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To the Excellencies and officials of Europe: 

We suffer enormously in Africa. Help us. We have problems in Africa. 

We lack rights as children. We have war and illness, we lack food. 

We want to study, and we ask you to help us to study so we can be like 

you, in Africa. 

 

 

 

 

 

 

 

    Message found on the bodies of Guinean teenagers Yaguine Koita and Fode Tounkara,  

    stowaways who died attempting to reach Europe in the landing gear of a Sabena airliner 

    bound for Brussels, in August 1999 (Carlderisi, 2006; Moyo, 2009) . 
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Abstract 
 
 This research, with the main focus on HIV/AIDS, tuberculosis and malaria, was 

based on data from the literature, and on questionnaire and interview surveys with the 

main stakeholders: authorities, drug-developers and NGOs/foundations.  

 It revealed the following determinants, which contributed to the occurrence of drug 

pricing conflicts in Brazil, Thailand and South Africa: governmental constitutional 

commitments to supply medicines to poor people, the existence of a local pharmaceutical 

industry capable of producing generic versions of patented medicines and long histories 

of disease treatment programmes. 

 The research documented the preferred approaches to increase global access to life-

saving medicines for the next decade, which were found to be: public-private-

partnerships, prevention measures, dedication of >0.5% of GNP to poor countries, and 

improvement of national healthcare/insurance systems.  

 Those approaches were integrated into a conceptual framework, which could enable 

country-level organizations to move beyond the conflict mentality via a “Public-Private-

Partnership for gradual Self-Sufficiency and Sustainability Model,” (P3S3). Within this 

framework, rich countries should invest >0.5% of their GNP to help to alleviate poverty 

in poor countries. With these funds, national governments should implement programmes 

to expand implementation of disease prevention measures and improve national 
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healthcare/insurance systems and the quality of the medicines involved. Public-private-

partnerships should act as “steering-and-controlling” organizations to guide the process 

and to minimise corruption.  

 As a positive message to all who currently lack access to these medicines, the thesis 

author‘s conclusion is that the use of this model could help to turn the current 

unsustainable development policies into sustainable ones, and as a consequence, it would  

contribute to improvements in the quality of life of millions of people in poor countries.  
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1. INTRODUCTION, METHODOLOGY AND ETHICS 
 
1.1 Introduction to the Thesis Research 

 The issue of equity and equal access to life-saving medicines in poor countries is 

gaining increasingly more attention on the agenda of international congresses and forums. 

What should be an elementary human right, namely the access to health care and to 

medicines, appears to be utopia to many people of the world, even in the beginning of the 

21st century. Different organizations and authors of scientific articles act as if their 

solution(s) to the problem is/are a truism(s). 

 In reality, looking at prevention and treatment of the predominant illnesses of the 

people in the poor countries, anno 2009, HIV/AIDS, tuberculosis and malaria – the “big 

three” infectious diseases – one must indeed conclude that the situation is far from 

promising. Legendary efforts in the field of development collaborations and medical aid 

programmes have been made in the latest decades. However, still today, based on 

independent evidence from Coovadia and Hadingham (2005:5) and Dionisio et al 

(2007:155), one can say that in recent years, for instance, for every two HIV/AIDS 

patients that are put on treatment in the developing world, five additional people became 

newly infected, or a little bit more conservatively: two newly infected persons per patient 

put on treatment. Is Peter Piot (former head of UNAIDS) right, in that respect, when he 

states that “the epidemic is only in the beginning stage” (Piot and Caraël, 2009:120)? This 

raises the question of the effectiveness of actions taken thus far to improve access to 

medicines for HIV/AIDS, and of measures of general prevention, implemented until now. 

Adding to this issue is the fact that, purely from a principal perspective, the more people 

that are put on treatment, and the longer they live, the more they contribute to an 

increased medical burden, since other illnesses, associated with longevity, such as 

hypertension, diabetes and cancer bring additional burdens to the health care systems. 
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Additionally, we are currently facing one of the biggest economic and financial crises in 

the history of mankind. It would be extremely interesting to know how these crises will 

impact development collaboration programmes and how they could jeopardize expanded 

access to medicines in the short-term and long-term future.  

 Anticipating the more outspoken and detailed definitions further in this thesis, it 

suffices to state that related to the word access, the key focus in this work is on the 

“availability of affordable medicines of good quality.” It concentrates on innovations in 

the drug-development process and on the extent that facilities can provide the medicines 

that are prescribed. In this thesis, there is more focus on new medicines, which are still 

under patent, and medicines in the development process, rather than on the older 

medicines that are already on the market for a long time. 

 A fully comprehensive research to bring all the possible approaches and measures to 

increase access to life-saving medicines together, and to find the common denominators 

of what would be acceptable as a solution to the different key stakeholders in the future, 

has not been undertaken, until now. This is what this thesis research was designed to do. 

This thesis author describes a worldwide research programme, in resource-poor-countries 

(RPC), resource-average-countries (RAC) and resource-rich-countries (RRC), in which 

both quantitative and qualitative methods have been used to obtain the inputs of the three 

main stakeholder groups with regard to their perspectives on access to medicines that 

include: Health Authorities (HA), Drug Developers (DD) and NGOs & Foundations 

(NGO/F). A question that was posed is: “Where is the voice of the patients?” The 

assumption made by this thesis author is that the interests of sick people are covered, in 

the first place, by the countries’ health authorities, by the political constitutions of their 

countries, and furthermore by the NGOs & Foundations’ objectives. In order to obtain an 

as good as possible insight into the global situation, this thesis author performed his 
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investigation (literature, data collection) in languages familiar to him, namely: English, 

French, Spanish, German, and Dutch. 

 In order to keep the research programme manageable, the scope of the research was 

clearly defined. It was designed to obtain and evaluate information pertaining to which 

approaches to increase access to life-saving medicines in resource-poor countries will be 

most effective in the next ten years. It implies that these approaches must be well 

accepted by all three key stakeholders, so as to increase their chances of success. 

Additionally, this researcher makes predictions of future trends in the health care arena, 

and formulates recommendations to avoid conflict situations that would hamper the 

improvement of access to medicines for the poor. All this is projected on the playing field 

of international policy development, development collaboration, creating incentives for 

pharmaceutical and biotech companies to develop medicines for illnesses associated with 

developing countries, which have insufficient market potential etc. Furthermore, it 

includes measures which local health authorities can take to help their people in need, and 

highlights corporate and non-governmental philanthropy types of actions such as 

donations and voluntary incentives, that organizations can use to provide help to patients 

and/or to their employees.  

 What is excluded from the scope of this research programme is the level and quality 

of the local health care infrastructure, e.g. number of medical doctors per 1,000 

inhabitants and the number and quality of the hospitals, and of the country infrastructure, 

such as the organization and the cost of public transportation etc. Also excluded is the 

availability of point-of-care diagnostics to diagnose the involved illnesses. It is 

acknowledged, however, that these components also contribute substantially to access to 

medicines. Just imagine that people are eligible to free medication, however, cannot pay 

the bus fare to go to the nearest medical centre to obtain their treatment or to pick up their 
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medicines. These limitations have been imposed on the research programme in order to 

keep it manageable. In conclusion, the scope of the research programme, described 

above, is visualized in Addendum 1-1. 

 The overarching question for this research is: How can global access to life-saving 

medicines be optimally enhanced in the next decade? This research question is clarified 

and made more tangible in the form of sub-questions after the comprehensive literature 

review, which is presented in Chapter 2.  

 In Chapter 1 of this thesis, the entire subject is introduced and the 

methodological/epistemological background is described. Also, the most pertinent ethical 

aspects and standards related to doing research are reviewed. Chapter 2, contains a 

comprehensive literature review that was undertaken to enable the researcher to select the 

best modus operandi for his research including the best methods and suitable conceptual 

frameworks to be used to position the findings and to interpret the results. Also in 

Chapter 2, the final definitions for this research work are presented. The selected 

materials and methods used are described in Chapter 3, as well as the way they were 

validated for the purpose of the research. Chapter 4, reports extensively on the results 

obtained and discusses these findings and their validity. Finally, Chapter 5, contains an 

integrated, overall reflection on and discussion of the results and conclusions. It also 

includes the researcher’s recommendations for the future improvement of global access to 

life-saving medicines. 

 In conclusion, the objective of this research is that it contributes to science and to 

society by helping to improve access to life-saving medicines. The results of the research 

should help all three stakeholder groups as they work singly and/or in concert with each 

other. In addition, this researcher will use the acquired learning in development projects 
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for new medicines for neglected diseases, which will facilitate decision-making on these 

projects. 

 

1.2. Methodology, Epistemology       

 This thesis work is embedded in positivism as the main methodological framework 

or backbone. Positivism is based on the belief that virtually everything can be measured 

and as a consequence, it has a strong preference for empirical data (Smith, 1998:77; 

Popper, 1959). The main trait of positivism is that it assumes things can be investigated as 

hard facts, and relationships between hard facts can be established and implemented in 

the form as scientific laws. For real positivists, these scientific laws are “the truth.” In 

their minds socio-cultural objects and events can be looked at in exactly the same fashion 

as natural objects and phenomena. A cornerstone of positivism is that research can only 

be considered scientific, through the use of “the scientific method.”  This implies that on 

the basis of quantitative evidence, law-like regularities are derived, which can then be 

generalized to other situations and which attempt to generate authoritative knowledge 

about the world (Smith, 1998). Probably the most influential early positivist was Auguste 

Comte (1798-1857), a French philosopher who saw science as a way of addressing 

human needs (Smith, 1998) and who is considered the founder of positivism. 

  However, in this research, this thesis author believes that there is sufficient room for 

relativism/methodological pluralism, as described by Smith (1998), because every type of 

knowledge has its own specific value and in principle and practice, mostly there is not 

“one best way” to do something. Virtually no form of knowledge can be considered more 

truthful than others. It is the researcher’s belief that “the truth” does not exist, and that 

there is no such thing as “completely objective research.” 
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 An example of how other than purely positivist type of epistemologies can have 

their place in a methodological pluralism mindset, is the use in this research work of the 

concepts of Karl Popper’s falsification theory. Popper’s philosophy is often referred to as 

critical rationalism (Open University, 1995) but it is also described as Popper’s 

empiricism (Smith, 1998). It contains elements of naturalism, atomism (all objects in the 

universe are built up of tiny, indestructible components), “phenomenalism”, scientific 

laws, and a lot of attention for facts (Smith, 1998). His method of reasoning is called the 

“hypothetical-deductive” method (Smith, 1998). Several authors confirmed that the 

scientific methods in epidemiology do not use inductive reasoning, but rather 

hypothetical-deductive reasoning (Banegas et al, 2000). For Popper, the inductive method 

simply cannot sustain the explanatory weight placed upon it. He started from the 

assumption that we can never be certain that an explanatory statement about one set of 

conditions will work just as well elsewhere. According to Popper, all knowledge is innate 

and a priori in content. All knowledge, scientific knowledge not excluded, is conjectural 

and hypothetical knowledge; that is the best we have in the field. All men are fallible. 

Hence, to him, verification, proving that knowledge is one hundred percent true, is 

impossible. A certain type of knowledge or a theory can only be considered the best in the 

field, until it has been proven false (Smith, 1998). Interviews with Karl Popper (Mosterín, 

2002) demonstrated that he was very scientific, with a lot of respect and admiration for 

the work and theories of Galileo, Newton, and Einstein. All these examples show that 

Popper’s theories, although not representing positivism “sensu stricto,” are indeed still 

closely related to positivism. 

 In a sense, pure empiricism and Popper’s falsification concepts can be found in a 

combined fashion in a statement of Ostrom (1990): “It is my conviction that knowledge 

accrues by the continual process of moving back and forth from empirical observation to 
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serious efforts at theoretical formulation.” From observation (empiricism), theories are 

developed, however, a theory is only considered true until it is falsified by new empirical 

data (Popper, 1959), after which new theories are built. 

 This can even be taken a step further. Namely, there are several examples in the 

history of medicine where descriptive epidemiology and formulation of theories came 

before experiments and empirical data. A first example is that of John Snow, M.D., who 

was instrumental in combating the cholera outbreak in London in 1854 (Bergman, 1958). 

In his time, the prevailing theory was that cholera was caused by inhaling contaminated 

vapours. However, he identified the source of the outbreak as the public water pump on 

Broad Street (now Broadwick Street), contaminated with human excreta. He stopped the 

epidemic by disabling the well pump by removing its handle (Hill, 1955; Mackintosh, 

1955). A similar example is that of Ignac Semmelweis, also called the “saviour of 

mothers”, who discovered in 1847 that the incidence of puerperal fever (or childbed 

fever) could be drastically cut by the use of hand disinfection of the personnel in 

obstetrical clinics. The prevailing attitude at that time was “Doctors are gentlemen, and 

gentlemen’s hands are clean.” However, by implementing hand disinfection, Semmelweis  

saved the lives of many women (Raju, 1999). Neither Snow nor Semmelweis had a way 

to prove their theory, since the germ theory was not developed until 1861 by Louis 

Pasteur. Even in the early days of HIV/AIDS, theory building was already in place 

(Maclure, 1998), namely by assuming that the causal agent most likely would resemble 

leukaemia viruses, long before the causal agent was identified by Montagnier and Gallo 

(Pogge et al, 2010). 

 The main drivers for adopting positivism and critical rationalism for this research 

work must be found in the educational and professional background and in the personality 

of the researcher. Under conditions of logical, rational and scientific education, 
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preference is developed for motto’s like “measuring is knowing,” hence quantitative 

approaches are predominantly selected. The primary choice for a questionnaire containing 

a Likert scale to provide insights from responses in a quantitative way, followed by 

thorough statistical analysis are the clearest expressions of this thesis author’s adherence 

to positivist methodologies. Furthermore, the use of text analysis software to make the 

outcomes of interviews semi-quantitative, and hence, comparable with the results of the 

questionnaire survey, adds to this adherence to positivism, trying to make optimal use of 

empirical data. The second driver for the outspoken positivist approach is the researcher’s 

personality, which shows a clear profile of ISTJ, determined by a certified assessor of the 

Myers-Briggs Type Indicators (MBTI). ISTJ stands for (I) introversion, (S) sensing, (T) 

thinking and (J) judging (Oakland, 1993:344-348; Hirsh and Kummerow, 2001:10). 

Closely linked to and embedded in the personality profile, is the learning style of the 

researcher, which was typed - according to the method of Honey and Mumford (1986) - 

as containing reflector, theorist and pragmatist elements, however little activist elements. 

It is this thesis author’s conviction that this is in line with what is expected from those 

who use positivist methodologies.  

 Also this researcher’s professional background, with different technical assignments 

in the pharmaceutical industry, shows that ‘positivism’ is in this thesis author’s comfort 

zone. As will become clear in Chapter 4. “Results and Discussion,” the subject of 

“Improvement of global access to life-saving medicines” lends itself very well to 

positivist methodologies. 

 

1.3. Ethical Aspects  

 Regardless of the methodological approach used, there is the issue of the ethical 

behaviour in doing research. The research environment is becoming gradually more 
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complex in the way it considers ethical issues and there is a growing concern with the 

ethical dimensions of research (Oliver, 2003). From the start of this research in 2006, it 

was done fully in line with the University of Bradford’s Code of Practice for Ethics in 

Research (University of Bradford, 2006) and the UK’s Economic and Social Research 

Council (ESRC, 2006). All aspects of ethical behaviour have been thoroughly evaluated 

in the course of this research programme: voluntary participation, privacy protection, 

informed consent, no harm/beneficence, responsible dissemination of data/results, and 

confidentiality and anonymity. Evidence for this is presented in Chapter 3. “Research 

Design, Materials and Methods,” especially with respect to the aspects of confidentiality 

and anonymity.  

 With respect to ethics, Ashcroft and ter Meulen (2004) raised the question how 

rational and ethical medical care and health policies can be provided in the absence of 

“perfect” evidence. They provided a balanced appraisal of evidence-based medicine. 

Benatar (2002) highlighted that new ways of thinking are needed about the role of 

research ethics in promoting moral progress in the research endeavour and the 

improvement of global health. Chapman (2009) hoped that for the future, human rights 

will inspire more effective civil society efforts to counter the deleterious impacts of 

globalization on health. In that way, campaigns against the health effects of globalization 

will give rise to successful efforts to reclaim human rights and to reshape the social 

determinants of health in the era of globalization. The concept of what is “optimal for 

patient care” can no longer be ethically looked at as a dichotomy, with those in the 

Western countries receiving the optimal care, and those in resource-limited settings, 

receiving something much less than optimal (Calmy et al, 2008). Macklin (2003) 

summarized what ethics in research is all about. Exploitation is morally wrong; 

vulnerable people can be exploited even if they are not harmed, and harmed even if they 
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are not exploited (Macklin, 2003). Millum (2008) draws attention to the fact that the 

“International Bill of Rights” enshrines a right to health, which includes a right to access 

to essential medicines. This right frequently appears to conflict with the intellectual 

property regime that governs pharmaceutical patents (Millum, 2008).  
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2.  ACCESS TO LIFE-SAVING MEDICINES IN RESOURCE-LIMITED 
 COUNTRIES 
 
 
 In this chapter, an overview is given of the literature related to access to life-saving 

medicines in resource-limited countries. It is questionable whether final solutions for the 

problem are realistic if they are not sustainable or if they cannot be supported by 

regulations. Therefore, the reviewer concentrated on three mainstreams, namely:  

• general literature on the subject of access to medicines; 

• literature related to regulations and international initiatives on access to medicines; 

• literature related to sustainability. 

