 

act, 1999 in the Supreme Court in New Delhi
121
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1999 
September 

The Director General of International Federation 
of Pharmaceutical Manufacturers Association warn 
India, on a conference held in Mumbai, that the 
consequences of not implementing a strong patent 
protection would be that MNCs wouldn‟t launch 
new drugs and India would fail to benefit from 
large scale FDI in the pharmaceutical industry 

  

1999 
October 

 The BJP-led coalition wins a general election in 
September-October and forms a new cabinet known 
as the National Democratic Alliance, headed by 
prime-minister Vajpayee 

IDMA submit their recommendations for a new 
patent law, arguing that the Indian government 
should consider compulsory licensing in order to 

safeguard the pharmaceutical industry in India
122

 

1999 
December 

Break down in the negotiations of the Third WTO 
Ministerial Conference in Seattle, USA. 

The government announces to be introducing the 
Patents (Second Amendment) Bill to the Parliament 
in the winter session with the intention to work for a 

speedy approval of the bill
123

 

The keynote speaker, Professor Dubey, argue on 
IDMA‟s annual general meeting for compulsory 
licensing on essential drugs. The president of IDMA 
call on the Patent (Second Amendment) Bill 1999 is 
referred to a Joint Select Committee of 

Parliament
124

 

1999 
December 

 Minister of Commerce and Industry Dr. Raman 
Singh introduces the Patents (Second Amendment) 
Bill 1999 to the Rajya Sabha on 20 December.  
Information and Technology Minister Pramod 
Mahajan states that the Government is willing to 
refer the bill to a select committee if the members of 
the parliament wish to do so.  
 
The TRIPs related Designs bill is passed by the 

Rajya Sabha
125

 

 

1999  The Patents (Second Amendment) Bill is referred to 
a 30 member Joint Select Committee of Parliament 
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December on 21 December. The Committee is set up to give 
MPs more time to consider the economic 
implications of the bill. The committee will present 

its report in the budget session
126

 

2000 
February  

The former Director of World Intellectual 
Property Organisation, Mr. Alikhan, argues that 
India should stay as a signatory to the TRIPs 
agreement and that the Joint Select Committee of 
Parliament should finalise its work as quickly as 
possible. Alikhan participated in an interactive 
session on the patent bill arranged by FICCI in 

New Delhi
127

 

 IPA proposes compulsory licensing for 
pharmaceutical products, where the patent holder is 
paid a “reasonable royalty” but does at the same 

time stress that the organisation supports IPR
128

 

2000 March The International Generic Pharmaceutical Alliance 
(IPCA) held an annual conference in Munich, 
Germany, discussing i.a. the impact of the TRIPs 

agreement on the international generic sector
129

 

 Participants in a conference organised by The 
National Law Institute University (Bhopal) and the 
Madhya Pradesh government on human rights and 
health, TRIPs and its impact on pharmaceutical 
industry in India warns about different effects on 

TRIPs
130

 

2000 May   OPPI seeks a number of changes in the political 
guidelines on compulsory licensing and other issues 

related to patents
131

 

2000 June   The Citizen Coalition on WTO Issues calls for a 
five-year freeze on the implementation of the 
agreement on TRIPs on the background of the 

dispute on bio-diversity
132
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2000 July   IPA calls on the Indian Government to work in 
tandem with the Brazilian and Argentinean 

governments on the issues of TRIPs/ EMR
133

 

2001 

start 

International NGOs and South African NGOs 
launch a series of campaigns turned against the 
pharmaceutical companies‟ right to patents on life 
saving medicine in the South 

  

2001 April The South African government and 
pharmaceutical companies in South Africa agree 
on an out-of-court settlement on the medicine act 

  

2001 April  A WHO-WTO workshop fails to reach a solution 
to “Differential Pricing and Financing of Essential 

Drugs”
134

 

  

2001 June A group of developing countries issues a paper in 
the WTO working group on TRIPs on public 
health and access to medicine 

  

2001 
September 

The working Group on TRIPs fails to reach a 
compromise on the “Public health and patents” 
issue 

 

Attacks on the USA cause global economic 
uncertainty 

  

2001 

November  

The Doha Ministerial Conference issues the Doha 
Declaration on Public Health, allowing developing 
countries to issue compulsory licenses in order to 
safeguard public health. India plays a leading role 
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2001 
December 

 The Joint Select Committee submits their report 
after 2 years of work on The Patents (Second 
Amendment) Bill 

 

2002 May  The Patents (Second Amendment) Bill is tabled, 
suggesting 64 new amendments; after some debate 
the bill is passed with support from the government 
(BJP) and the Congress Party 

 

2003 
August 

The US accepts an agreement allowing countries to 
issue compulsory licences for export of medicine 

  