Throughout the different stages of this research programme, all pieces of literature were 

stored and maintained in Thomson’s software “EndNote X for Windows 2000 & XP – 

UK.” 

 

2.1. Poverty and Access to Medicines 

2.1.1. General Overview 

 As described in the introduction, the main focus of this research was on access to 

new medicines: medicines that have been recently launched into the market, and which 

are still under patent, and medicines that are still in the R&D phase, or for which R&D 

even has to be started. Lichtenberg (2005) points to a very important issue in the 

pharmaceutical innovation process, namely that the amount of pharmaceutical innovation 

is not proportionally allocated to disease burden. Pogge et al (2010) refer to this issue as 

the 10/90 gap: only 10 percent of global health research is devoted to conditions that 

account for 90 percent of the global disease burden, or what is also called the “diseases 

that disproportionately affect developing countries” (WHO, 2006b; Kuepfer and Burri, 

2009; Anderson et al, 2004). Lichtenberg claimed that it is positively related to the 
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burden of diseases in the rich countries, not to the burden of disease and the medical 

needs in resource-poor countries. As a possible remediation for that, he proposed to 

establish purchase commitment funds to stimulate the development of medicines that are 

particularly occurring in the third world. The author highlights the fact that international 

aid is still paternalistic in nature in the sense that it is still focusing on “helping the people 

in the developing world.” With respect to innovation, he also emphasized that there is not 

only innovation at the lab bench, but that a lot of novelties can be introduced during the 

lifecycle of the products. He pleads for purchase commitment funds and for incentives to 

pharmaceutical companies that develop medicines for the resource-poor countries. 

 Cohen-Kohler et al (2008:229) highlighted that 77% of the HIV infected people 

have no access to AIDS drugs. Also, although people in developing countries account for 

80% of the world population, only 20% of the global pharmaceutical sales are realized 

there (Cohen-Kohler et al, 2008:230). Only 1% of the new medicines, developed during 

the last 25 years, address tropical diseases (Cohen-Kohler et al, 2008:246). 

 A good overview of the inequality in access to essential medicines is provided by 

Ravinetto and Villa (2006). These authors state that it is a complex problem, and as a 

result, a combination of solutions will be necessary. 

 Sachs (2005) stated that if all rich nations would spend 0.5% to 0.7% or more of 

their gross national product (GNP) to combat poverty in the poor countries, the 

economies in poor countries could be brought into the self-sufficiency mode in a 

relatively short term. As such, severe poverty could be eradicated in something like 

fifteen years. As to the topic of priorities to be set in the health care arena, he pointed to 

the fight against HIV/AIDS, tuberculosis and malaria, the “big three” diseases in the 

developing world.  
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 Another important guru in the field, Prahalad, (2006a; 2006b) wrote about turning 

the bottom of the economic pyramid (BOP) into a profitable market. Further, he stated 

that it is indeed worthwhile to make the four billion people in the world that live with an 

income of less than 1.5 U.S. dollars a day, regular customers of the economy. Companies 

could be faced with enormous potential growth in sales. He provided some examples in 

India, in the field of micro-financing, information technology, and medical consumables. 

According to his theory, through breakthrough innovation, high quality goods can be 

produced in low-cost countries at 10% of the cost in the Western world. So, his concept is 

to eradicate poverty through profits: the fortune lies at the bottom of the economic 

pyramid! To the disadvantage of the so called breakthrough approach, Treacy (2004) 

counter-argues that the big glamorous innovations are often beaten by incremental, small 

step, consecutive improvements. Treacy warned that the most “exotic” breakthrough 

changes are also the most risky ones. 

 That inequality and poverty are still a huge problem in the world becomes clear 

from the following references. Even in countries that at first sight have a booming 

industry in current days, poverty is still a huge problem. Khan and Riskin (2001) have 

investigated the income distribution and poverty in China in 1988 and in 1995, by using 

the Gini ratio, an index to measure inequality. After a decade of globalization of the 

industry, notwithstanding unprecedented growth of income per capita in China, they 

revealed that inequality had become more severe than in most other poor countries in the 

region. They clearly demonstrated that two different China’s exist: a “rural” and an 

“urban” China. How long will China still be considered a developing country? (Khan and 

Riskin, 2001). Indeed, already some 200 years ago, Napoleon Bonaparte spoke the words: 

“Quand la Chine se réveillera, le monde tremblera” (Baeck, 2006). China is re-

awakening and boosting its economy in an unprecedented way. However, does it enhance 
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the equality of the people as to living standards and health care? Also Banister and Zhang 

(2004) and Carrin et al (1999) have reported that the economic inequality in China has 

increased since it joined the globalization movement. And aren’t we bumping into, for the 

first time, the limits of development? Is the re-awakening sustainable? Isn’t the 

environment suffering? How has China been able to materialize this economic 

breakthrough? Gladwell (2000) provided us some ‘food-for-thought’ on how 

breakthroughs arise. In his book “The Tipping Point,” he described that magic moment or 

situation, that ideal combination of conditions, which from a certain point in a growth or 

development curve, makes a process enter an exponential growth mode. As from this 

situation or moment – the “tipping point” – onwards, trends, ideas, behaviours etc. cross a 

threshold and spread like wildfire. The principle is applicable to any type of process that 

evolves in a predefined set of stages: latency, exponential increase, stagnation, and 

decline. Other countries might benefit from or even try to copy China’s approach to the 

spectacular growth of the last two decennia. Elements and consequences of China’s 

growth are reviewed further in section 2.2.3. of this thesis. 

 The vast majority of articles on poverty refer to the area in the world, where the 

most severe poverty is: Africa. Notwithstanding huge aid programmes and health 

initiatives, the infection rates for HIV/AIDS continue to skyrocket. Coovadia and 

Hadingham (2005) point to the fact that historical weaknesses in the health care systems 

of resource-poor countries have led to bottlenecks in the distribution of funds. The 

authors emphasize an important lesson, namely, prevention is better and more cost 

effective than cure. The bulk of the HIV/AIDS cases is in sub-Saharan Africa (about 70% 

of all people living with AIDS), however, epidemics are starting in Central Asia and other 

parts of the world. 
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 Several solutions for the problem of access to medicines in resource-poor countries 

have been proposed in the literature. Hale et al (2005) claimed that the concept of non-

profit drug companies is no longer utopia.  They believe it can be successful to deliver on 

the promise of medicines for the developing world. Ridley et al (2006) on the other hand, 

saw a lot more benefit in the recently developed concept of a “priority review voucher.” 

This is a voucher that FDA and other regulatory authorities in the world would dedicate 

to companies that are developing drugs for neglected diseases. The voucher could be sold 

by such developers to the developer of a blockbuster medicine in another disease area, 

like for instance a cardiovascular drug. If the regulatory review period for such a product 

is shortened by half a year or even a year that would create a huge market advantage for 

that particular company of up to a value of 320 million U.S. dollars (Ridley et al, 2006). 

So, in a sense, consumers in both developing and developed countries would benefit from 

these mechanisms, with only a slight, incremental cost to the taxpayer. This thesis author 

emphasizes that earlier marketing authorization as a result of the “priority review 

voucher,” is neither based on reduced clinical testing, nor on a less thorough review of the 

dossier by a regulatory authority. It is based on the concept that the regulatory authority 

puts more resources on the review of a new drug application dossier, so that the review 

time is reduced, e.g. from one and a half year, to half a year. As a consequence, the 

product will be marketed earlier, without increased adverse drug reactions. 

 Babar et al (2007) investigated the situation of availability and affordability of 

medicines in Malaysia and came to the conclusion that prices were found to be high, both 

for branded products and for generics. In the public sector, availability was low even for 

medicines on the National Essential Drugs List. Generally, high mark-ups and profit 

margins were noted in the dispensing doctor’s sector and in the private retail sector, for 

generics as well as for branded products. 
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 Cameron et al (2009) did a secondary analysis on medicine prices, availability and 

affordability in 36 developing and middle-income countries. Their conclusion was that 

overall, public and private sector prices for originator and generic medicines were 

substantially higher than would be expected if purchasing and distribution were efficient 

and mark-ups were reasonable. They suggested alternatives like promotion of generic 

medicines and alternative financing mechanisms to increase availability, to reduce prices 

and to improve affordability. 

 Even in India, the “cradle” of generic medicines, Chaudhuri (2007) reported that 

although India is recognized worldwide as a low-cost producer of high-quality medicines, 

most Indian people do not have regular access to essential medicines. This demonstrates 

starkly, the need for integration of industrial and health policies if safe, universal access 

to essential medicines is to be achieved.  

 Multiple authors emphasized that there is no single solution to medicine access 

problems given the multiple dimensions of availability, acceptability, affordability and 

accessibility (WHO, 1988; Ratanawijitrasin et al, 2001; Andersen et al, 2004; Tetteh, 

2008; Mendis et al, 2007; Mahoney et al, 2007; Tetteh, 2009). Overall, Sridhar (2008) 

emphasized the fact that successful improvement of access to essential medicines should 

be achieved in terms of the six C’s: coalitions, civil society, citizenship, compromise, 

communication and collaboration. He stated that the main theme is the application of the 

concept of bilateral dependence in creating price-sensitive purchases to exert 

countervailing market power on price setting for medicines in African healthcare systems. 

He also described how reliable pharmaceutical distribution networks and supply chains 

can be created in African countries and what the implications can be for access to 

medicines (Tetteh, 2009). 
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 Shadlen (2007) wrote that the global AIDS treatment campaign has become marked 

by mismatches of interests and capacities: those actors capable of taking the economic, 

legal, and political steps necessary to increase the supply and availability of essential 

medicines have diminished interest in doing so, and those actors with an interest in 

expanding treatment may lack the capacity to address the problem of under-supply. 

 To give an idea of the size of the issues envisioned as the subject of this thesis, the 

latest available figure in the world press is that as of December 1, 2009 (World AIDS 

Day), an estimated 33 million people worldwide are living with HIV/AIDS, and more 

than 25 million people have died of AIDS since 1981. AIDS, the Acquired 

Immunodeficiency Syndrome, is caused by the Human Immunodeficiency Virus (HIV). 

Malaria, caused by a uni-cellular parasite of the genus Plasmodium (transmitted by 

mosquito’s of the genus Anopheles) is the fifth largest killer worldwide, with 

approximately 1,000,000 deaths per year. Plasmodium is a genus of protozoan vertebrate 

blood parasites that includes the causal agents of malaria (WHO, 2006a). So, with regard 

to the number of deaths, malaria is comparable with HIV/AIDS. Apart from prevention, 

prompt access to effective treatment is central in the fight against malaria (Hetzel et al, 

2007). Tuberculosis, caused by a bacterium, Mycobacterium tuberculosis, used to be a 

major issue in the Western world as well.  It became less important in the Western world, 

since better hygiene, the use of a first generation of anti-TB drugs and a vaccine (BCG) 

became available. However, it continues to be an important killer in the developing 

world. Approximately 1,500,000 people die every year of TB and approximately 

8,000,000 are newly infected each year (Ahmed and Cleeve, 2004:24), and multi-drug 

resistant variants of the bacterium (MDR-TB) have arisen, which are advancing through 

the industrialized world again (Davies, 2010). Hence, the renewed interest in TB by the 

health care sector, also in the Western world.  
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 In the field of TB, there is an interesting discussion that needs further attention. 

McKeown demonstrated in 1976, with historical data from England and Wales that 

medicines and vaccines played no major role in the reduction of mortality due to 

pulmonary tuberculosis (Collins, 1982). He attributed the improvements to sanitation, 

housing and food supply (Beeson, 1977). His vision, however, has, in the meantime, been 

strongly contested. Beeson (1977) stated that McKeown’s vision was sometimes 

unjustified and often revealed a lack of understanding. Collins (1982) commented that, 

upon more in-depth investigation, it can be concluded that particular birth cohorts in 

England and Wales benefited substantially from medical measures. Colgrove (2002) 

stated that McKeown’s conclusions were discredited, but emphasized that McKeown’s 

underlying ideas regarding the effects of poverty and economic well-being on health were 

essentially correct. It is interesting to note that the questions he raised have assumed new 

salience at the beginning of the 21st century, especially in debates about how best to 

confront health threats such as AIDS, tuberculosis and malaria in the developing world 

(Colgrove, 2002). 

 

2.1.2. Future Improvement, Accessibility, Life-Saving Medicines, Country’s Resource 
Levels 
 
 In order to substantiate the key words of the title of this thesis, reference is made to 

Seuba (2006) as well as to Hogerzeil (2006). The World Health Organization has 

included access to essential medicines into the “right to health.” The right to health 

encompasses the availability, accessibility, acceptability and quality of health goods, 

services and programmes. This means that the right to health entails several building 

blocks.  

 In recent publications of WHO (2004b:64-65), medicine-specific factors must apply 

before one can speak of accessibility, e.g. rational use (appropriateness) is defined. 
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Affordable prices are specified (affordability), in the sense that reliable health and supply 

systems (availability), and additionally, sustainable financing are required. Quick 

(2003a:1-3) uses the same components: misuse, overuse and under-use (ref. 

appropriateness), unreliable distribution systems (ref. availability) and unfair health 

financing mechanisms. Four success factors for a global access strategy were described 

by Mahoney et al (2007:4005): affordability, availability, adoptability, and finally 

acceptability. Adoptability means that the medicines must be allowed to be introduced 

into existing capabilities and systems or into achievable new ones. Acceptability refers to 

the acceptance in terms of technology and economy and in social terms. A direct 

relationship exists between accessibility of medicines and DALY (Benetar, 2002; WHO, 

2004b:63-64; Dionisio et al, 2007:162; Lichtenberg, 2005:665; Hollis, 2007), namely the 

“disability adjusted life years.” WHO provided the exact definition of what is meant by 

DALY as a tool for quantifying the burden of disease from mortality and morbidity:  

http://www.who.int/healthinfo/global_burden_disease/metrics_daly/en/index.html. 
 
One DALY can be defined as one lost year of “healthy” life. The sum of these DALYs 

across the population, or the burden of disease, can be thought of as a measurement of the 

gap between current health status and an ideal health situation where the entire population 

lives to an advanced age, free of disease and disability. DALYs for a disease or health 

condition are calculated as the sum of the Years of Life Lost (YLL) due to premature 

mortality in the population and the Years Lost due to Disability (YLD) for incident cases 

of the health condition. As a consequence, the calculation of DALYs is as follows:  

DALYs = YLL + YLD. 

The YLL basically corresponds to the number of deaths multiplied by the standard life 

expectancy at the age at which death occurs. To estimate YLD for a particular cause in a 

particular time period, the number of incident cases in that period is multiplied by the 
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average duration of the disease and a weight factor that reflects the severity of the disease 

on a scale from 0 (perfect health) to 1 (dead)   

(http://www.who.int/healthinfo/global_burden_disease/metrics_daly/en/index.html). 

 For the purpose of this research, given the limitation of the scope, as described in 

Addendum 1-1, the definition of accessibility is limited to “the availability of affordable 

medicines of good quality.” 

  

 Another key phrase in the title of this thesis is life-saving medicines. The term 

relates to, and in the framework of this thesis it covers the same concept as the phrase, 

“essential medicines,” described by WHO, as those medicines that satisfy the priority 

health-care needs of the population and that are selected with due regard to public health 

relevance and evidence on efficacy. In 1977, the very first “List of Essential Medicines” 

(WHO-EML) was assembled, as a kind of model list (Seuba, 2006; Henry and Lexchin, 

2002:1590). Reference is made to another definition of the WHO, by Hale et al 

(2005:1057), which states: those treatments for deadly infectious diseases that 

disproportionately affect poor and marginalized populations. The WHO-EML model list 

has been used by many countries to develop their own “essential medicines” list, adapted 

to their specific epidemiological situation. The Declaration of Alma-Ata, which was 

issued in 1978, elaborated on the concept of the EML by stating that the provision of 

essential medicines is one of the elements of primary health care. Quick (2003a:1) 

estimated that the number of people that have access to essential medicines has increased 

from 2.1 billion people in 1977 to more than 4 billion people in 2003. Since 1977, a 

committee at the level of WHO, reviews the status and updates the EML on a two-year 

basis (WHO, 2004b:65). Ford and ‘t Hoen (2002:160) and also “Médecins sans 

Frontières” (Quotations from MSF, 2003) stated that many medicines that are in fact 
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essential and life-saving, are not on the WHO-EML, because they are still under patent, 

and as a consequence, they are still too costly. Indeed, comparative cost effectiveness is 

an important criterion for the selection, which excludes many patented product because of 

costs, unless no other alternative is available. A totally different view was expressed by 

Attaran (2004:160), who could not find evidence in his study that costly and patented 

medicines are, by default, excluded from the WHO-EML. By some authors, the terms 

“drugs for neglected diseases” are used (Ridley et al, 2006:313), or “medicines for rare 

diseases (orphan drugs)” (Stolk et al, 2006:745), however these terms do not necessarily 

match the concept that is meant in the scope of this thesis, namely medicines that prevent 

infected people from dying, with the main focus on the “big three” infectious diseases: 

HIV/AIDS, TB and Malaria. 

 Because the scope of this thesis is broader than the medicines that are strictly listed 

on the WHO-EML, the terminology “life-saving medicines” is used for the purpose of 

this thesis. The latter terminology is also used by Mascarenhas et al (2005:404). The term 

“medicines,” in this context entails any agent for curative and preventive action, 

irrespective of whether it is developed by means of chemical, biotechnological or 

vaccine-associated technologies. In this thesis, the focus is on new medicines still under 

patent, and medicines in the development process. This description of medicines, 

however, also entails generic medicines, because there is an ever increasing pressure to 

abandon patents, because some professionals regard the current patent system that 

protects the rights of newly launched products, as one of the major reasons why the price 

of medicines remains too high. When the expiration date of the patent of a medicine is 

exceeded, it can be copied by the entire medicines producing community. Generic 

medicine makers typically are able to produce such medicines much cheaper than the 

originating companies, who want to earn back, during the patent life period, their research 
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to invent and develop the medicines. Generic producers do not have to worry about return 

on investment related to the research and development costs. It is this thesis author’s 

opinion that the R&D costs of a generic product are only a fraction of that of a patented 

medicine, since much of the technical information is in the public domain at the moment 

that development of the generic equivalent starts. An additional element is that patent-

based companies are predominantly located in the rich world, whereas generics 

manufacturers are mainly located in more resource-limited nations such as India and 

Brazil. As a consequence, the generics producers in general make use of much lower-cost 

labour than patent-based companies. In addition, it must be recognized, that whereas, in 

general, patent-based drug developers are the champions in product innovation, generic 

manufacturers excel in process innovation, which allows them to produce at extremely 

low costs. 

 Although the word “drug” has received the connotation of “illicit substances” 

(Anderson et al, 2004), it is still predominantly used in certain standard, official terms 

and expressions and in jargon, like “HIV drugs,” “drug pricing,” “the drug development 

process,” “drug-drug interactions,” “NDA = New Drug Application,” “ODA = Orphan 

Drug Act,” “FDA = Food and Drug Administration.” On the other hand, in other 

terminology, the term “medicine” is used, and can not be replaced by the word drug. 

Examples are: the Essential Medicines List (EML), European Medicines Evaluation 

Agency (EMEA) etc. It is virtually impossible to use either “medicine” or “drug” 

throughout this entire thesis text. Therefore, the words “drug” and “medicine” are used  

as equivalents. However, where it is not counter-intuitive with jargon or standard 

expressions, the word medicine is used as the preferred term.  

 The last term in the title of the thesis, which is further elaborated, described and 

narrowed down is “global access.” This brings us to the description of e.g. resource-poor 
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countries. In the literature, several terms are encountered that try to capture that part of 

the world that is worse off. Some authors use the wording resource-poor settings (RPS), 

or less economically developed countries (LEDCs). Also, the term resource-poor nations 

or resource-poor countries (RPCs) are proposed. Although the term developing countries, 

developing world, under-developed countries or third world are also still frequently used, 

these terms might suggest that development on all fields is needed, which is considered in 

this thesis neither ethical, nor acceptable. Therefore, for the scope and aim of this thesis, 

the term “resource-poor countries” is used. Obviously, it does not refer to the question 

whether or not countries have natural resources in the form of ore, or wood reserves in the 

forests. It rather refers to the question whether the country has the financial means, 

infrastructure, income levels and human development levels related to education and 

health care. How exactly do they differentiate from resource-rich countries? And should 

there be a class of resource-average countries? For the purposes of this thesis, a dedicated 

classification system was developed. The starting point and backbone is the UNDP 

Human Development Index (HDI) ranking. Addendum 2-1 shows this basic list for the 

situation 2007/2008 (http://www.hdr.undp.org). The positive aspect about this list and 

classification is that it not only looks at income, but puts the classification in a broader 

perspective, since human development also entails the status, quality and access to 

education, health care, modern technologies, stability of the societal and political system. 

In fact, there is a type of sustainability element in it, which does not only look at the 

finance/income bottom-line. The sequence of the ranking from 1 to 177 of the countries 

in this list was therefore, used as the sequence for further country rankings in this 

research.  

 However, from recent events published in the media on particular countries and 

from recent scientific and trade literature, this thesis researcher didn’t feel comfortable 
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with the classification used in that list (entailing high, medium and low Human 

Development Index classes (HDI)). It comes across as not fully logical to find a number 

of randomly picked countries like Brazil, Albania, Mexico, Cuba, just to name a few, as 

“high human development” (HDI) countries. Likewise it is counterintuitive, to see some 

randomly picked countries like Kenya, Sudan, Haiti (Kidder, 2003), Uganda being 

considered “medium human development” indexed countries. Another objection is that 

most of the countries that are described in recent articles as today’s main “emerging 

markets” are classified already as “high human development” index countries. It is this 

thesis author’s view that because emergence of the market, in general, goes hand-in-hand 

with societal development, it is felt that such countries should mainly be considered in a 

“medium” type of classification.  

 In order to take all these aspects into consideration, and given the fact that there is a 

relationship between the level of income and the level of human development, for the 

purpose of executing the data analysis described in Chapter 4 of this thesis, a comparison 

was made of the UNDP Human Development Index 2007/2008, the World Bank’s 

Income Classes/List of Economies (July 2009 – entailing High Income, Upper Middle 

Income, Lower Middle Income, and Low Income classes), as displayed in Addendum 2-

2, and the position of the seven current emerging markets (EM7), as they are described by 

Anderson et al (2009): China, Brazil, Korea, Turkey, India, Mexico and Russia. Based on 

the comparison of these three components, a dedicated classification system for this thesis 

was elaborated in which the following country resource levels are distinguished: 

resource-poor countries (RPCs), resource-average countries (RACs), resource-rich 

countries (RRCs). This classification is shown in Addendum 2-3. The algorithms used to 

arrive to this classification were developed, based on the sequence of the backbone list of 
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the UNDP-HDI, and looking at the sets of data per block of 10 consecutive countries as 

described in the following paragraphs. 

• Starting at the top and going down the list, putting the cut-off between RRCs and 

RACs just after the first block of 10 countries that has a “High or Medium HDI” score 

and for which > 5 out of 10 countries have a score other than “High Income” according to 

the World Bank classification. 

• Starting at the bottom and going up the list, putting the cut-off between RPCs and 

RACs just above the first block of 10 countries that has a “Low or Medium HDI” score 

and for which  > 5 out of 10 countries have a score other than “Low Income” according to 

the World Bank classification. 

• The EM-7 countries should predominantly fall into the class RAC. 

 Addendum 2-3 shows this classification. Countries, highlighted in green (from 

Iceland to the Seychelles) will be considered RRCs, whereas, those earmarked with a 

yellow background colour were named the RACs (from Cuba to Mauritania). Finally, the 

countries marked in red colour are considered to be the RPCs (from Lesotho to Sierra 

Leone). According to this mechanism, the seven emerging markets according to 

Anderson et al (2009) all fall into the RAC class, except one, South Korea, which is 

considered as a separate case. In the UNDP-HDI list the “Republic of Korea,” is 

understood by this researcher as “South Korea.” However, it appears that North Korea, 

officially the “Democratic People's Republic of Korea (DPRK)” is missing on the UNDP-

HDI list, which puts a question mark on the assumption that it is purely “South Korea” 

that is on the UNDP-HDI list. As a consequence, Korea is treated as an exception, and it 

is accepted that the “Republic of Korea” does not match the RACs group in this newly 

established hybrid classification system used in this thesis. Looking at it from a different 

perspective: ‘t Hoen (2009:66) worked with information from WHO, IMS and PWC, and 
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came to the following list of the current seven emerging markets: China, India, Russia, 

Brazil, Mexico, Indonesia and Turkey. Apparently, in this overview, Indonesia is in the 

top 7 of emerging markets, not Korea. According to this classification, all seven emerging 

markets are in the RAC category. 

 For ease of reading and understanding this thesis, Figure 2-1 displays how the 

terminology on RPC, RAC, RRC matches with terminology such as Resource-Limited 

Countries, “poor” countries, “rich” countries, Western Industrialized countries etc. 

Overview of terminology used related to resource levels of countries

Western industrialized world
Resource-Rich Countries (RRC) Developed world

"Rich" countries

Resource-Average Countries (RAC)

Resource-Limited Countries (RLC)
Developing countries
"Poor" countries

Resource-Poor Countries (RPC)

Figure 2-1 : Overview of terminology used in this thesis related to resource-levels of 
countries 
 
 It is emphasized that in line with the title of this thesis, both resource-poor and 

resource-average countries fall under the denominator of “improvement of global access,” 

although the focus of and the questioning in this work is very much directed on the 

resource-poor countries. 

 The term “Facing the Future” in the title refers to the fact that it is predicted which 

approaches and which “modus operandi” will work best in practice in the next decade, 

roughly speaking from 2010 – 2020. However, this thesis author also went back to 
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developments, evolutions and events that happened in the past few decades. He evaluated 

which impact they had on making people better or worse off in the field of access to 

medicines, in practice, not only from a purely theoretical point of view. At regular times, 

a reflection is made of how today’s situation would have looked in case the 

developments, evolutions and events would have been different. In a sense, a “back to the 

future” approach is applied. 

 Although this researcher has clearly chosen the terms and definitions as the basic 

components to shape his research, in the text, the terminology used by other authors is 

used as they used them. E.g. the term “essential medicines” as used in some literature, is 

not translated to the default term “life-saving medicines” used in this thesis; the term 

developing countries, found in the literature, is not translated into the default term 

“resource-limited countries.” 

 

2.1.3. The Special Cases of Thailand, Brazil and South Africa 

 Brazil, Thailand and South Africa have been considered a separate set of countries 

in this work (“conflict countries”). Indeed, already in 1997, the government of South 

Africa voted a law article, also referred to as article 15c (parallel importation provision) 

of the Medicines and Related Substances Control Amendment Act, 90 of 1997, through 

which the minister of public health had the mandate to circumvent the intellectual 

property rights on medicines (Factua Newsletter, 2001:2). President Mandela signed the 

law on November 20, 1997. In February 1998, the Pharmaceutical Manufacturers 

Association of South Africa (PMA) filed papers in the Pretoria High Court challenging 

this Control Amendment Act, on the basis that it was said to violate their property rights 

as well as South Africa’s obligations under international law (Hassim et al, 2007). The 

international community of pharmaceutical patent-based industries considered this a 
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particular case of extreme abuse of power, jeopardizing the good relationships of the 

stakeholders involved in creating sustainable access to medication worldwide. Protests 

were mainly organized by the pharmaceutical industry and the donor countries, in which 

these international companies were headquartered. So, the pharmaceutical industry sued 

the government for this and an open conflict resulted. The parties accused each other of 

unethical behaviour in what would become a long and tiring dispute. As a consequence, 

the pharmaceutical companies were accused of blocking access to the life-saving 

medicines for AIDS by imposing very high prices. From their side, the pharmaceutical 

industry stated that, already in this dispute, the South African government used 

unscientific and criminal methods to distract attention from the fact that they neglected 

their responsibility for the health and well-being of their citizens, and wanted to hide 

themselves behind court procedures (Factua Newsletter, 2001:2). Oxfam, block-lettered 

the case as: “South Africa versus the Drug Giants, A Challenge to Affordable Medicines” 

(Oxfam, 2001). Eventually, the allied pharmaceutical industry withdrew its claim against 

the authorities, when the South-African government provided guarantees that the 

pharmaceutical industry would be involved in the implementation of article 15c. As a 

kind of compensation, the pharmaceutical companies lowered the prices of their HIV 

drugs in South Africa. This case was extremely bad for the reputation of the 

pharmaceutical industry (MSF, 2001). Bird (2009:212), however, stated that if South 

African officials had consulted those companies before proposing the amendment they 

might have avoided the confrontation. Finally, the settlement included the provisions, 

listed below, as described by ‘t Hoen (2009). 

• Licenses were granted for four generic companies to produce, import, sell and 

distribute zidovudine and lamivudine, and licenses to three generic companies to 
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produce, import, sell and distribute nevirapine (both adult and paediatric 

formulations). 

• Royalties were set to not exceed 5%. 

• Licenses were for both public and private sector markets. 

• Licenses allowed for export but they limited the export to sub-Saharan African 

countries. 

 

 It is this thesis author’s opinion that the pharmaceutical industry should indeed be 

involved, as much as possible, in aspects that concern the health policy development in a 

country. Just like an energy supply company, in the sustainability concept, needs to 

inform their customers on how to save energy to avoid waste, also pharmaceutical 

companies must take the social responsibility to avoid, by means of non-pharmaceutical 

prevention, that preventable illnesses occur, so that there is no waste or over-use of 

medicines. A clear example in another disease area is that pharmaceutical companies 

should fully support the recommendation to not prescribe antibiotics as preventive 

measure in cases of the common cold, caused by viruses on which antibiotics have no 

effect. 

 

 A completely separate issue - although partly overlapping in time with the previous 

one – but to be clearly distinguished from the one described above, relates to unscientific 

behaviour of the South African government, mainly the one following that of President 

Mandela. President Mandela’s presidency ended in 1999. A recent publication (Bird, 

2009) suggested that indeed the behaviour of President Mbeki’s government (after 1999) 

of not accepting what the real scientific root cause of AIDS was, was a major contributor 

to the fact that valuable time was lost to install quick and powerful remediation and 
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prevention, through collaboration with the pharmaceutical industry; consequently the 

epidemic found no roadblocks on the way to its tipping point, currently resulting in a high 

prevalence of approx. 25% of the total population in South Africa infected with HIV 

(Bird, 2009; Calderisi, 2006:59; Nattrass, 2008; Davies, 2010). What is meant here, is the 

implementation of the PMTCT (Prevention of mother-to-child transmission of HIV) 

programme in public hospitals. This programme was strongly supported by civil society 

(e.g. by TAC, Treatment Action Campaign, a South African AIDS activist organization 

which was founded by the HIV-positive activist Aackie Achmat in 1998) (Hassim et al, 

2007). What happened is that the South African government stated, several times, that 

poverty is the root cause of AIDS and that e.g. food ingredients such as garlic oil could 

prevent people from becoming ill (Calderisi, 2006). South Africa under President Thabo 

Mbeki, failed to issue compulsory licenses for ARVs. Despite having successfully 

resisted the above-described legal challenge by the Pharmaceutical Manufacturers 

Association (PMA) over compulsory licensing and parallel importation, the South 

African government made no moves to support the production or import of generic ARVs 

(Natrass, 2008:574). They continued to deny the scientifically proven fact that HIV 

causes AIDS.  Harvard University scientists have estimated that this denial of HIV as the 

cause of AIDS resulted in approximately 300,000 unnecessary deaths due to the resultant 

delayed introduction of antiretroviral treatment in South Africa (Piot and Caraël, 

2009:58). Bird (2009) emphasized that the unscientific behaviour of the government is 

responsible for the delayed introduction of PMTCT in public hospitals, and as a 

consequence, contributed to the dramatically high prevalence of HIV infected people 

today (Bird, 2009). The government’s delay is estimated to have permitted approximately 

50,000 needless prenatal transmissions of HIV due to the delayed introduction of PMTCT 

in public hospitals. Mbeki’s insistence that HIV does not cause AIDS has been credited as 
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a chief reason why South Africa has the largest population infected with HIV in the world 

(Bird, 2009:217). Nevertheless, Thabo Mbeki’s refusal to accept a link between HIV and 

AIDS did not damage his political party, nor cancel his invitations to the G8 Summit 

(Davies, 2010:59). 