2003 
December  

 The Patents (Amendment) Bill, 2003 is introduced 
in Parliament and referred to the Parliamentary 
Standing Committee on Commerce 

 

2004 
January  

 The Indian Parliament is dissolved. Call for general 
elections 

 

April – May 

2004 

 A Congress-led coalition wins the general elections 
in April-May and form a new cabinet known as the 
United Progressive Alliance (UPA), headed by 
prime-minister Manmohan Singh 

 

2004 
September  

 The UPA-Government refers the Patents 
(Amendment) Bill, 2003 to a Group of Ministers for 
further consultations 

 

2004 
October - 
December 

International NGOs approach the Indian 
Government arguing that the tabled amendments 
to the patents legislation would make it difficult to 
secure affordably medicine to poor people on a 
global scale 

 Various NGOs intensify the campaigns for 
affordable medicine, nationally and internationally 

2004 
December  

Director of WHOs Department of HIV/AIDS, 
Dr. Jim Yong Kim write to the Indian Minister of 
Health and Family Welfare, expressing the 
concerns of several developing countries about the 
tabled amendments to the Indian patent legislation 

A Presidential Ordinance securing product patents 
from 1 January 2005 is issued. The ordinance is 
based on the tabled 2003-amendments. The 
ordinance has to be approved by the Parliament 
within 6 weeks after the next parliamentarian session 

IPA issues a statement on the industry‟s wishes for a 
new patent legislation.  

 

A joint action Committee Against Amendment of 
the Indian Patent Act is formed including traditional 
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left views on the WTO with access to health care 

 

Representatives of TNCs go out publicly in defence 
for IPR 

2005 
February 

The director of UNAIDS, Achmat Dangor, and 
later the Special Envoy of the UN Secretary-
General on HIV/AIDS in Asia and the Pacific, 
Nafis Sadik write to the India government in 
support of granting international compulsory 
licences for medicine 

 The Committee Against Amendment of the Indian 
Patent Act hosts a rally in New Delhi against the 
tabled patent act 

2005 March  18 March the Minister for Commerce and Industry 
Mr. Nath tables the Patent (amendment) Bill in 
Parliament under loud protests from especially the 
left parties, but also Janta Dal and the BJP. 

 

The Government gives in to the pressure from the 
left parties and NGOs and makes several 
amendments to the tabled bill. 23 March the bill is 
passed securing product patents on medicine, but 
with several safe guards considering both the 
national industry and public health 
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APPENDIX B: SELECTED ARTICLES FROM THE TRIPS-

AGREEMENT   

& 

The Doha Declaration 

 

 

PART I 

 

GENERAL PROVISIONS AND BASIC PRINCIPLES 

Article 1 

 

Nature and Scope of Obligations 

 

1. 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.  Members shall be 

free to determine the appropriate method of implementing the provisions of this Agreement within their 

own legal system and practice. 

 

Article 2 

 

Intellectual Property Conventions 

 

1. In respect of Parts II, III and IV of this Agreement, Members shall comply with 

Articles 1 through 12, and Article 19, of the Paris Convention (1967). 
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Article 8 

 

Principles 

 

1. Members may, in formulating or amending their laws and regulations, adopt measures 

necessary to protect public health and nutrition, and to promote the public interest in sectors of vital 

importance to their socio-economic and technological development, provided that such measures are 

consistent with the provisions of this Agreement.   

 

2. Appropriate measures, provided that they are consistent with the provisions of this 

Agreement, may be needed to prevent the abuse of intellectual property rights by right holders or the resort 

to practices which unreasonably restrain trade or adversely affect the international transfer of technology.  

 

SECTION 5:  PATENTS 

 

Article 27 

 

Patentable Subject Matter 

 

1. 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.135   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 
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discrimination as to the place of invention, the field of technology and whether products are imported or 

locally produced. 

 

2. Members may exclude from patentability inventions, the prevention within their territory of 

the commercial exploitation of which is necessary to protect ordre public or morality, including to protect 

human, animal or plant life or health or to avoid serious prejudice to the environment, provided that such 

exclusion is not made merely because the exploitation is prohibited by their law. 

 

3. Members may also exclude from patentability: 

 

(a) diagnostic, therapeutic and surgical methods for the treatment of humans or animals; 

 

(b) plants and animals other than micro-organisms, and essentially biological processes for the 

production of plants or animals other than non-biological and microbiological processes.  

However,  Members shall provide for the protection of plant varieties either by patents or 

by an effective sui generis system or by any combination thereof.  The provisions of this 

subparagraph shall be reviewed four years after the date of entry into force of the WTO 

Agreement. 