 

 In 2007, a comparable conflict took place in Thailand, between the health authorities 

and Abbott, related to the price of Kaletra® (Lopinavir), an HIV protease inhibitor, still 

under patent (UNAIDS/ABIA, 2009). After initial negotiations, the company refused the 

royalty the Thai government offered for a compulsory license on the product. Thailand 

won the concession on the medicine: their showdown was considered a threat to all 

patents on medicines worldwide. The company, in turn, threatened to stop the marketing 

of their new medicines in Thailand. The Thai government started to import a copy of the 

product from a generic manufacturer in India, which was considered by the industry as a 

violation of international patent and intellectual property treaties. AIDS activists started 

to intervene in the conflict, calling for a boycott of all Abbott products worldwide. In the 

middle of 2007 the Thai government and Abbott were able to settle the case, however, the 

relationship remained sensitive. It is clear that also in this case, Abbott dramatically 

damaged its international ethical reputation. As a proof that Thailand stood by its 

decision, it later requested not only Abbott but also other pharmaceutical companies to 

further reduce the prices of their products. As is explained in Chapter 4., “Results and 

Discussion”, the topic of access to medicines remains a very sensitive one in Thailand, 

even today. According to Songkhla (2009) the main lesson from the experiences in 

Thailand is that health should come before profit, at all times. However, other sources, 

even WHO, recognize the fact that the pharmaceutical industry also has responsibilities to 

its shareholders (Khosla and Hunt, 2009). 
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 Inspired by the conflict in Thailand, a very similar event happened in Brazil, where 

negotiations were ongoing, related to the price of Merck’s Sustiva® (Efavirenz) (Ford et 

al, 2007; ‘t Hoen, 2009; UNAIDS/ABIA, 2009). Just like in Thailand, the conflict in 

Brazil developed into an open conflict in which the government, the company, as well as 

NGOs and activist groups got involved. The stalemate got into the world press, which 

stirred up the controversy. Merck was extremely disappointed about the decision of the 

Brazilians to break the patent of the product. The press trumpeted that this was again a 

“chilling signal,” an indication that any patent throughout the world was at risk. Merck 

reduced the price of its new drug in Brazil by about 20%. Nunn et al (2007) concluded 

already in 2007 that Brazil had realized a cost saving of approximately US$1 billion since 

2001 by applying price reductions of medicines. Nunn et al (2009) consider Brazil’s 

large-scale, successful HIV/AIDS treatment programme as a model for other developing 

countries aiming at improving access to AIDS treatment.  

 Kuanpoth (2008) positions it as follows. Thailand has the most experience of the 

negative impact of stronger patent protection. However, the Thai Government used an 

available legal measure (i.e. compulsory licensing) to control the “abuse of 

pharmaceutical patent rights,” and provided a theoretical and practical analysis of various 

legal issues relating to the use of the non-voluntary licensing scheme to improve access to 

essential medicines. The same author also analysed the situation of the access to ARVs in 

Vietnam and suggested options for utilizing current law to improve access to ARVs and 

made recommendations for the implementation of Vietnamese patent law (Kuanpoth, 

2007). 

 Brazil has always had a good track record on providing health care to people in 

need. However, Bertoldi et al (2009), recently, concluded that although medicine access 
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is high in Brazil, individuals pay out-of-pocket for a substantial proportion of the 

medicines used. In a study on the variations in price of prescription medicines in 

Thailand, Burapadaja et al (2007) came to the conclusion that there actually is still 

substantial variation in prices. The prices and their variations might be used for further 

careful intervention to reduce the effect of prices and their variations, on the payers. 

 

 All three cases have a link to the “Trade Related Aspects of Intellectual Property 

Rights,” agreement (TRIPS), which is explained in more detail in section 2.3.2 of this 

thesis. This agreement, implemented by the World Trade Organization (WTO) aims at 

getting more adherence to the rights of intellectual property, worldwide, however, it 

provides exceptions where local authorities can make use of TRIPS flexibilities, and 

move into the concept of compulsory licensing in cases of emergency. Unfortunately, 

these cases of emergency are not well described and are differently interpreted. It is this 

thesis author’s opinion that, in these provisions, preliminary negotiations should be 

mandatory in case a particular authority wants to apply compulsory licensing in order to 

give the right to produce a certain medicine to a local, generic company. In the possible 

case where the production right is granted to a governmental/public laboratory, 

preliminary negotiations are not required (Musungu and Oh, 2006). In all cases, however, 

a fair remuneration to the patent holder should be guaranteed; this is something that is 

insufficiently defined. 

 The three previously reviewed cases illustrate why, in section 2.1.3, South Africa, 

Brazil and Thailand are named “conflict-countries.” All other countries were grouped as 

“non-conflict-countries” because those types of conflicts did not happen at all, or to a 

much lesser extent.  
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 The link of all this with sustainability is easily made. Generalized action by 

authorities of RPCs and RACs to force pharmaceutical companies to apply drastic price 

cuts to their products could push several of these companies out of the R&D business of 

medicines intended for illnesses that are endemic in resource-poor countries. In this way, 

these illnesses might end up in the position that tuberculosis is in right now: no new 

innovative medicine against TB has been brought into the market during the last 40 years, 

because of the supplanting of TB to merely resource-limited settings, in combination with 

technical failures to develop better anti-TB medicines. Section 2.2 focuses on what 

sustainability really means in broad terms, and what type of practical applications can be 

seen for the subject of access to medicines.  

 

2.1.4. Why Brazil, Thailand, South-Africa; Why Conflicts on Pricing on HIV Drugs? 

 Why was it in South-Africa, Thailand and Brazil that these conflicts occurred? Why 

was it each time in relation to HIV drugs? An initial attempt to solve the first question 

was to look back in the literature and see whether a low score for long-term orientation 

(LTO) of a country would explain why these three countries were linked to the conflicts 

that took place. The hypothesis behind this is that cultures or countries with low scores on 

LTO would be inclined to be aggressive in pushing the prices of medicines down to meet 

acute needs, not taking into account longer term effects of pushing the drug companies 

out of the country on the longer term, based on insufficient return on their investments. 

Table 2-1 shows the scores for LTO for 23 countries, defined by Hofstede (Verluyten, 

2000:195).  
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Long-term orientation (LTO) index values for 23 countries

Score rank Country or region LTO Score

1 China 118
2 Hong Kong 96
3 Taiwan 87
4 Japan 80
5 South Korea 75
6 Brazil 65
7 India 61
8 Thailand 56
9 Singapore 48
10 Netherlands 44
11 Bangladesh 40
12 Sweden 33
13 Poland 32
14 Germany F.R. 31
15 Australia 31
16 New Zealand 30
17 USA 29
18 Great Britain 25
19 Zimbabwe 25
20 Canada 23
21 Philippines 19
22 Nigeria 16
23 Pakistan 0

Table 2-1: Long-Term Orientation index for 23 countries, as defined by Hofstede and 
reported by Verluyten (2000:195) 
 

 Hofstede built the LTO scores based on aspects of long-term thinking such as values 

of persistence, perseverance, thrift and sense of shame, steadiness and stability, 

reciprocation, versus elements of short-term thinking like personal steadiness and 

stability, reciprocation of greetings etc. (Verluyten, 2000). It is clear that LTO does not 

explain the difference. Although both Brazil and Thailand score relatively high in long-

term orientation thinking, it is known that African countries, in general, exhibit low LTO 

scores. Independent evidence indicates that African cultures tend to be strongly short term 

oriented because of the African concept of event-linked time. In African countries, time is 

not an independent commodity which can be used or lost. In the Western world it is, 

because waiting means, in the Western world, “losing time” (Verluyten, 2000). And since 

“time is money,” losing time also means “losing money.” Although South Africa is not 

listed in Table 2-1, the two countries in the table representing Africa – Zimbabwe and 

Nigeria – confirm this thinking. So, this hypothesis does not explain why both high 

scoring (Thailand, Brazil) and low scoring LTO countries (South Africa) are in the set of 
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“conflict-countries.” On the basis of the above-expressed hypothesis, the issues would 

rather have to be expected in Pakistan, Nigeria and the Philippines. Hence, the hypothesis 

is not valid to explain the phenomenon. Therefore, this topic was identified as an 

extremely important question to be raised during the data collection: see “Research 

Design, Materials and Methods,” Chapter 3. 

 To the second question, namely why the disputes in all three cases related to anti-

HIV/AIDS products, independent evidence shows the following: 

• HIV/AIDS is a relatively new disease. Hence, medicines for the disease are also 

relatively new, i.e. a lot are still under patent, which means that the drug developers are 

still trying to get their R&D investments back via higher prices.  

• The duration of treatment for HIV/AIDS is currently “life-long.” A real cure for 

HIV/AIDS has not yet been found. All attempts, so far, to develop a vaccine, are back to 

square one (Johnson, 2007). This is in clear contrast with many other infectious diseases 

and other types of diseases, where treatment only takes days, weeks or at most, months. 

Here is an important link to the affordability of the treatment and on the longer term, it is 

a strong link to sustainability. 

 

2.2. Sustainability 

2.2.1. General Overview 

 As a basic definition of sustainability, the text of the United Nations “World 

Commission, on Environment and Development” of 1987 is used: “Development that 

meets the needs of the present without compromising the ability of future generations to 

meet their own needs” (WCED, 1987). This commission – also called the Brundtland 

commission – published its report titled, “Our Common Future” to the General Assembly 

of the United Nations for consideration and adoption. Several authors elaborated on the 
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definition. Labuschagne et al (2005:373) circumscribed it as “adopting business strategies 

and activities that meet the needs of the enterprise and its stakeholders today, while 

protecting, sustaining and enhancing the human and natural resources that will be needed 

in the future.” Sir Crispin Tickell, the Patron of the Centre for Sustainable Development 

in England called it: “durable change for the better while protecting the earth we inherit 

as well as the earth we bequeath” (Rotheroe et al, 2003:538). He emphasized that 

sustainable development (SD) is a process and that management of stakeholder 

relationships and dynamics are key components in the process.  

 In a recent search for 21st century strategies for sustainability, Henderson concluded 

that the conventional economic models still drive un-sustainability, meaning that “making 

profit” is still the predominant bottom line in most of the businesses (Henderson, 

2006:32). McMichael et al (2003) underscored that a more integrated approach is 

urgently needed, given the inability of key scientific disciplines to engage each other 

interactively. According to Elkington (1998:3), the switch to sustainability will be 

achieved by seven closely linked and interdependent revolutions. Table 2-2 shows how 

sustainability will be created out of a shift from old to new paradigms.  

 The seven revolutions for sustainability

Revolution Focus Old Paradign New Paradigm
1 Markets Compliance Competition
2 Values Hard Soft
3 Transparency Closed Open
4 Life-Cycle Technology Product Function
5 Partnerships Subversion Symbiosis
6 Time Wider Longer
7 Corporate Governance Exclusive Inclusive

Table 2-2: The seven revolutions for sustainability, according to Elkington 

 Elkington (1998) stated that businesses will operate in markets, which are more 

open to competition, both domestic and international, than at any other time in living 

memory. The resulting economic earth-quakes will transform our world. There will be a 
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transition from “hard” commercial values to “softer” triple bottom line values like equity, 

justice, alleviation of poverty and redistribution of opportunity. The transparency 

revolution means that businesses will find their thinking, priorities, commitments and 

activities under increasingly intense scrutiny worldwide. Companies will be challenged 

about their activities far back down the supply chain, or about their products in transit, in 

use, and increasingly, after their useful life has ended: not the product itself, but its 

function will be put central. No single company will be able to bring integrated solutions 

on its own: organizations which once saw themselves as sworn enemies will increasingly 

flirt with, and propose new forms of relationships in order to be successful. There will 

also be a revolution in the way we understand and manage time. Currently, business finds 

that current time is becoming ever “wider”, with more happening every minute of every 

day. However, the sustainability agenda is pushing us in the other direction, towards 

“long” time, towards thinking across decades, generations, and, in some instances 

centuries. Corporate governance will also dramatically change, from questions on the pay 

packets of “fat cat” directors, to new all-including questions like who should have a say 

in how companies are run, and what is the proper balance between shareholders and other 

stakeholders (Elkington, 1998). 

 Principles of “doing more with less” will become prevalent, for instance Factor 

Four: involving 75% reductions = 4 times less ecological impacts and resource intensity 

throughout the life cycle of a product, and Factor Ten: involving 90% reductions (= 10 

times less) so as to bring the world’s population to acceptable standards in the next 

decades (Elkington, 1998:78; Elkington, 2004). Giampietro and Bukkens (1992:34) see 

sustainability occurring at three levels: the biosphere level, the societal level and the 

individual level. The individual level refers to the quality of life of the individual, the 
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biosphere level links up with overall ecology, the societal level means the society as a 

whole, in its interactions with the environment and trading societies. 

 

2.2.2. The Triple Bottom Line: Economic Prosperity, Environmental Quality, Social 
Justice 
 
 One of the bottom lines of sustainability has already been mentioned above: the 

financial headline of “making profit.” This of course refers to economic prosperity. 

However, the full concept of the triple bottom line (TBL) takes two other aspects into 

consideration: environmental quality and social justice. So the old-fashioned thinking of 

“making profit” has to evolve and has to be complemented by care for the environment 

and social responsibility. Figure 2-2 shows the interplay among the three elements of the 

TBL. On the interfaces of these three elements, conceptual frameworks of eco-efficiency, 

environmental justice, business ethics and human resources management come into play 

(De Doncker et al, 1999). Table 2-3 shows a description of the sub-criteria of the triple 

bottom line. 

Interdependencies of the three elements of the Triple Bottom Line

1. : Eco-Efficiency
2. : Environmental Justice
3. : Business Ethics
4. : Human Resources Management

Economic
Prosperity

Environmental
Quality

Social
Justice

Basics : Fourth Dimension : Institutional

1.

2.
3.

4.

Figure 2-2: The interplay of the three elements of the Triple Bottom Line – according to 
De Doncker et al (1999) – modified, with permission 
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Sub-criteria of the Triple Bottom Line

Basics: long-term vision, innovation, continous improvement, license to operate.

1. Eco-efficiency: concerns the delivery of competitively-priced goods and services that
satisfy human needs and bring quality of life, while progressively reducing ecological
impacts and resource intensity throughout the life cycle.

2. Environmental justice: focuses on the extent to which different people are relatively
disadvantaged by environmental problems. 

3. Business ethics: focuses on the ethical behaviour within businesses.

4. Human resources management: building the human and organizational capabilities 
needed to win in the global marketplace.

Table 2-3: Sub-criteria of the TBL (De Doncker et al, 1999) 

 

 In recent literature (Labuschagne et al, 2005), a fourth dimension of sustainability is 

described, namely institutional aspects. It was indeed felt that the concept of the TBL 

didn’t sufficiently capture the elements of business sustainability and didn’t address the 

concept at an operational level. Therefore, a UN Commission on Sustainable 

Development worked out an indicator framework and measuring system in which four 

aspects of sustainability are captured: social, environmental, economic and institutional. 

The “Wuppertal Sustainability Indicators” likewise include the same four elements 

(Labuschagne et al, 2005:375). This fourth dimension has been proposed by the United 

Nations in Chapter Eight of “Agenda 21” in which it is related to business strategies, 

support to global agreements, inclusion of external sustainable development objectives in 

internal R&D, and allocating funds to address sustainability issues beyond the immediate 

control of the companies. Also Hardi and Zdan (1997) describe how the principles of 

sustainable development can be brought into day-to-day practice, using “The Bellagio 

Principles for Assessment.” De Doncker et al (1999) had, in a sense, already captured this 

under the term “Basics.” The idea that this fourth dimension is fundamentally coming 

down to good governance, is expressed by Kingo (2004). Henriques and Richardson 
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(2004:155) described how Novo Nordisk has applied the TBL concept to improve the 

efficiency of their diabetes care. 

 The Brundtland Commission proposed rather philosophical definitions and goals for 

sustainability. However, Karl-Henrik Robèrt, together with his “The Natural Step 

Foundation (TNSF),” developed four conditions for socially and ecologically sustainable 

societies: The Four System Conditions (Robèrt, 2000; Robèrt et al, 2002; Elkington, 

1998:354). Robèrt’s views are presented in Table 2-4. 

The conditions for a sustainable society

1. Substances from the earth's crust must not systematically increase in the biosphere. 

2. The physical basis for the productivity and the diversity of Nature must not be 
systematically diminished. 

3. Substances produced by society must not systematically increase in Nature. 

4. We must be fair and efficient in meeting basic human needs. 

Table 2-4: The four system conditions for a sustainable society, according to Robèrt. 

 Inspired by the Brundtland Report, the “Earth Summit” was organized by the United 

Nations in Rio de Janeiro in 1992. Specific workable methods of how to achieve 

sustainability in reality, were published under the title “Agenda 21” (De Doncker et al, 

1999). The document contains four chapters: social and economic dimensions, 

reinforcement of the role of important groups, maintenance and control of resources for 

development, and last but not least, resources for implementation. Several authors 

amongst others, Rotheroe et al (2003) described how the “Agenda 21” concept can be 

applied in local situations. At the “Earth Summit” in 1992, UN Secretary-General 

Boutros Boutros-Ghali launched the idea of an “Earth Charter.” After the summit, a 

worldwide consultation was set up by Mikhail Gorbachev, the last leader of the Soviet 

Union, and Maurice Strong, a Canadian entrepreneur.  
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 In March 1997, a first benchmark draft of the Earth Charter was released as a 

“document in progress.” In April 1999, a benchmark draft II of the Earth Charter was 

released and international consultations continued, particularly through Earth Charter 

National Committees and international dialogues. After numerous drafts and after 

considering the input of people from all regions of the world, the Earth Charter 

Commission came to consensus on the Earth Charter in March, 2000, at a meeting held at 

UNESCO headquarters in Paris. The Earth Charter was later formally launched in 

ceremonies at The Peace Palace in The Hague. It focuses on 16 commitments in the area 

of respect and care for the community of life, ecological integrity, social and economic 

justice and democracy, non-violence and peace. The Earth Charter is now available in 40 

languages. It is also integrated into educational courses and curricula at many educational 

levels. 

 Goodland et al (1994) concluded that changes in public perception of the concept of 

development are necessary to solve the issues of the poor countries in a sustainable 

manner, namely that rich and poor countries should work together to avoid overshooting 

the carrying capacity of the Earth. They developed a mathematical formula in which the 

impact (I) of any population or nation on environmental sources and sinks is a product of 

its population (P), its level of affluence (A), and the damage caused by the technologies 

(T) that support that affluence. The authors used the word “damage” because they took 

the approach that technological advances will not save us, and that while technical 

progress will undoubtedly lead to efficiency improvements and resource substitutions, 

there is little justification for counting on technological miracles to accommodate the 

billions more people soon to crowd the planet. From the equation I = P x A x T it is clear 

that the impact a population or nation has on environmental sources and sinks can be 

reduced by diminishing one, two or all three elements at the right side of the equation. 
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 Chan (2008) reported that the pharma industry now has yet another index for 

measuring company performance, only this one comes from a corporate social 

responsibility angle; some pharmaceutical businesses are now competing with each other 

to be the best “access to medicines” winner. This shows that sustainability is becoming 

more and more integrated into at least some pharmaceutical businesses. That there is an 

increased focus, also in the pharmaceutical industry, to treat ill people in the third world, 

is clear (Deutsche Apotheker Zeitung, 2005). At the same time, there is some concern that 

donated medicines end up in Western markets via re-importation. The Deutsche 

Apotheker Zeitung (2003) emphasized that e.g. in Germany, substantial care is being 

taken to avoid this. 

 

2.2.3. Examples of Sustainability 

 A first example of the applicability of sustainability on access to medicines was 

already given above. Why sustainability is to be considered a very important concept, 

directly related to the access to medicines is based on the dispute on the system of patent 

protection for new medicines. Is the patent system stimulating innovation in 

pharmaceutical research and development, leading to new ground-breaking therapies, or, 

is it simply keeping the prices of new medicines unnecessary high, so that the people who 

need them cannot afford them? The most logical answer, according to this thesis author, 

is most probably “yes” to both sub-questions. However, it is important to point out that 

concerted actions to put pressure on drug developers to lower the prices of their new 

medicines in the first place in the resource-poor countries (but in fact also all-over the 

world), could push the drug developers out of the R&D business of medicines intended 

for diseases in the poor countries. We see the effects of this happening since the year 

2000. For instance, Roche has withdrawn from R&D in infectious diseases. Pfizer and 
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GlaxoSmithKline have set up joint R&D programmes to share the costs. If HIV/AIDS, 

with about 70% of the world’s population living with HIV/AIDS residing in sub-Saharan 

Africa, ends up in the same situation as tuberculosis (no new innovative drug in the last 

40 years), then elements of the definition of sustainability …-without compromising the 

ability of future generations to meet their own needs… are, without any doubt, being 

violated. This is essentially because of the high incidence of resistance development of 

the biological agents against medicines, which is a particular issue in the field of 

infectious diseases. In this doom scenario, future generations of e.g. AIDS patients would 

be left with no options for treatment. Therefore, Harries et al (2010) reported that 

diagnosis and management of antiretroviral-therapy failure in resource-limited settings 

e.g. in sub-Saharan Africa must be achieved by means of new diagnostic tools to test for 

failure of anti-retroviral therapy (ART failure), in particular a point-of-care HIV viral-

load test, combined with simple and inexpensive second-line therapy. 

 A few other, clear and simple, examples are reviewed of how the three elements of 

sustainability interplay, and how they can determine whether solutions to combat poverty 

or to improve access to medicines can be assessed on their sustainability. As a first 

example, Dambisa Moyo (2009), in her book “Dead Aid” suggested that the solution for 

Africa’s poverty lies in stopping all aid to the continent, in a time-span of five years, at 

the same time eliminating all subsidies in the rich world, for example for agriculture and 

other industries. In the first place, it is this thesis author’s opinion, that there are no 

examples in history where such drastic changes have been implemented in a time-span of 

five years. But more to the fundamental aspects, namely the underlying reasoning, that 

industries and agriculture in Africa could become extremely competitive and would 

become the preferred suppliers of e.g. agricultural products for the rich countries, bump 

into a number of limitations in the field of sustainability. For instance, whereas the 
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societies in Africa would certainly benefit to a very substantial degree, it would create 

social blood-baths in the rich world. Furthermore, food and consumer goods would then 

have to be transported massively from the poor countries to the rich world. Given the 

limitations of the current transportation technology, this would create a worldwide 

environmental disaster due to the CO2 emissions caused by massive global 

transportation. As a consequence, according to this thesis author, solutions such as those 

proposed by Moyo, are unrealistic and not sustainable in view of the current status of 

technology.  

 Another clear example is the economic wonder that China has realized the last few 

decades. With annual growth rates of around 15%, it has been the leading emerging 

market, not only in Asia, but in the whole world (Burstein and De Keijzer, 1999). So, the 

financial or economic bottom-line of the sustainability TBL is at full capacity, however, 

more and more reports of dramatic environmental poisoning, e.g. rivers poisoned with 

toxic and carcinogenic substances, are being published. Let alone, the social dramas 

created by gigantic water-works such as dams to generate hydro-electricity (Burstein and 

De Keijzer, 1999). So, China has rapidly accumulated material wealth, major lifestyle 

changes have occurred, but there are also growing inequalities. Therefore, the Chinese 

Government’s latest 5-year plan uses, for the first time, the term “sustainable 

development,” as an important social goal (Glasser, 2006).  

 CEOs of drug developing organizations are very much aware that their health care 

solutions should meet sustainability criteria. That can be derived from several references. 

Chan (2008), Davies (2010:162), IFPMA (2005), Kingo (2004), that indicate that 

pharmaceutical enterprises are looking for ways to sell their products at affordable prices 

in the poor countries. Strategic relocation of R&D activities to low-cost countries is one 

of the envisioned options (Reddy and Sigurdson, 1997).  
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2.2.4. The Millennium Development Goals 

 The Millennium Development Goals (MDG) are a set of objectives to increase 

human development largely and globally (UN Millennium Development Goals Report, 

2005; Ahmed and Cleeve, 2004; Gaiha, 2003; Lawn et al, 2007; Melnick et al, 2005). 

They were established at the Millennium Summit in 2000 in which 189 world leaders 

participated, and eventually adopted the text. The MDGs were derived from earlier goals, 

called “International Development Goals.” The OECD's Development Assistance 

Committee (DAC) published seven international development goals in 1996.  Later on, in 

2000, in total eight Millennium Development Goals were specified by the United 

Nations; they are listed in Table 2-5. 

The Millennium Development Goals (MDGs)

1. Eradicate extreme poverty and hunger
2. Achieve universal primary education
3. Promote gender equality and empower women
4. Reduce child mortality
5. Improve maternal health
6. Combat HIV/AIDS, malaria and other diseases
7. Ensure environmental sustainability
8. Develop a global partnership for development 

Table 2-5 : The eight Millennium Development Goals, according to the UN Millennium 
Development Goals Report (2005). 
 

 Millennium development goal number six (MDG6) is directly linked to this thesis 

subject, since it is dealing with the fight against HIV/AIDS, malaria and other diseases, 

associated with poor countries. One of the aims of MDG6 is “to have halted by 2015 and 

begun to reverse the spread of HIV/AIDS” (WHO, 2006b). For several other MDGs, 

there exists an indirect connection to this research work, namely: the MDG on poverty 

reduction (MDG1), the MDG on reduction of child mortality (MDG4), the goal on 

improvement of maternal health (MDG5) and the one on partnerships for development 
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(MDG8). Similar synergies are highlighted in the literature, e.g. Melnick et al (2005) 

state that improved environmental sustainability has positive health implications. 

 Apart from the United Nations, independent authors investigate and report on the 

progress in the achievement of the MDGs, often in the context of a particular area, like 

for instance sub-Saharan Africa. Ahmed and Cleeve (2004) reported that any sub-Saharan 

African country is off-track related to the MDGs. Mwanza (2003) stipulated that 

obtaining access to clean water should receive top priority. Without progress on the 

supply of clean water, achieving the other goals will remain a pipe dream. An important 

reason why progress on the MDGs is extremely slow is the post-September 11 obsession 

with security issues by many governments, reports Wagner (2005). The goal for the 

reduction of child mortality will certainly not be met by 2015 according to Lawn et al 

(2007).  

 The eight MDGs are closely interrelated. Good environmental conditions (MDG7) 

will have a beneficial impact on agriculture through which one can combat poverty and 

hunger (MDG1). The latter will be beneficial for the improvement of maternal health 

(MDG5), the combat against HIV/AIDS, malaria and other diseases (MDG6) and 

certainly for the reduction of child mortality (MDG4), as confirmed by Melnick et al 

(2005). When these primary needs are being fulfilled, also global partnerships for health 

improvement and education (MDG8) will find a richer culture medium, and primary 

education (MDG2) and promotion of gender equality and empowerment of women 

(MDG3) will profit from that. In fact, a kind of cascade or hierarchy of needs can be 

discovered in these inter-relationships. A theory on hierarchy of needs is explained in 

Section 2.5.3 of this text. 

 Notwithstanding a number of general successes, the income inequality has increased 

in recent years, poverty reduction due to a given growth rate, is lower than expected, and 
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most of the developing countries are not on track to achieve the MDGs. Gaiha (2003) 

confirmed this but expressed the belief that the goals are nevertheless useful. They are 

useful in drawing attention to pervasive deprivation in developing countries and to the 

need for a determined and coordinated effort by the development community in reducing 

deprivation substantially in the not-too-distant future. 

 Each of the MDGs has its specific aspects and pitfalls. E.g. related to MDG4, 

McGuire (2006) stated that developing countries with more health care spending in 

general do not have systematically lower levels of under-five mortality, whereas, 

countries with better maternal and infant health care services do. 

 

2.3. The Medicines Development Process, Life-Cycle and Related Legislations 

2.3.1. The Patent-Based Pharmaceutical Development Process and the Product Life-Cycle 

2.3.1.1. Layout/Specifics of the Process 

 In the text below, this thesis author describes his view of how, in general, 

pharmaceutical product development works, in terms of  industry benchmark milestones, 

the supporting service organizations that contribute to the development, and the 

governance. Figure 2-3 represents this view of a default/average product development 

process. The schedule is not applicable to any kind of development; i.e. for a prophylactic 

vaccine, testing in patients is not applicable, however, extensive prevention trials are 

needed. 

 In research, ideas are generated as to new targets to work on. Then, a first 

requirement is to have an analytical assay with which one can screen whether compounds 

have a certain activity against the identified targets (e.g. viruses). A large number of 

substances are then screened using that particular assay method. Compounds with a 

positive effect are called “hits.” Through further characterization of these compounds, 
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“lead” molecules are defined. This step is followed by optimization of the lead molecules 

e.g. by substituting some of the chemical elements. Mostly in this phase, patents are filed 

for particular compounds. Finally, out of the, in general, many hundred thousands of 

compounds screened, one compound is selected: the NME, new molecular entity. This 

milestone is called NME selection or monograph declaration. Herewith, the trajectory of 

Early Development is entered. 

 Early Development starts with preclinical testing or non-clinical testing of the 

compound, in test animals, not yet in humans, to evaluate pharmacokinetic properties and 

safety. All these data are collected and presented to a first-in-human committee (FIHC) 

that gives the green light for testing in humans, after severe scrutinizing of the preclinical 

data. Then the clinical work is started. The clinical phases in the trajectory of Early 

Development are: 

-Phase I: on a limited number of healthy volunteers (e.g. 12), to test pharmacokinetics and 

safety in humans; 

-Phase IIa: on a limited number of patients, to test pharmacokinetics, safety, and efficacy 

of the compound. If the compound successfully passes phase IIa, it has achieved Proof of 

Concept/Proof of Principle (POP/POC). Thereafter, it enters the trajectory of Late 

Development.  

 Late Development comprises the continued clinical testing in patients in which the 

results of phase IIa are confirmed on a much larger number of patients, namely in phase 

IIb and III (hundreds to thousands of patients), and in which the final dose and the final 

pharmaceutical formulation for commercialization are selected. Thereafter, a registration 

dossier is compiled and submitted to the Health Authorities, which review the dossier and 

grant approval for marketing (marketing authorization). Then the product is launched and 

the commercialization phase is entered. 
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 During phase IV, post-approval clinical trials are generally done, on a large number 

of patients, to collect more “in-use” safety data, or e.g. when extra label claims are 

envisioned, or other patient segments are added to the application field of the product. 

 The supporting work within many companies is organized by global service 

organizations: the “preclinical,” “chemical & pharmaceutical,” “clinical,” “regulatory and 

quality assurance” organization and the “benefit and risk management” department. 

 Governance of the development process is assured by means of management 

committees that follow up on the progress at regular intervals and which give guidance to 

the project teams that carry the programme from assay development to 

commercialization. The composition of these project teams is multidisciplinary 

(representatives of all the functional departments involved), and varies depending on the 

stage of the project. Finally, the whole portfolio of new product developments is followed 

up on a quasi-constant basis by departments such as the “project management office.” 

The Pharmaceutical Development Process

Assay Screening Hit to Lead NME FIHC POP/POC
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Figure 2-3: Representation of the pharmaceutical development process according to this 
thesis author.  
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 The same process, in very similar terminology, is described, in much more detail by 

Ng (2004): “Drugs – From Discovery to Approval,” and by WHO (2006b). 

 However, this is only a small part of the complete life-cycle of a medicine. WHO 

(2006b:23) displays the product life-cycle, or also what they call the “3D innovation 

cycle,” as a circle with perpetual flow from discovery (where translational research takes 

place) over development (where new/improved tools are applied for preclinical and 

clinical development) and which leads to market approval and manufacture, which allows 

delivery of the product to the patients. From there it flows back to discovery based on the 

demand for new/improved tools and on findings of post-marketing research. 

 Anderson et al (2004:7) provide an even more details description of the medicines 

life-cycle. They elaborate on a cycle comprising eight steps, also represented in the form 

of a perpetual cyclic movement. Based a medical need (1), a market analysis is performed 

(2), and research and development for a new medicine is started (3), during which a 

product patent is filed and obtained. Finally, marketing authorization (4) is obtained or 

the product is out-licensed, and regulatory, quality control and pharmaco-vigilance 

mechanisms come in place. Production and marketing activities start (5) and then the 

product is selected (6) by physicians and users, for patients in the field. Use, dispensing, 

prescription, distribution and supply go at full speed then (7) until the product becomes 

obsolete (8), mainly because of changed needs, or because a more advantageous product 

has come out of the pipeline. The representation of the process as a perpetual flow in a 

circle, highlights the continuous innovation process that is assumed to be ongoing all the 

time. 
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2.3.1.2. Problems, Recommendations 

 Barton and Emanuel (2005) elaborated on the fact that the pharmaceutical industry 

is currently subjected to extensive criticism from all corners. They discussed the problems 

and made the recommendations listed in Table 2-6.  

Problems and recommendations (Pharmaceutical industry)

Problems
1. Recovery of research costs by patent monopoly

2. Market demand rather than health needs determine research priorities

3. Resources between research and marketing are misallocated

4. The market for drugs has inherent market failures

5. Overall investment in drug research and development is too low, compared with profits

6. The existing system discriminates against US patients

Recommendations
1. Having no requirement to test new drug products against existing products prior to

approval

2. International tiered pricing and systematic safeguards to prevent flow-back

3. Increased government-funded research and buy-out for select conditions

4. Targeted experiments using other approaches for health conditions in which there has
been little progress and innovation over the last few decades

Table 2-6: Problems of and recommendations for the pharmaceutical industry according 
to Barton and Emanuel (2005). 
 