 

 

Article 28 

 

Rights Conferred 

 

1. A patent shall confer on its owner the following exclusive rights: 
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(a) where the subject matter of a patent is a product, to prevent third parties not having the 

owner‟s consent from the acts of:  making, using, offering for sale, selling, or importing136 

for these purposes that product; 

  

(b) where the subject matter of a patent is a process, to prevent third parties not having the 

owner‟s consent from the act of using the process, and from the acts of:  using, offering for 

sale, selling, or importing for these purposes at least the product obtained directly by that 

process. 

 

2. Patent owners shall also have the right to assign, or transfer by succession, the patent and to 

conclude licensing contracts. 

 

Article 30 

 

Exceptions to Rights Conferred 

 

 Members may provide limited exceptions to the exclusive rights conferred by a patent, 

provided that such exceptions do not unreasonably conflict with a normal exploitation of the patent and do 

not unreasonably prejudice the legitimate interests of the patent owner, taking account of the legitimate 

interests of third parties. 

 

 

Article 31 

 

                                                      

136
 This right, like all other rights conferred under this Agreement in respect of the use, sale, importation or other 

distribution of goods, is subject to the provisions of Article 6. 
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Other Use Without Authorization of the Right Holder 

 

 Where the law of a Member allows for other use137 of the subject matter of a patent without 

the authorization of the right holder, including use by the government or third parties authorized by the 

government, the following provisions shall be respected: 

 

(a) authorization of such use shall be considered on its individual merits; 

 

(b) such use may only be permitted if, prior to such use, the proposed user has made efforts to 

obtain authorization from the right holder on reasonable commercial terms and conditions 

and that such efforts have not been successful within a reasonable period of time.  This 

requirement may be waived by a Member in the case of a national emergency or other 

circumstances of extreme urgency or in cases of public non-commercial use.  In situations 

of national emergency or other circumstances of extreme urgency, the right holder shall, 

nevertheless, be notified as soon as reasonably practicable.  In the case of public non-

commercial use, where the government or contractor, without making a patent search, 

knows or has demonstrable grounds to know that a valid patent is or will be used by or for 

the government, the right holder shall be informed promptly; 

 

(c) the scope and duration of such use shall be limited to the purpose for which it was 

authorized, and in the case of semi-conductor technology shall only be for public non-

commercial use or to remedy a practice determined after judicial or administrative process 

to be anti-competitive; 

 

(d) such use shall be non-exclusive; 

 

                                                      

137
 "Other use" refers to use other than that allowed under Article 30. 
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(e) such use shall be non-assignable, except with that part of the enterprise or goodwill which 

enjoys such use; 

 

(f) any such use shall be authorized predominantly for the supply of the domestic market of 

the Member authorizing such use; 

 

(g) authorization for such use shall be liable, subject to adequate protection of the legitimate 

interests of the persons so authorized, to be terminated if and when the circumstances 

which led to it cease to exist and are unlikely to recur.  The competent authority shall have 

the authority to review, upon motivated request, the continued existence of these 

circumstances; 

 

(h) the right holder shall be paid adequate remuneration in the circumstances of each case, 

taking into account the economic value of the authorization; 

 

(i) the legal validity of any decision relating to the authorization of such use shall be subject to 

judicial review or other independent review by a distinct higher authority in that Member; 

 

(j) any decision relating to the remuneration provided in respect of such use shall be subject to 

judicial review or other independent review by a distinct higher authority in that Member; 

 

(k) Members are not obliged to apply the conditions set forth in subparagraphs (b) and (f) where 

such use is permitted to remedy a practice determined after judicial or administrative process to 

be anti-competitive.  The need to correct anti-competitive practices may be taken into account 

in determining the amount of remuneration in such cases.  Competent authorities shall have the 

authority to refuse termination of authorization if and when the conditions which led to such 

authorization are likely to recur. 
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PART VI 

 

TRANSITIONAL ARRANGEMENTS 

 

Article 65 

 

Transitional Arrangements 

 

1. Subject to the provisions of paragraphs 2, 3 and 4, no Member shall be obliged to apply the 

provisions of this Agreement before the expiry of a general period of one year following the date of entry 

into force of the WTO Agreement. 

 

2. A developing country Member is entitled to delay for a further period of four years the date 

of application, as defined in paragraph 1, of the provisions of this Agreement other than Articles 3, 4 and 5. 

 

3. Any other Member which is in the process of transformation from a centrally-planned into a 

market, free-enterprise economy and which is undertaking structural reform of its intellectual property 

system and facing special problems in the preparation and implementation of intellectual property laws and 

regulations, may also benefit from a period of delay as foreseen in paragraph 2.  

 

4. To the extent that a developing country Member is obliged by this Agreement to extend 

product patent protection to areas of technology not so protectable in its territory on the general date of 

application of this Agreement for that Member, as defined in paragraph 2, it may delay the application of 

the provisions on product patents of Section 5 of Part II to such areas of technology for an additional 

period of five years. 
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5. A Member availing itself of a transitional period under paragraphs 1, 2, 3 or 4 shall ensure 

that any changes in its laws, regulations and practice made during that period do not result in a lesser degree 

of consistency with the provisions of this Agreement. 

 

Article 66 

 

Least-Developed Country Members 

 

1. In view of the special needs and requirements of least-developed country Members, their 

economic, financial and administrative constraints, and their need for flexibility to create a viable 

technological base, such Members shall not be required to apply the provisions of this Agreement, other 

than Articles 3, 4 and 5, for a period of 10 years from the date of application as defined under paragraph 1 

of Article 65.  The Council for TRIPS shall, upon duly motivated request by a least-developed country 

Member, accord extensions of this period. 

 

2. Developed country Members shall provide incentives to enterprises and institutions in their 

territories for the purpose of promoting and encouraging technology transfer to least-developed country  

Members in order to enable them to create a sound and viable technological base. 

 

 

Article 67 

 

Technical Cooperation 

 

 In order to facilitate the implementation of this Agreement, developed country Members 

shall provide, on request and on mutually agreed terms and conditions, technical and financial cooperation 
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in favour of developing and least-developed country Members.  Such cooperation shall include assistance in 

the preparation of laws and regulations on the protection and enforcement of intellectual property rights as 

well as on the prevention of their abuse, and shall include support regarding the establishment or 

reinforcement of domestic offices and agencies relevant to these matters, including the training of 

personnel.   

 

 

PART VII 

 

INSTITUTIONAL ARRANGEMENTS; FINAL PROVISIONS 

Article 70 

 

Protection of Existing Subject Matter 

 

8. Where a Member does not make available as of the date of entry into force of the WTO 

Agreement patent protection for pharmaceutical and agricultural chemical products commensurate with its 

obligations under Article 27, that Member shall: 

 

(a) notwithstanding the provisions of Part VI, provide as from the date of entry into force of 

the WTO Agreement a means by which applications for patents for such inventions can be 

filed; 

 

(b) apply to these applications, as of the date of application of this Agreement, the criteria for 

patentability as laid down in this Agreement as if those criteria were being applied on the 

date of filing in that Member or, where priority is available and claimed, the priority date of 

the application;  and 
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(c) provide patent protection in accordance with this Agreement as from the grant of the 

patent and for the remainder of the patent term, counted from the filing date in accordance 

with Article 33 of this Agreement, for those of these applications that meet the criteria for 

protection referred to in subparagraph (b). 

 

9. Where a product is the subject of a patent application in a Member in accordance with 

paragraph 8(a), exclusive marketing rights shall be granted, notwithstanding the provisions of Part VI, for a 

period of five years after obtaining marketing approval in that Member or until a product patent is granted 

or rejected in that Member, whichever period is shorter, provided that, subsequent to the entry into force of 

the WTO Agreement, a patent application has been filed and a patent granted for that product in another 

Member and marketing approval obtained in such other Member.   
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WORLD TRADE ORGANIZATION 

(WT/MIN(01)/DEC/W/2) 

 

MINISTERIAL CONFERENCE 

Fourth Session 

 

 

Doha, 9 - 14 November 2001 

 

DECLARATION ON THE TRIPS AGREEMENT AND PUBLIC HEALTH 

1. We recognize the gravity of the public health problems afflicting many developing and least developed 

countries, especially those resulting from HIV/AIDS, tuberculosis, malaria and other epidemics. 

 

2. We stress the need for the WTO Agreement on Trade-Related Aspects of Intellectual Property Rights 

(TRIPS Agreement) to be part of the wider national and international action to address these problems. 

 

3. We recognize that intellectual property protection is important for the development of new medicines. 

We also recognize the concerns about its effects on prices. 

 

4. We agree that the TRIPS Agreement does not and should not prevent Members from taking measures to 

protect public health. Accordingly, while reiterating our commitment to the TRIPS Agreement, we affirm 

that the Agreement can and should be interpreted and implemented in a manner supportive of WTO 

Members' right to protect public health and, in particular, to promote access to medicines for all. In this 

connection, we reaffirm the right of WTO Members to use, to the full, the provisions in the TRIPS 

Agreement, which provide flexibility for this purpose. 
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5. Accordingly and in the light of paragraph 4 above, while maintaining our commitments in the TRIPS 

Agreement, we recognize that these flexibilities include: 

(a) In applying the customary rules of interpretation of public international law, each provision of the 

TRIPS Agreement shall be read in the light of the object and purpose of the Agreement as expressed, in 

particular, in its objectives and principles. 

(b) Each Member has the right to grant compulsory licences and the freedom to determine the grounds 

upon which such licences are granted. 

(c) Each Member has the right to determine what constitutes a national emergency or other circumstances 

of extreme urgency, it being understood that public health crises, including those relating to HIV/AIDS, 

tuberculosis, malaria and other epidemics, can represent a national emergency or other circumstances of 

extreme urgency. 