 This thesis author’s analysis is that Barton and Emanuel’s opinion is that not enough 

effort is spent to develop medicines for illnesses for which there is a high medical need, 

or to keep their development costs low (Pr1, 2, 3, and 5). They also consider the market 

of medicines imperfect (Pr4), given the fact that new medicines (which could be of low 

price), might not be approved, in case they cannot demonstrate superiority or at least non-

inferiority over existing products, and finally that in countries like the USA patients are 

discriminated because high prices for medicines exist and very few price restrictions 

                              - 67 - 



 

(Pr6). Their recommendations to circumvent Pr1, 2, 3, 5 and 6 go in the direction of 

increased development efforts for particular diseases (Rc4) and of lower prices not only 

in neglected areas but also in countries with high prices (Rc2, Rc3). They are also 

advocating correction of the market imperfection that states that new medicines must be 

tested against existing products prior to approval, namely by proposing (Rc1) to delete 

that requirement. 

 Whatever the solutions recommended, they should prevent drug developers from 

pulling back from R&D related to diseases endemic in resource-poor countries. If not, the 

next generations of patients will be worse off than the current generations as to workable 

treatments and efficient medicines; a clear sustainability element. 

 Barton and Emanuel (2005:2075) elucidated that the patent-based development 

process is the most severe critique the pharmaceutical industry receives. There are, 

however, two distinct rationales for the system of patents, firstly, they recognize the 

inventor’s creativity, and secondly, they are a means of stimulating innovation. In order 

to get protection of intellectual property for inventions, the following requirements must 

apply: an invention must be novel, it must be practically useful and must be properly 

disclosed in the patent application to enable others to practice the invention (Barton and 

Emanuel, 2005:2076). Extensive critique of the patent system is present in the literature. 

Sterckx (2004) argued that the pharmaceutical patents system is one of the most 

important determinants for access or non-access to medicines. In her article, she 

questioned the scope of and the rationale for which patents are obtained. In her opinion, 

the pharmaceutical industry uses the following arguments as a moral justification for their 

patents: natural rights, distributive justice and utilitarian (economic) arguments 

(incentive-to-invent-and-innovate and incentive-to-disclose arguments). Each of these 

reasons, in her view, has many problems and complications on ethical grounds, based on 
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Locke’s theory. According to John Locke’s theory (British philosopher, 1632-1704), one 

can have natural rights to one’s ideas and as a result, the society should grant, enforce and 

respect those rights (Greetham, 2006). Two “provisos” must be dealt with, however, in 

order to make an appropriation justifiable. That is, that, primo, there must be “enough, 

and as good left in common for others.” Secundo, one should not be allowed to 

appropriate more than one can use (even if one is the maker of the involved good); waste 

should not exist (Sterckx, 2004, according to Laslett, op. cit. note 27 and 31). Neither the 

first, nor the second element is applicable to the patent system for new medicines, 

because, there is indeed “not enough” and “not as good” left in common for the resource-

poor countries. Furthermore, the current patent system does not oblige patent holders to 

exercise and exploit their innovation, which is a waste of opportunities and development 

chances. Distributive justice arguments entail that fairness requires that innovators are 

remunerated for their inventions because they add value to the society. The current 

pharmaceutical patents system, however, allocates exclusive and excessive ownership 

rights, which again is a form of waste, and which has never been the original intent of 

patent systems. According to the utilitarian justification, the patent system must result in 

incentives to innovate and invent and to disclose new things, so mankind can profit from 

it. According to Sterckx (2004), however, in the access to medicines debate, these 

incentives are jeopardized and torpedoed by the restrictions to use patented medicines, 

especially in resource-poor countries, because the patent system is the reason why these 

medicines remain artificially very expensive (Sterckx, 2004:62-67). So both in the words 

of Barton and Emanuel and also of Sterckx, reasons can be found why the pharmaceutical 

patent’s systems hamper access to life-saving medicines for people in resource-poor 

countries. Also, Gold et al (2010) argued that patents impede medical care by raising 

prices of essential medicines, such as antiretroviral medicines in poor countries. 
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 Completely on the other side are Attaran and Gillespie-White (2001:1886) who 

claimed the opposite. They studied the patent status of 15 antiretroviral (ARV) medicines 

in 53 African countries and came to the conclusion that only four of the medicines were 

under patent in just three of the countries. As a consequence they argued that other 

reasons, such as the element of poverty, are counterbalancing the patents system as a 

mechanism to prevent poor people from having access to ARV medicines. In a follow-on 

survey, Attaran (2004:155) executed a similar study of 319 medicines that were on the 

WHO-EML in the developing world. His conclusion was that only 1.4 percent of the 

products was patented in the developing world. Based on those data, he stated that 

activists, putting the blame on the pharmaceutical industry, base themselves on wrong 

premises with regard to the health of the poorest people in the world and on how patents 

affect corporate income.  

 In an attempt to bring both conflicting viewpoints together, Gerhardsen (2006:347) 

summarized the ideas, related to initiatives to meet the needs for treatment. Campaigners 

for access to medicines, and generic drug companies argue that the patents system is the 

most important barrier to make medicines and diagnostics affordable in resource-poor 

countries, whereas the R&D-based pharmaceutical industry pinpoints the lack of adequate 

infrastructure in these countries, and the lack of funds to buy the products as the main 

roadblocks for access.  

 From a neutral perspective, it must be emphasized that, although there is no 

automatic mechanism to exclude new costly products that are still under patent, from the 

WHO-EML, the vast majority of products on that list are indeed generics. That might be 

the overarching reason why Attaran (2004), as well as Attaran and Gillespie-White 

(2001) found very low numbers of essential medicines, which are both on the WHO-

EML, and are patented in the developing world. Recently developed products that are still 
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under patent are without any doubt, less accessible, compared to generics, unless 

particular approaches are implemented to make them less expensive and therefore, more 

widely available.    

2.3.1.3 Innovation Options 

 As can be derived from the innovation cycles described under 2.3.1.1, innovation  

not only plays a role at the level of the compound substances that have come out of 

research. Innovation can also play a role at the level of understanding the medical needs, 

doing a market analysis, organizing research and development, the patenting process, the 

regulatory reviews of the submitted dossier, the licensing options that can be explored, 

production and marketing techniques, comparative selection by the users and the payers, 

and finally at the level of dispensing, prescription, distribution, supply and use. 

 The text below presents three examples of how innovation in any field of the 

product life-cycle can play a role in improved access to life-saving medicines in resource-

limited countries. 

Example 1: Re-location of pharmaceutical R&D centres to low-cost countries could 

dramatically reduce the development cost of new medicines. If the development cost, 

which is currently assumed to average $800 million in the developed world (Barton and 

Emanuel, 2005:2076), could be drastically reduced, however, maintaining sufficient 

levels of quality, the business model of Prahalad, described under Section 2.5.6 could 

become reality. Indeed, the medicines would be much cheaper, through which the 

competitive selection chances by physicians and payers might become much more 

beneficial for these medicines. 

Example 2: Referring to Mintzberg’s organization theory, organizations become more 

rigid and inflexible upon growth to large bureaucratic organizations; this is explained 

further in Section 2.5.1. It is this thesis author’s conviction that, due to the many mergers 
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that have occurred in the last 15 years in the pharmaceutical industry, companies have 

become too big and unsuitable for innovative thinking. It is this thesis author’s opinion 

that metrics, exaggerated follow-ups, standardizations and processes might have become  

goals and the real goals, discovering innovative medicines might have faded in many of 

these large companies. Such an environment is detrimental for the motivation of 

scientists. Garnier (2008) provides an answer to that. Under the title “Rebuilding the 

R&D Engine in Big Pharma,” he describes that in order to save themselves, 

pharmaceutical companies will have to break up their giant R&D organizations, overhaul 

their core processes, and put passionate scientists back in charge! That will dramatically 

boost the motivation of the scientists. 

Example 3: Referring to Prahalad’s low cost/high quality business model and Ghandian 

innovation (further described in Section 2.5.6), Prahalad and Mashelkar (2010) stated that 

the pharmaceutical company, Lupin reversed the usual drug development process – that 

is, it gathered clinical data before running lab tests – to create an affordable treatment for 

psoriasis. It came up with an effective formulation for a fraction of the cost and time it 

would have normally taken. It is this thesis author’s opinion that such approaches might 

be feasible in certain very particular disease areas where topical formulations can be 

applied, however, certainly it will not work for medicines with other routes of 

administration. 

New Product Development and Innovation 

 Sorescu et al (2003) stated that results have indicated that a large majority of radical 

innovations come from a minority of firms. The financial rewards of innovation vary 

dramatically across firms and are tied closely to the firms’ resource base. Firms that 

provide higher per-product levels of marketing and technology support obtain much 

greater financial rewards from their radical innovations than do other firms. Firms that 

                              - 72 - 



 

have greater depth and breath in their product portfolio also gain more from their radical 

innovations. 

 Kim and Mauborgne (2004) conclude that high-growth companies paid little 

attention to matching or beating their rivals. Instead, they sought to make their 

competitors irrelevant through a strategic logic, which they called value innovation. 

When a company’s value curve is fundamentally different from that of the rest of the 

industry, and most customers value the difference, managers should resist innovation. 

Instead, in such conditions, companies should embark on geographic expansion and 

operational improvements to achieve maximum economies of scale and market coverage. 

Industries evolve along four distinct innovation trajectories – radical, progressive, 

creative, and intermediating. Investments in innovation are more likely to pay off if those 

pathways are taken into account. The industries that evolve on creative trajectories 

include pharmaceuticals (McGahan, 2004). Creative trajectories can easily be mistaken 

by radical change. When this mistake is made, companies can overreact. E.g. some 

pharmaceutical companies become so focused on emerging methods of drug discovery 

that they invest capital exclusively in new research relationships and do not develop 

appropriate sales forces in new markets (McGahan, 2004). 

 Santos et al (2004) argue that by sourcing and integrating knowledge from dispersed 

geographic locations, companies can generate more innovations of higher value and 

lower cost. Hence they conclude that the innovation processes of companies should be 

global ones. Wasan et al (2009) reported interesting news, namely that the University of 

British Columbia (UBC) became the first university in Canada to develop a strategy for 

enhancing global access to its technologies. UBC’s University-Industry Liaison Office, in 

collaboration with the UBC chapter of Universities Allied for Essential Medicines 
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(UARM), established a mandate and developed principles that provide the developing 

world with access to UBC technologies. 

 More and more, the concept of “Medical Innovation Prizes” is being addressed in 

the literature as one of the serious alternative approaches to replace the traditional link 

between sales of medicines and funds to invest in the research and development of new 

medicines. ‘t Hoen (2009) discussed “The Medical Innovation Prize Act 2005” (revised 

in 2007), whereby offering an annual prize fund of $80 billion, drug developers would be 

remunerated and the connection between price of medicines and cost of R&D, would be 

delinked. Other authors that describe prize award systems are e.g.: Faunce et al (2005). 

Pro or Con Patents 

 Earlier in this thesis text, it was stated that according to the proponents of the patent 

system, this system stimulates innovation in drug discovery and development. However, 

several authors contest this. Davies (2010) has put the perspectives of the proponents and 

the antagonists of the patent system next to each other. Health equity advocates argue that 

the problem with access to medicines stems from the unwillingness of pharmaceutical 

companies to reduce costs and to allow production of generic (unbranded) equivalents. In 

contrast, utilitarian people maintain that the “access problem” is the result of an 

environment where there is ineffective health care system delivery, which makes the use 

of new treatments potentially dangerous. Moreover, they argue that profits are important 

to stimulate and fund future research (Davies, 2010). She argued that both approaches 

have merit, and that for instance, Chien has found no uniform decline in innovation by 

companies affected by compulsory licenses. The lack of a negative impact of patents on 

innovation has been found in an earlier study on antitrust, consent-related compulsory 

licenses, whereby such licenses were not found to suppress research and development, 

and may have actually been associated with an increase in research-related expenditures 
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(Bird, 2009). Also Gold et al (2010) commented that many commentators argue that 

patents are stifling biomedical research for example by preventing researchers from 

accessing patented materials or methods they need for their studies. These authors claim 

that patents have also been blamed for impeding medical care by raising prices of 

essential medicines, such as antiretroviral medicines, in poor countries. ‘t Hoen (2009) 

stated that, although patent protection in the pharmaceutical field has increased over the 

last 20 years, the rate of innovation has fallen while the number of “me-too drugs” of 

little or no therapeutic value, has increased. The most commonly listed alternatives for the 

patent system are: a not-for-profit drug development model, prize funds that reward 

innovation based on health impact, and an R&D treaty that focuses on equitable 

contributions to the cost of R&D through multiple means (‘t Hoen, 2009), or in the same 

line, a Health Impact Fund, as recommended by Pogge et al (2010).  

 On the other hand, Lichtenberg (2005) reported that Mansfield has found that 65% 

of pharmaceutical inventions would not have been introduced if patent protection could 

not have been obtained. Attaran (2004) and Attaran and Gillespie (2001) argued that 

profits are important to stimulate and fund future research. In his latest book “Over Aids,” 

Peter Piot also defends the patent right (Piot and Caraël, 2009). 

 

2.3.2. The TRIPS Agreement: Trade-Related Aspects of Intellectual Property Rights 

 The Trade-Related Aspects of Intellectual Property Rights (TRIPS) agreement was 

implemented on January 1, 1996. The agreement is the result of seven years of 

negotiations in the framework of the so-called Uruguay Round of the General Agreement 

on Tariffs and Trade (GATT) (Van Hoorebeek, 2005). The agreement means a 

strengthening of patent protection and results in a reduction of sovereign decision power 

of individual national authorities. The agreement was implemented on January 1, 1996, 
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however, poor countries, going through a transition from a planned economy to a free 

market economy only had to implement the agreement on January 1, 2000, and the really 

least developed countries were allowed to postpone the actual implementation until 

January 1, 2006 (Sterckx, 2004:60). A transition period from 1995-2000 allowed 

developing countries to implement the TRIPS agreement and to put in place patent 

legislation that complied with the minimum standards of intellectual property protection 

prescribed by the TRIPS Agreement. In terms of patent protection, the critical 

requirements included the criteria for patentability, the minimum 20-year protection term 

and protection for both products and processes in all fields of technology. A 2000-2005 

transition period could be used by those countries, which had not provided patent 

protection for pharmaceuticals and agro-chemical products at the entry into force of the 

agreement. The 1995-2006 transition period allowed least-developed countries ten years 

to implement their obligations under the TRIPS Agreement, in view of their economic, 

financial and administrative constraints (Musungu and Oh, 2006). I.e. India has used the 

transition periods to adapt its legislation to the agreement, and joined on January 1, 2005. 

Dionisio et al (2007) and Ford et al (2007) refer to the joining of TRIPS by India, 

because this will undoubtedly affect India’s well-known generics industry. 

 Many WHO member states, and many authors have expressed concern about the 

agreement, stating that TRIPS will increase the cost burden of new life-saving medicines, 

and as a consequence, create an extra roadblock for access to health care (Rane, 

1999:3490; Wise, 2006:344; Cohen, 2006:15; Katrak, 2004:309; Pogge, 2007:99; Taylor, 

2001:629). Others emphasize the stimulating role on research and development of new 

medicines, that the agreement can have (Rane, 1999:3490), and the fact that the vast 

majority of local laws is already in place to encompass the implementation of the TRIPS 
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agreement so that the impact on access to medicines in poor countries will be limited 

(Attaran, 2004:161). 

 How could it be that, although the majority of the comments on the TRIPS 

agreement express concern about the implications on access to medicines in poor 

countries, the agreement was nevertheless approved in the presence of representatives of 

poor countries? The most important reasons were listed by Pogge (2007:100). In his view, 

the representatives of the poor countries didn’t have enough knowledge about the 

mechanisms of the TRIPS system. They were “hobbled by a lack of know-how.” 

Secondly, they didn’t have the bargaining power to resist or veto the approval and 

implementation, which clearly links to elements of the game theory, explained further in 

Section 2.5.4 of this thesis. Thirdly, the resource-poor countries were strongly scattered 

and stratified in their opinions, not unified enough to form a bloc of opposition. 