(d) The effect of the provisions in the TRIPS Agreement that are relevant to the exhaustion of intellectual 

property rights is to leave each Member free to establish its own regime for such exhaustion without 

challenge, subject to the MFN and national treatment provisions of Articles 3 and 4. 

 

6. We recognize that WTO Members with insufficient or no manufacturing capacities in the pharmaceutical 

sector could face difficulties in making effective use of compulsory licensing under the TRIPS Agreement. 

We instruct the Council for TRIPS to find an expeditious solution to this problem and to report to the 

General Council before the end of 2002. 

 

7. We reaffirm the commitment of developed-country Members to provide incentives to their enterprises 

and institutions to promote and encourage technology transfer to least-developed country Members 

pursuant to Article 66.2. We also agree that the least-developed country Members will not be obliged, with 

respect to pharmaceutical products, to implement or apply Sections 5 and 7 of Part II of the TRIPS 

Agreement or to enforce rights provided for under these Sections until 1 January 2016, without prejudice to 

the right of least-developed country Members to seek other extensions of the transition periods as provided 

for in Article 66.1 of the TRIPS Agreement. We instruct the Council for TRIPS to take the necessary action 

to give effect to this pursuant to Article 66.1 of the TRIPS Agreement. 
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APPENDIX C: THE WORK OF THE JOINT SELECT COMMITTEE IN 

2000 

 

Joint Select Committee on Patents (Second Amendment) Bill, 1999:- A Joint Select Committee on Patents 
(Second Amendment) Bill, 1999 was allocated to this Section.  The Committee was constituted by means of a 
motion adopted by the Rajya Sabha on 21st December and concurred in the Lok Sabha on 22nd December, 1999.  
The Committee had been constituted to examine and report on the Patents (Second Amendment) Bill, 1999.  
During the year, the Joint Committee held 22 meetings and the Bill is still under consideration of the Committee. 

  

Bill 

  

Referred on Status 

Patents (Second Amendment) 

Bill, 1999 

31-12-1999 Held 22 meetings in the year 2000 and Bill is still under 
consideration of the Committee 

 

 

 Joint Committee on Patents (Second Amendment) Bill, 1999 

  

Sr. 
No. 

Date & Time 
duration 

Main Items or Agenda Evidence etc. if taken 

1. 27-01-2000 

(01hr.15 min) 

Considered it future course of action, and 
decided to issue Press Release inviting 
memoranda on the Bill  

--------------------- 

2. 07-02-2000 

(02hr.35 min) 

Considered the Bill, decided to issue another 
Press Release and seek extension of time for 
submission of its report to the Rajya Sabha up 
to last day of first week of the 190th Session of 
the Rajya Sabha 

Secretary & other officials of 
Department of Industrial 
Development and Commerce 

3. 22-02-2000 

(02hr.40 min) 

Considered the Bill Secretary & other officials of 
Legislative Department and 
representative of Centre for Study 
of Global Trade System and 
Development  

4. 21-03-2000 

(02hr.15 min) 

Considered the Bill Representative of Centre for Study 
of Global Trade System and 
Development 

5. 12-04-2000 Considered the Bill i)         Shri Arun Ghosh, Former 
Member of Planning Commission 
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(04hr.55 min) ii)       Centre for Law and 
Economics, New Delhi 

iii)      Corporate Law Group, New 
Delhi 

iv)      Secretary and other officers 
of Department of Chemicals and 
Petrochemicals; 

Secretary and other officers of 
Department of Scientific and 
Industrial Research 

6. 04-05-2000 

(01hr.20 min) 

Considered the Bill and decided to visit 
Mumbai to hear oral evidence from different 
parts of the country  

Secretary and other officers 
Ministry of Environment and 
Forests. 

7. 23-05-2000 

(04hr.30 min) 

Considered the Bill at Mumbai and decided to 
visit Calcutta. 

i)            Dr. Vedaraman , Advocate 
and Former, Controller General of 
Patents, Design and Trade Mark, 

ii)          Shri Ramu Vedaramn, 
Advocate 

iii)         Mrs. Anuradha Ramu, 
Advocate 

iv)         Shri Naredra B. Xaveri, 
Advocate 

v)          Shri Mahesh D. Bakhai, 

vi)         Swadeshi Jagarn Manch 

vii)       Dr. Neelima M. 
Chandiramani 

8. 24-05-2000 

(05hr.15 min) 

Considered the Bill at Mumbai i)          Intellectual Property Law 
Practitioners‟ Association, 

ii)        Indian Drug Manufacturer‟s 
Association, 

iii)       All India Organisation of 
Chemists and Druggists, 

iv)       Organisation of 
Pharmaceutical Producers of India. 

9. 02-06-2000 

(04hr.55 min) 

  

Considered the Bill i)         Secretary and other officers 
of  Department of Health, 

ii)       Dr. Vandana Shiva, Director, 
Research Foundation, 
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iii)      India Defence Foundation 

iv)      Confederation of Indian 
Industry. 

10. 16-06-2000 

(06hr.00) 

Considered the Bill at Calcutta i)         Shri M. K. Chakraborty, L.S. 
Davar and Co. Calcutta, 

ii)       Shri S. Chakraborty, D.P. 
Ahuja and Co. Calcutta, 

iii)      Shri A. K. Ghosh, Center for 
Environment and Development, 
Calcutta, 

iv)      Shri M. C. Sarkar, Ex. Joint 
Controller of Patents and Designs, 
Calcutta. 

11. 17-06-2000 

(03hr.15 min) 

Considered the Bill at Calcutta i)      Dr. Amarjyoti Basu, Advocate 

ii)    Shri S. Majumdar, S. Majumdar 
and Co., 

iii)   Dr. S. Mkukharjee, Drug 
Action Forum, Calcutta, 

iv)   Indian Chemicals 
Manufactures, Calcutta. 

12. 20-06-2000 

(05hr.40 min) 

Considered the Bill i)         Dr. G. Sreekandan Nair, 
Director, TBGRI, 
Thiruvananthapuram 

ii)       Citizen‟s Commission for 
National Issues 

iii)      International Market 
Assessment (I) Pvt. Ltd, New 
Delhi, 

iv)      Shri Pravin Anand, 
Advocate, New Delhi 

v)       Shri Dinesh Abrol, Scientist, 
New Delhi 

vi)      Dr. Suman Sahai, Director, 
Gene Campaign, New Delhi. 

13. 03-07-2000 

(05hr.45 min) 

Considered the Bill i)         Secretary and other officers 
of Department of Indian Systems 
of Medicine and Homoeopathy. 

ii)       Dr. A. D. Damodaran, 
Former Director, 
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CSIR,Thiruvananthapuram, 

iii)      Dr, Nityanand, Former 
Director, CDRI, Lucknow, 

iv)      Dr. D.C. Gabriel, Advocate, 

v)       Dr. H. Subramaniam, 
Advocate, 

vi)      Mrs. Prathibah M. Singh, 
Advocate. 

14. 17-07-2000 

(01hr.20 min) 

Reviewed the progress made so far and 
considered its future course of action and 
decided to  seek further extension of time for 
presentation of its report upto the last day of 
the first week of 191st Session  of the Rajya 
Sabha, 

--------------- 

15. 24-08-2000 

(01hr.30 min) 

Considered its future course of action. --------------------- 

16. 04-09-2000 

(02hr.05 min) 

Considered the Bill Dr. Jayati Ghosh, JNU, Delhi 

17. 15-09-2000 

(03hr.30min) 

Considered the Bill, took stock of the work 
done by the Committee and decided to visit 
some of the developed and as well as 
developing countries, to interact with different 
agencies on patents related issues in the 
context of emerging economic scenario under 
the WTO regime. 

i)      Institute of Intellectual 
Property Development, New Delhi 

ii)    Public Interest, Legal Support 
and Research Centre, New Delhi. 

18. 26-09-2000 

(02hr.00) 

Considered future course of action and foreign 
visit. 

------------------- 

19. 27-09-2000 

(02hr.45 min) 

Considered the Bill clause-by-clause -------------------- 

20 10-10-2000 

(02hr.36 min) 

Considered the Bill clause-by-clause -------------------- 

21. 11-10-2000 

(02hr.40 min) 

Considered the Bill clause-by-clause and 
decided to seek extension of time for 
presenting its report to the Rajya Sabha upto 
first day of the last week of the second Phase 
of the 192nd Session. 

------------------- 

22. 12-10-2000 Considered the Bill clause-by-clause -------------------- 
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(02hr.15 min) 

  

Joint Committee on Patents (Second Amendment) Bill, 1999 

 Destination  Dates  Organisations/ individuals interacted with Purpose 

Mumbai 23rd to 24th 
May, 2000 

i)         Dr. Vedaraman , Advocate and Former, 
Controller General of Patents, Design and 
Trade Mark, 

ii)       Shri Ramu Vedaramn, Advocate 

iii)      Mrs. Anuradha Ramu, Advocate 

iv)      Shri Naredra B. Xaveri, Advocate 

v)       Shri Mahesh D. Bakhai, 

vi)      Swadeshi Jagarn Manch 

vii)       Dr. Neelima M. Chandiramani 

viii)      Intellectual Property Law Practitioners‟ 
Association, 

ix)         Indian Drug Manufacturer‟s 
Association, 

x)           All India Organisation of Chemists and 
Druggists, 

xi)         Organisation of Pharmaceutical 
Producers of India. 