 On the background of these concerns on the effects of TRIPS for the access to 

medicines in poor countries, a WTO ministerial conference was held in November 2001, 

in Doha, referred to as the “Doha Declaration on the TRIPS Agreement and Public 

Health.” There, the decision was made to postpone the introduction of TRIPS in the 

poorest countries to January 1, 2016 (Dionisio et al 2007:158). In addition, guarantees 

were included for the individual states to protect public health in case of health 

emergencies (Sterckx, 2004; Quick, 2003b; Orbinski, 2004:225):  

• “Each member has the right to grant compulsory licenses and has the freedom to 

determine the grounds upon which such licenses are granted”; 

• “Each member has the right to determine what constitutes a national emergency or 

other circumstances of extreme urgency (public health crises)” (Sterckx, 2004:60-71; 

Henry and Lexchin, 2002:1593). 
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Under compulsory licensing is meant that countries can grant the right to domestic 

manufacturers to produce copies of patented drugs, without the consent of the patent 

holders. A royalty to the patent holder is foreseen, but it is, in general, very modest, and 

can be determined without consent of the patent holder (Taubman, 2008).  

As additional guarantees for the poor countries, voluntary licensing, parallel importation 

and the “Bolar” exception are also included into the TRIPS agreement. In the case of 

voluntary licensing, agreements are negotiated by the governments with the patent’s 

owner for manufacturing and marketing of particular drugs. The “Bolar” exception 

permits a generic product manufacturing firm to do the necessary testing and to start drug 

registration procedures early so that the generic production and commercialization of the 

medicine that goes off-patent, can take place immediately after patent expiration of the 

same patent-based medicine (Musungu and Oh, 2006). It can only be applied if the 

normal rights of the patent holder are pledged. There is also the “drugs invented before 

1995” waiver, which states that there is no need for patent protection by a WTO member 

state if medicines were not patented before 1995, i.e. before TRIPS came into force 

(Dionisio et al 2007:176). Parallel importation means the importation of fairly priced 

patented medicines from which the rights of the patent owner have been exhausted by the 

first sale (Musungu and Oh, 2006).  

 Although these guarantees look very sound from the perspective of the poor 

countries, there is some hesitation to believe that these guarantees will work in practice. 

Sterckx (2004) emphasized that after the implementation of the Doha Declaration, the 

rich countries like the US, European countries, Canada, Switzerland and Japan are 

continuously trying to circumvent the Declaration by attempts to limit the scope, or to 

counterbalance the effects by other trade means, a clear reference to “game theory” 

elements, which are discussed in section 2.5.4 of this thesis. Other historical events that 
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contribute to the current application of the TRIPS rules are a ministerial conference in 

Cancun, Mexico in September 2003, which in a sense prepared for the ministerial 

conference in Hong Kong, in December, 2005.  There, the additional provision was 

added, that countries wanting to issue a compulsory license but that lack their own 

pharmaceutical manufacturing capabilities, can import the medicines from an exporting 

member state also operating under compulsory licensing, subject to certain conditions 

(Pollock and Price, 2003:571). The conditions entail that the TRIPS council must be 

informed about such activities before cross-border compulsory licenses are granted. There 

is some ambiguity in this provision, since approval of the TRIPS Council is not 

mandatory in such cases; however it opens up extra possibilities within TRIPS to avoid 

that the poorest people in need of medical treatment become the victims of the agreement 

(Kim, 2007). 

 There are now three texts that can be used to delineate the WTO legal framework 

for the protection of intellectual property rights in the context of countries’ right to take 

measures to protect public health including to promote access to medicines. They are: 1) 

the TRIPS Agreement; 2) the Doha Declaration and 3) the WTO decision of 

August 30, 2003 (to enable developing countries with insufficient or no manufacturing 

capacity in the pharmaceutical sector to issue compulsory licenses and import generic 

medicines), in the meantime revised by the decision of December 6, 2005 (Musungu and 

Oh, 2006). 

    “TRIPS-Plus” is one of the US proposals, which would result in an extension of 

market exclusivity of innovative drugs (Smith et al, 2009). However, Akaleephan et al 

(2009) calculated that it would result in a significant increase in the cost of medicines for 

poor countries; and a delay in the increase in drug accessibility via generics. Also Bhatt 

(2008) argued that the US “TRIPS-Plus” policy thwarts progress. In continuing to push 
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TRIPS-Plus trade provisions, the US is violating the law, because the right of access to 

medicines is now properly considered a norm of international customary law, which is 

universally binding (Bhatt, 2008). 

 Chéron and Fouassier (2009) concluded a study on the flexibilities of the current IP 

system by saying that the current flexibilities in the intellectual property rights system do 

not always allow the establishment of a local pharmaceutical industry and therefore, they 

propose a new, additional flexibility, founded on the juridical mechanism of 

expropriation. 

 From September 30 to October 2, 2005, an international workshop entitled “Human 

Rights and Access to Essential Medicines: The Way Forward,” was held in Montréal, 

Québec, Canada, in which individuals from civil societies, international agencies, 

authorities and academic institutions participated. As a result of this workshop, the 

“Montréal Statement on the Human Rights to Essential Medicines,” was developed and 

released. In this statement, provisions are proposed which go much further than the ones, 

included in the Doha declaration (Pogge, 2007:106-107), because it contains 

recommendations to overcome political and economic barriers, and it determines health 

innovation as a Global Public Good. The “Montréal Statement on the Human Right to 

Essential Medicines” can be accessed at the website http://www.accessmeds.org. 

 Klug (2008) argued that while the global HIV/AIDS pandemic and the social 

movements that emerged in response to governmental inaction have effectively 

challenged the TRIPS regime, this complex contestation reached an unsustainable 

stalemate. In Klug’s view, development aid and corporate and non-governmental 

philanthropy are simultaneously providing increased availability to medicines while 

precluding a more lasting solution to the crisis of access to essential medicines in 

developing countries. 
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 Taubman (2008) argued that there should be a rethinking of TRIPS, because the 

aspect of “adequate remuneration” for non-voluntary patent licensing is not clearly 

defined and consequently is leading to conflicts. On the other hand, ‘t Hoen (2009) and 

Bhatt (2008) are against TRIPS, amongst others, because they contest the statement that 

patents stimulate innovation. 

 

2.3.3. Local Legislation on Intellectual Property 

 In North America, more specifically in the US, a law was introduced in 1983 that 

provided benefits to organizations for developing medicines for rare diseases, such as tax 

credits, relief from registration fees, and seven years of extra marketing exclusivity: the 

Orphan Drug Act (Henry and Lexchin, 2002:1592; Stolk et al, 2006:747).  

 Recently, a system of “priority review vouchers” was put into place in the US, by 

which the average FDA review time of a submitted marketing application for a new 

product can be reduced by an average of one year (Ridley et al, 2006). The voucher can 

be obtained by big or small organizations specializing in medicines for neglected diseases 

in the developing world. The voucher can be sold by such developers, to the 

organizations developing a blockbuster medicine in another disease area, which could 

realize a one year earlier entry into the market of that blockbuster. Based on such 

mechanics, financial advantages of approximately 300 million dollars are envisioned. In a 

well-functioning market, the development of highly valued treatments will be enhanced, 

and as a consequence, populations in both developed and developing countries could 

benefit from it (Ridley et al, 2006:313). In this way, the money generated by earlier 

introduction of blockbuster medicines in the rich world helps to fund the development of 

medicines for diseases in the developing world.  
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 Also, quite recently, the US enacted provisions to permit re-importation of 

medicines, however, the legislation was not approved due to concerns about the quality of 

the re-imported goods and due to the question of whether US patients would really 

benefit from the envisioned cost savings. Nevertheless, imports via Canadian Internet 

pharmacies into the US are huge these days (Danzon, 2003:190-191). In 2003, the 

“Medicare Prescription Drug, Improvement, and Modernization Act” (MMA) was 

approved by the US congress, which included a prescription medicine benefit programme 

that began in January 2006. Republican Henry Waxman acted against some of the 

obligations of the MMA, namely those that state that cheap medicines should be tried first 

and that the new prescription medicines are restricted to volume limits, because of their 

tendency to restrict access to formulary medicines (Zara, 2006:811). The right that 

prevents that others use someone’s innovation is included in Article 1, Section 8, Clause 

8 of the US Constitution, (Zara, 2006:815). When there is loss of exclusivity of patents in 

the US, other parties are generally allowed by the 1984 Hatch-Waxman Act to copy the 

product and to come into the market with generic versions of the medicine. This quickly 

pushes the prices of the brand products down. The 1984 Hatch-Waxman Act, however is 

not applicable on “biologicals,” in contrast with drugs chemically synthesized 

(Mascarenhas et al, 2005:409). All this sounds like a local US involvement, however, 

Kesselheim (2008) pointed out that rational pharmaceutical policy in the US can have 

impact on access to life-saving medicines in resource-limited countries as well. For 

instance, correcting the underuse of generic medicines in places like the US will help 

build pharmaceutical manufacturing capacities in low and middle income countries, 

where many of the suppliers of these generic products reside. 

 Canadian law is extremely interesting from the point of view of compulsory 

licensing. In 1923, Canada implemented legislation that provided for compulsory 
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licensing for local manufacturing of patented products. In 1969, the law was amended to 

also permit importation of products produced under compulsory licenses abroad. 

However, in view of the upcoming free trade agreements, the law was restricted, with the 

insertion of a 7-10 years exclusivity period for medicine patent holders. As a 

counterbalance to the promise of multinational drug makers to locate a substantial amount 

of research and development in Canada, proportional to Canada’s share of the company’s 

world sales, and to accept price controls by the Canadian Patented Medicines Review 

Board (Scherer and Watal, 2002:918-919), the law was eliminated completely in 1992. 

More recently, in November 2003, Bill C-56 was approved. It was later renamed as Bill 

C-9 or the Jean Chrétien Pledge to Africa Bill. In the latter, the Canadian Patent Act was 

changed in such a way that it allowed for compulsory licensing, more in particular, 

generic manufacturers in Canada were allowed to use compulsory licensing, not 

permitted any longer for domestic use, but to enable them to manufacture and export 

medicines under patent, for those developing countries, identified by the WTO as not 

having sufficient local medicines manufacturing capabilities (Cohen, 2006:18). Penner 

and Armstrong (2009) described how Canada amended its Patent Act to create the 

Canadian Access to Medicines Regime (CAMR) and how, in 2007 Rwanda applied for 

permission to import an HIV-drug from Canada, following this legislation. Davies (2010) 

reported that indeed Rwanda was the first country to make effective use of this new 

Canadian legislation (Davies, 2010:162). 

 As to regulations in Latin America: the situation in Brazil is worthwhile elaborating 

on. Brazil has regulated the manufacturing and distribution of medicines since 1971 

through their Central Medicine Agency (CEME) and later on, starting from 1999, via 

ANVISA, their health regulatory body. Extremely important for anti-retroviral treatment 

was law 9313, which was approved in 1996, and which allows that 100% of those who 
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need anti-retroviral treatment (HAART: Highly active anti-retroviral treatment), can get it 

for free. The Generics Act (no. 9787) was implemented in 1999. This act has increased 

competition amongst drug manufacturers with price reductions as a consequence. It has 

also strengthened the local pharmaceutical industry as well as the network of 18 publicly 

owned state laboratories that reside under the authority of the Ministry of Health, state 

governments, the army, and the Brazilian universities (Homedes and Ugalde, 2006:125). 

Until 1980, Brazil had no law that protected patents on pharmaceutical products and 

processes. As a result of pressure from the US, including economic sanctions, the country 

implemented legislation on intellectual property protection, which was approved in 1996, 

the same year when the legislation on free access to anti-retroviral treatment came into 

force. Brazil promised to restrict the number of compulsory licenses and to install a 

moratorium on price negotiations until 2011. However, in May 2007, Brazil issued its 

first compulsory license, namely on Efavirez, a medicine from Merck, and broke the 

moratorium by actively negotiating with drug companies to decrease the price of their 

medicines (Ford et al, 2007:24). Brazil interpreted the TRIPS agreement in a relatively 

liberal fashion. A presidential decree on October 6, 1999 was issued to regulate the 

implementation of the patent law and to grant compulsory licenses in case of national 

emergencies. In December 1999, the authorities also issued an adapted Article 229-C 

which gave green light to their patent office to approve any patent application for 

pharmaceutical products and processes (Ford et al, 2007).  

Also in Argentina, programmes to provide access to primary care medicines were set up, 

the most famous of which is the “Remediar” programme, in which 36 essential medicines 

were provided to some 15 million Argentineans who needed them and were unable to buy 

them from their own means. Also here, the supply of the medicines was mainly by public 

labs instead of the profit oriented international pharmaceutical firms. Homedes and 
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Ugalde (2006:127-129) described these Brazilian and Argentinean models as the best 

examples of how the acceptance of primary care can be promoted.  

 In Europe, some of the regulations are comparable to those in the US and Canada. 

The European Union established a similar law as the US “Orphan Drug Act,” namely the 

“Orphan Medicinal Product Regulation,” in 2000. The scope is mainly on rare diseases, 

or in other words, it applies to the development of medicines that, without incentives, 

would most probably not be developed because of lack of market potential. The 

application can ensure ten years of extra market exclusivity, a reduction of regulatory fees 

and similar measures (Stolk et al 2006:747). A European example of legislation for 

compulsory licensing is the UK’s Patent Act of 1949, in general, Section 41. Compulsory 

licensing of WTO-member nationals can be obtained under Section 48. When patent 

owners refuse to grant a license “on reasonable terms,” Section 51 can enforce them to 

grant said license (Scherer and Watal, 2002:918).  

 The situation in Africa is quite different; very few regulations exist. Kenya 

implemented, in recent years, the Industrial Property Bill 2001. The Bill is in line with the 

TRIPS agreements and allows for the use of compulsory licensing, parallel import and the 

“Bolar” exception. The law explicitly refers to the high prices of patented medicines, to 

justify the right of compulsory licensing (MSF, 2001). The strongest activity related to 

patent regulations has been exercised in South Africa. A law article 15c was approved 

that allowed the Ministry of Health to lift the IP rights of any kind of medicine. It was 

strongly opposed by the South African pharmaceutical industry and an open conflict 

followed (Factua, 2001), as described in Section 2.1.3. After the stalemate, MSF (2001) 

stated that the conflict has resulted in a complete failure and loss of reputation for the 

pharmaceutical industry. 
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 The regulations related to access to life-saving medicines in Asia also open up an 

interesting perspective. For instance, China, an emerging, booming market, implemented 

laws to protect intellectual property in 2002. However, the practical adherence to the law 

is far from perfect at present, and China is under heavy scrutiny for this. It is clear that the 

Chinese government wants to develop a sound domestic pharmaceutical industry and to 

encourage innovation (Sun et al, 2008). 

Since the implementation of the Orphan Drug Act in the US, in 1983, Japan implemented 

very similar legislation (Henry and Lexchin, 2002:1592; Ridley et al, 2006:317).  

 Thailand, described in this thesis as one of the “conflict-countries,” introduced the 

concept of process patents for pharmaceuticals in the Thai Patent Act in 1979. However, 

so far the protection of intellectual property for pharmaceutical products, has been very 

weak. The country has been under threat of trade sanctions from the US for that. As a 

result of this scrutiny and pressure – again an indication of how the game theory 

explained further in section 2.5.4 is an extremely important element in the whole access 

to medicines debate – Thailand approved in 1992 a law that provided patent protection as 

well as extended patent protection for 20 years, instead of 15 years. Periods of two years 

of market exclusivity extension became possible to allow the collection of post-marketing 

surveillance data. In addition, a Pharmaceutical Patent Review Board was established to 

safeguard the whole process. In 1999, again after US pressure, the Pharmaceutical Patent 

Review Board was abandoned, and the possibilities to grant compulsory licenses for 

pharmaceuticals were slimmed down. Notwithstanding these regulations, Thailand issued 

a compulsory license for Merck’s Efavirenz and Abbott’s Lopinavir/Ritonavir in 2007, at 

about the same time period as when similar actions were started in Brazil. Abbott started 

aggressive lobbying campaigns, and the US put Thailand on their list of countries with 
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downgraded trade relations, because of the perceived poor intellectual property rights 

protection mechanisms (Ford et al 2007: 26-27).  

The history of India’s regulations related to the protection of IP is also quite interesting. 

India has since 1911, a Patents and Designs Act. The quality of medicines, produced, sold 

and distributed was regulated by the Drugs & Cosmetics Act of 1940, which was adapted 

in 1945. So in these early years, India indeed provided patent protection for 

pharmaceutical products. In 1972, the Patents Act 1970 came into force; it replaced the 

Patents and Designs Act of 1911. Since then, patent protection of medicines (or food) was 

not covered any longer; pharmaceutical processes still were. This led to the genesis of a 

large number of generic pharmaceutical and biotech companies in India, which have, in 

the meantime, earned international recognition for developing non-infringing processes 

(Chaudhuri, 2007:51-55), and have started to become multinational organizations, e.g. 