To hear views on Patents 
Bill 

Calcutta 16th to 17th 
June, 2000 

i)         Shri M. K. Chakraborty, L.S. Davar and 
Co. Calcutta, 

ii)       Shri S. Chakraborty, D.P. Ahuja and Co. 
Calcutta, 

iii)      Shri A. K. Ghosh, Center for 
Environment and Development, Calcutta, 

iv)      Shri M. C. Sarkar, Ex. Joint Controller of 
Patents and Designs, Calcutta and Dr. 
Amarjyoti Basu, Advocate 

v)       Shri S. Majumdar, S. Majumdar and Co., 

vi)      Dr. S. Mkukharjee, Drug Action Forum, 
Calcutta, 

vii)    Indian Chemicals Manufactures, Calcutta. 

To hear views on Patents  

Source: Parliament of India, Rajya Sabha. Downloaded from: 
http://164.100.24.167/admreport/admireport2000/commerce.htm 


	Acknowledgements
	CONTENT
	ABBREVIATIONS
	PART 1: INTRODUCTION
	PROLOGUE
	CHAPTER 1: ANALYTICAL FOCUS POINT
	RESEARCH ISSUES
	STRUCTURE

	METHODOLOGY
	RESEARCH STRATEGY
	THEORETICAL APPROACH
	STATE THEORY
	INSTITUTIONAL CHANGE PROCESSES

	WORKING HYPOTHESES
	ANALYTICAL PERSPECTIVES IN THE RESEARCH

	DATA COLLECTION

	CHAPTER 2: FROM GATT TO THE WTO
	THE ITO
	THE EMERGENCE OF GATT

	RESULTS OF THE TRADE ROUNDS
	THE PART IV-TEXT

	THE WTO
	THE URUGUAY ROUND
	GATT 1994
	ORGANISATION AND STRUCTURE

	AGREEMENTS IN THE WTO
	TRADE IN SERVICES - GATS
	TRIMS
	THE “NEW ISSUES” IN WTO

	THE TRIPS AGREEMENT
	TRANSFER OF TECHNOLOGY


	CHAPTER 3: THE PHARMACEUTICAL INDUSTRY IN INDIA
	HISTORICAL BACKGROUND
	PRE-INDEPENDENCE PERIOD
	POST-INDEPENDENCE PERIOD

	1970 PATENT LEGISLATION
	THE STRUCTURE OF THE NATIONAL PHARMACEUTICAL INDUSTRY IN INDIA
	PRODUCT PORTFOLIO


	PART II: THEORETICAL FRAMEWORK
	CHAPTER 4: GLOBAL ECONOMIC CHANGE PROCESSES
	THE DEBATE ON GLOBALISATION
	A GLOBALISED WORLD ?
	WHAT’S NEW?
	IS GLOBALISATION REAL, GLOBAL AND NEW?

	GLOBAL GOVERNANCE ORGANISATIONS
	ASYMMETRIC POWER RELATIONS

	GLOBAL GOVERNANCE AND POLITICAL CONFLICTS
	CONCLUDING REMARKS ON GLOBAL ECONOMIC CHANGE PROCESSES

	CHAPTER 5: A REDEFINED ROLE FOR THE STATE?
	THE STATE AS AN IMPORTANT ACTOR
	THE “SOCIETY OF STATES”
	ASYMMETRIC GLOBAL GOVERNANCE
	DOMESTIC POLITICAL PROCESSES

	CONCLUDING REMARKS ON A REDEFINED ROLE FOR THE STATE

	CHAPTER 6: ANALYSING NATIONAL POLITICAL CHANGE PROCESSES
	APPROACHES TO STATE THEORY
	ADAPTING A RESEARCH STRATEGY

	SOCIETY-CENTERED APPROACHES
	STATE AUTONOMY AND “THE RELATIVE AUTONOMY OF THE LIBERAL STATE”
	A MARXIST INTERPRETATION OF THE LIBERAL STATE
	FUNCTIONALIST APPROACH

	BRINGING THE STATE BACK IN
	THE PROCESS OF IMPLEMENTING POLICY
	THE RATIONAL ADMINISTRATION
	POCKETS OF EFFICIENCY
	CORRUPTION

	CONCLUDING REMARKS ON POLITICAL PROCESSES

	CHAPTER 7: INSTITUTIONAL CHANGE PROCESSES
	INSTITUTIONAL ECONOMICS
	OLD SCHOOL AND NEW SCHOOL
	NEW INSTITUTIONAL ECONOMICS
	ECONOMIC SOCIOLOGY AND PRODUCTION SYSTEMS

	CHANGE PROCESSES
	ANALYTICAL FOCUS POINT

	CONCLUDING REMARKS ON INSTITUTIONAL CHANGE PROCESSES


	PART III: POLITICAL AND INSTITUTIONAL ANALYSIS
	OPERATIONALISING THE ANALYSIS OF THE POLITICAL PROCESS
	CHAPTER 8: AGENDA SETTING
	INTRODUCING IPR TO GATT
	THE POLITICAL ECONOMY OF INTELLECTUAL PROPERTY RIGHTS
	CHANGES IN THE DEVELOPING COUNTRIES POSITION ON IPR
	SPECIAL 301
	THE DUNKEL DRAFT
	INTERNAL POLITICAL DISCUSSIONS IN INDIA
	THE PRE 1992 PROCESS
	THE DEBATE ON THE DUNKEL DRAFT IN THE INDIAN PARLIAMENT

	OTHER POLITICAL PLAYERS
	SUMMING UP ON THE PHASE OF AGENDA SETTING

	CHAPTER 9: THE DECISION-MAKING PROCESS
	THE POST-MARRAKESH SITUATION
	FORUM OF PARLIAMENTARIANS ON INTELLECTUAL PROPERTY
	CASE AGAINST INDIA IN WTO’S DISPUTE SETTLEMENT SYSTEM

	SPLIT IN THE ANTI-WTO COALITION
	MAKING THE INDIAN PATENT PROTECTION TRIPS COMPATIBLE
	A POLITICAL VACUUM
	INTRODUCING THE AMENDMENTS
	THE JOINT SELECT COMMITTEE AND POLITICAL ACTORS

	CHALLENGING THE TRIPS AGREEMENT
	A NEW POLITICAL SITUATION
	THE DOHA DECLARATION

	THE SECOND ROUND OF AMENDMENTS
	THE FINAL AMENDMENT
	CIVIL SOCIETY STRIKES AGAIN

	DEADLINE AND POLITICAL PRESSURE
	THE LAST JOURNEY THROUGH PARLIAMENT

	SUMMING UP THE PHASE OF DECISION-MAKING

	CHAPTER 10: IMPLEMENTATION
	LIMITATIONS TO THE ANALYSIS
	THE BUREAUCRATIC STRUCTURES
	DEPARTMENTAL ORDERS AND REGULATIONS
	DRUG PRICE CONTROL ORDER (DPCO)
	THE INDIA PATENT OFFICE
	THE INDIA DRUG CONTROLLER SYSTEM
	THE LEGAL SYSTEM

	THE CIVIL STRUCTURE
	PENETRATING THE CIVIL SOCIETY
	IRREGULARITIES

	SUMMING UP ON THE PHASE OF IMPLEMENTATION

	CHAPTER 11: THE TRIPS AGREEMENT‟S IMPACT UPON THE PHARMACEUTICAL SECTOR, THE WIDER INSTITUTIONAL SETTINGS AND SUPPORTING ORGANISATIONS
	DEVELOPMENT IN THE PHARMACEUTICAL SECTOR
	NUMBER OF COMPANIES
	TURNOVER AND EXPORT

	COST STRUCTURE AND PROFITABILITY
	R&D IN THE INDIAN PHARMACEUTICAL INDUSTRY
	THE CONSUMER MARKET
	STRATEGIC DECISIONS
	LARGE INDIAN PHARMACEUTICAL COMPANIES
	SMALL AND MEDIUM SCALE COMPANIES

	INSTITUTIONAL CHANGE PROCESSES
	LEGAL MATTERS
	OTHER STATE AGENCIES
	COMMERCIAL PERCEPTION OF THE LEGAL CHANGES

	R&D
	CONCLUDING REMARKS


	PART IV: RESULTS
	CHAPTER 12 TESTING THE WORKING HYPOTHESES
	HYPOTHESIS NO. 1
	TESTING
	OUTCOME OF HYPOTHESIS 1


	HYPOTHESIS NO. 2
	TESTING
	OUTCOME OF HYPOTHESIS 2


	HYPOTHESIS NO. 3
	TESTING
	OUTCOME OF HYPOTHESIS 3


	HYPOTHESIS NO. 4
	TESTING
	OUTCOME OF HYPOTHESIS 4

	CONCLUSION
	FINDINGS ON THE POLITICAL PROCESS
	AGENDA SETTING
	DECISION MAKING
	IMPLEMENTATION
	SUMMARIZING COMMENTS ON THE POLITICAL PROCESS

	FINDINGS ON CONDITIONS FOR THE PHARMACEUTICAL INDUSTRY
	THEORETICAL CONSIDERATIONS

	REFERENCES
	APPENDIX A: CHRONOLOGY OF THE POLITICAL PROCESS LEADING TO A NEW PATENT ACT IN INDIA
	APPENDIX B: SELECTED ARTICLES FROM THE TRIPS-AGREEMENT
	APPENDIX C: THE WORK OF THE JOINT SELECT COMMITTEE IN 2000