Ranbaxi and Cipla. So the law only allowed patents on processes, not on products. India 

joined the TRIPS agreement on January 1, 2005 under an agreement by which patents on 

products also became possible. Until then, the country had a wealthy generics 

pharmaceutical industry (Dionisio et al, 2007:173) that was able to supply cheap copies 

of patented products to resource-poor countries (New, 2006:346). It still has such a 

pharmaceutical industry. Actions of the Indian Courts are currently being followed with 

suspicion, because of the following reason. Recently, the Delhi High Court refused 

Roche’s request for an interim injunction to stop the manufacture of Erlotinib (an anti-

cancer drug) by Cipla Ltd. Ollier (2008) stated that this will set a vital precedent on the 

issue of interim injunctions for pharmaceutical patent infringements in India. The fact that 

India has a flourishing generics industry does not mean that the people in need are better 

off. Indeed, India is about the lowest in the whole world in terms of government spending 

on health (WHO, 2006b), as percentage of total expenditures on health. E.g. India 24.8%, 
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China 36.2%, Brazil, 45.3%, Thailand, 61.6%, Germany 78.2% and UK 85.7% in 2003 

(Chaudhuri, 2007:60). The bad news for India is that Chaudhuri (2007) reports that there 

is a declining trend of government spending on health.  

 A few highlights with regard to the patent regulation in Oceania are that Australia 

has a quite similar Orphan Drug Act as the 1983 version of the US (Henry and Lexchin, 

2002:1592). New Zealand has been successful in implementing a system of price controls 

for medicines, by installing a tough system of reference pricing in which tendering and 

therapeutic substitution play major roles. The system is referred to as the “Kiwi model” 

and is used in a number of countries, including rich Western countries as a good example 

of one of the tools to keep the costs of health care systems under control.  

 

2.4. Approaches to Increase Access to Life-Saving Medicines, Selected from the 
Literature 
 
2.4.1 Theoretical Framework on Access 
 

 The WHO defined four components for drug access/accessibility in a particular 

country: availability, affordability, quality and rational use (Ratanawijitrasin et al, 

2001:833). The WHO – Health Action International (HAI) manual defines availability 

as: when each dose or dosage form of a medicine is available in a particular country. A 

slightly different definition is that of Mendis et al (2007:280) who stated that a medicine 

can be considered available in a particular country, when “any/whichever” dose or dosage 

form of a medicine can be obtained in that country. Still another definition is: when a 

medicine for a relevant disease exists, is produced or can be imported and distributed and 

is of proper quality (Chaudhuri, 2007). Stolk et al (2006:748) only use the term 

availability when a sustained supply of medicine materializes. Yet another way of 

describing the availability of medicines is: the degree, expressed as the percentage of 
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cases that prescribed medicines can be provided (Saleh and Ibrahim, 2005:443). From 

this, it is clear that authors intuitively find that “out-of-stock,” situations play a major role 

in determining if a product is available or not. Lufesi et al (2007) use the amount of time 

in an observation period that a certain product is “out-of-stock,” as an indicator for 

availability. For the sake of this thesis, should there be any discussion on the term 

availability, and given the narrowing down of the scope, as displayed in Addendum 1-1, 

the definition of Mendis et al (2007), stated above, is accepted. 

 For a description of affordability, reference is made to the WHO definition, 

described by Mendis et al (2007:279), namely the number of day’s wages it would cost 

the lowest-paid government worker to purchase treatment for a certain period. Hence 

affordability relates to the cost of the medicines compared to the income of the people 

that need them. A free translation of affordability is found in Katrak’s article (2004:312). 

The author stated that an affordable price is one that either enables all the people in need 

to buy their medicines, or that enables the authorities to subsidize medicines for people 

who cannot buy them on their own. Although affordability to buy the next dose of 

medicines is still the most important element in this discussion, recent evidence (Hardon 

et al, 2006) shows that even if pills can be picked up in the medical centre, free of charge, 

adherence remains a huge problem. Reasons mentioned by these authors are, in 

decreasing order of frequency occurring: “simply forgotten, logistic and transport costs, 

work or home duties, stigma, lack of food (treatment-related hunger!), distance to the 

health facility, being in hospital, alcohol abuse, depression, feeling better, and pill 

burden.” 

 Rational use means, no under-use, no over-use, and adherence to treatment. The 

latter is particularly emphasized in this thesis. It occurs that the poor people sometimes 

sell their own medications – by which they interrupt or jeopardize their own treatment 
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programme – in order to buy food for themselves, and their family (Hardon et al, 2006). 

In the case of infectious diseases, resistance will occur, and even much more expensive 

second or third line medicines will be needed: a vicious circle is created. 

 The risk involved with poor quality of medicines is that the infective agent 

becomes resistant to sub-lethal doses of the medicine’s active ingredient, possibly 

creating cross-resistance to all products within the same active ingredient chemical class, 

even if sufficiently dosed. As a consequence, these products would not be useful for 

treatment any longer. Then, second line, or even third line treatments (second generation 

and third generation medicines) would have to be used. Unfortunately, these are the 

newer medicines, that are predominantly still under patent, and as a consequence, they are 

much more expensive. 

 

 Ashcroft (2005) came to the conclusion, based on a “Hobbesian” social contract 

approach (Thomas Hobbes, British philosopher, 1588-1679), that public health takes 

priority over private economic interest. He brought up a powerful argument for a perfect 

duty lying on the state to protect its citizens from public health disasters by means of the 

legitimate sovereign enforcement of powers of compulsory license over intellectual 

property. Bird and Cahoy (2008) reported that there is as yet, an inevitable tension 

between the need for pharmaceutical companies to profit from their patented inventions 

and the desire to provide access for impoverished persons. Bird (2009) has investigated 

how developing countries can maximize access to essential medicines and minimize 

unwanted side-effects within the legal environment of compulsory license regimes. He 

concluded that although compulsory licensing can play a role in improving public health, 

external social and political conditions must be considered in order to make licensing an 

effective practice. Cohen-Kohler et al (2008) conclude that despite myriad programs 
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aimed at increasing access to essential medicines in developing countries, the “global 

drug gap” persists. They argued that mechanisms such as compulsory licensing and 

parallel imports should be viewed as a critical component of states’ human rights 

obligations and important means for realizing the political commitments of the 

international community. An economic justification for open access to essential medicine 

patents in developing countries has been worked out by Flynn et al (2009). As a 

downside of compulsory licensing, they stated that compulsory licensing leads to new 

problems, in particular that the firms’ incentives to innovate will be weakened. Therefore, 

the problem of finding an adequate and equitable mechanism to fund research and 

development for medicines in developing countries must be found elsewhere, e.g. in 

government-funded basic research, global research and development pools, rewards and 

prizes, and other strategies. ‘t Hoen (2009) is also a big advocate of the disconnection of 

profits from the sales of medicines to fund research & development for the development 

of new medicines, in the advantage of not-for profit drug development, global funds for 

R&D, prize models etc. Ravvin (2008) sees more advantages in pull mechanisms than in 

push mechanisms. He defined the establishment of a “Health Impact Fund” as the most 

promising proposal, however more work is to be done to overcome challenges of its 

implementation. This would be an application of how to de-link the mechanism of 

monopoly prices of patent products to fund research & development for new medicines. 

Also Pogge et al (2010) and Banerjee et al (2010) are strong advocates of a global Health 

Impact Fund. 

 Gostin (2007) came to the conclusion that global society will come to a tipping point 

where the status quo is no longer acceptable and it is time to take bold action. Global 

health, like global climate change, may soon become a matter so important to the world’s 

future that it demands international attention, and no state can escape the responsibility to 
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act. Natrass (2008) concluded that access to treatments depends on commitment on the 

part of national governments to negotiate with pharmaceutical companies over patented 

antiretroviral medicine prices, on their policy towards compulsory licensing, and on the 

approach they adopt to delivering treatments. Reichman (2009) argued that the TRIPS 

agreement’s standards amounted to a veritable revolution in international intellectual 

property law from which the research-based pharmaceutical industry emerged as one of 

the biggest winners. As a consequence, health ministries, in a number of countries, have 

begun to use the threat of compulsory licensing to rein in the prices of selected medicines, 

particularly AIDS medicines. 

  

2.4.2 Measures to Increase Access  

 At the time this author was developing the research questionnaire for this thesis 

(Mid 2008), a literature review of measures to increase access to life-saving medicines 

was made. Based on what was available in the literature at that time, the approaches listed 

below were selected to be tested via a worldwide questionnaire survey. Passages in the 

texts below that are in italics, were selected as the major descriptive texts to be used in 

the narrative document, accompanying the questionnaires that were sent out. This is 

explained further in Chapter 3., within “Research Design, Materials and Methods.” Texts 

in non-Italics are added to support a more detailed understanding of the measures and can 

relate to literature of post-Mid-2008. 
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1) Advanced market commitments (AMCs)  

An advanced market commitment, proposed by Kremer and Glennerster (2004) and the 

Centre for Global Development in 2004 and 2005, could be useful for certain types of 

pharmaceutical products, principally vaccines, to stimulate research by promising a 

subsidy of a fixed value per unit for a given number of units. (Derived from: Hollis, 

2007:80). 

To qualify for the AMC, the new vaccine would have to meet predetermined technical 

specifications relating to the effectiveness of the vaccine established by a committee. 

Targeted vaccines might include those for HIV, tuberculosis and malaria (Ravvin, 2008). 

Other authors that describe the system of AMCs are e.g.: Gerhardsen (2006), Pogge et al 

(2010). 

2) Optional rewards based on therapeutic effect   

An optional reward system was proposed in 2005 by Hollis and Pogge, in which a 

sponsoring agency would pay rewards annually based on the therapeutic effectiveness of 

drugs for neglected diseases. (Derived from: Hollis, 2007:82-83). 

The optional “Reward plan,” does not require identifying technical characteristics in 

advance, but uses the realization of therapeutic impact to determine the reward. The 

optional reward proposal is not incompatible with AMCs: both systems could operate 

simultaneously, presumably with the condition that a single product would not be eligible 

for inclusion in both. ‘t Hoen (2009) refers to this as prize funds that reward innovation 

based on health impact. Other authors that refer to this mechanism of the optional rewards 

include e.g.: Poggge et al (2010), who circumscribe it as a Health Impact Fund. 

3) Priority review voucher systems  

This mechanism provides developers of treatments for neglected diseases with a priority 

review voucher. The voucher could save an average of one year of US Food and Drug 
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Administration (FDA) review time and be sold by the developer to the manufacturer of a 

blockbuster drug. (Derived from: Ridley et al, 2006:313). 

Several authors reported on the use of the priority review voucher. Jarvis (2009) 

described in the beginning of 2009 that the FDA would any day now, give Novartis the 

nod to sell Coartem, a medicine that combines two key malaria treatments in one pill. It 

will give Novartis, however, something much more valuable as well: a coupon, good for 

expediting FDA’s review of another product, possibly a blockbuster in another disease 

area. However, in an interview of senior science reporter Asher Mullard (2009) from 

Scrip with Professor Herrling of Novartis, the latter expressed his doubts about the future 

success of the FDA priority review voucher to stimulate the development of medicines 

for neglected diseases. “Some people say it’s worth nothing, others say it’s half a billion,” 

he said. 

Other authors that published on the priority review voucher system are e.g.: Ravvin 

(2008), Pogge et al (2010). 

4) Transferable intellectual property rights (prolonging exclusivity)  

Prolonging exclusivity is granting firms longer periods of exclusivity on a blockbuster 

drug in return for developing new products of substantial developing-nation value. 

(Derived from: Barton and Emanuel, 2005:2080). 

This measure is mainly meant to describe the prolongation or roaming of exclusivity of 

improved or slightly changed products or line extensions. Gerhardsen (2006) refers to it 

as a model under which a company would be granted patent extension for products, 

including but not necessarily blockbusters that are marketed in developed countries, in 

exchange for doing R&D on neglected diseases for developing countries. ‘t Hoen (2009) 

and Pogge et al (2010) referred to this mechanism as “ever-greening.” Other authors 

touched the subject of prolonging exclusivity and stated that it is delaying the production 
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of generics: Ridley et al (2006), Coriat et al (2003), Chong et al (2010), and Shadlen 

(2007). 

5)    Tax reliefs  

For example, the United Kingdom offers enhanced tax relief for R&D into vaccines or 

medicines for diseases that mainly affect developing countries, such as malaria, 

tuberculosis and HIV/AIDS. (Derived from: Gerhardsen, 2006:348). 

Government tax initiatives are measures by which a government authority can procure 

R&D efforts through measures such as contract grants, and the innovations would be used 

by the procurer or be placed in the public domain (Gerhardsen, 2006). Other authors that 

touched various aspects of taxation in relation to drug development are Pogge et al 

(2010). 

6)    Re-location of R&D to low-cost countries  

Performing (some of) the strategic R&D in developing and East European countries in an 

effort to gain access to scientific personnel as well as to reduce R&D costs. (Derived 

from: Reddy and Sigurdson, 1997:344). 

 Ozer (2005) introduced the special issue of new product development in Asia and 

identified key patterns of similarities and differences between Asian and Western new 

product development (NPD) practices. Weichselbaumer (2006) pointed out that there is 

an indirect relation between innovation and a company’s desire to move to low-cost 

countries. The strategy of many outsourcing companies circles around the paradigm 

“How much can I afford to keep in Western assets to preserve my product integrity and 

how much do I need to source from Asia to retain my competitive advantage?” 

The low cost/high quality business model that Prahalad proposed (Prahalad, 2006a; 

Prahalad, 2006b; Prahalad and Mashelkar, 2010), implies the use of low-cost labour, and 

at least is a stimulus for relocation to low-cost areas. 
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Another author that has elaborated on the pros and cons of relocating R&D to low-cost 

countries is Sterckx (2004). 

7)    Medical innovation prizes  

An alternative to the patent system and to raise R&D funding is the Medical Innovation 

Prize, which has been put forward in a bill in the US Congress. Under the proposed 

legislation, new drugs would be treated as generics as soon as they receive regulatory 

approval and patent holders would be rewarded from a US$ 60-billion award fund for 

coming up with innovations for better health. The fund would receive 0.5% of US GDP 

every year. (Derived from: Gerhardsen, 2006:348). 

 Packard Love (2006) stated that medical innovation prizes trace a serious and 

important road map towards fulfilling the lofty aspirations of human rights to essential 

medicines, in a manner that is consistent with sustainable financial support for R&D on 

new medicines. 

The WHO Global Strategy encouraged all parties to explore and where appropriate, 

promote a range of incentive schemes for research and development including addressing, 

where appropriate, the de-linkage of the costs of research and development and the price 

of health products, for example through the award of prizes, with the objective of 

addressing diseases which disproportionately affect development countries (Pogge et al, 

2010). ‘t Hoen (2009) discussed “The Medical Innovation Prize Act 2005” (revised in 

2007), whereby creating an annual prize fund of $80 billion, drug developers would be 

remunerated and the connection between price of medicines and cost of R&D, delinked. 

Other authors that describe prize award systems are e.g.: Faunce et al (2005). 

8)    Breakthrough innovation to create a low-cost, high-quality business model  

Innovations that result in a product or service of world-class quality, achieving at least 

90 percent cost reduction of a comparable product or service in the West, and which are 
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scalable and affordable by the bottom of the economic pyramid, reaching people with the 

lowest levels of income in any given society. (Derived from: Prahalad, 2006a:3; Prahalad, 

2006b). 

This model is described extensively in this thesis text as a separate conceptual 

framework, in Section 2.5.6. 

9)    Public sector funding of research and development of medicines  

An obvious method for improving access to patented drugs is to finance public 

pharmaceutical research. In this way, patented drugs can directly enter the public 

domain. The notion is that as more patented drugs are directly placed in the public 

domain, pharmaceutical companies would be forced to compete with similar drugs that 

are already being sold in the market as generics, thereby driving down prices. (Derived 

from: Kim, 2007:7). 

To Barton and Emanuel (2005) “the public sector as research funder” requires that the 

government purchases the pharmaceutical products and explicitly covers the necessary 

research and development costs. This can be a push arrangement, in which the 

government directly supports the research costs in developing new products, or a market 

pull arrangement, in which the government promises to purchase and pay a mark-up on 

finished products at a level designed to cover and encourage research by pharmaceutical 

companies. The latter (pull) aspect, however, has been categorized in this thesis as 

“advanced market commitments” (measure 1), and is, as a consequence, not included here 

under measure 9. ‘t Hoen (2009) and Pogge et al (2010) are strong advocates of public 

sector funding. 

10)    Disease burden incentive systems  

As an example, the US Orphan Drug Act (ODA) of 1983 provides seven years of 

marketing exclusivity upon FDA approval. Second, drug makers can qualify for tax 
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credits for up to half of their clinical testing expenses. Third, developers can receive 

modest FDA grant support to investigate treatments for rare diseases. Fourth, the FDA 

provides counselling regarding conditions for approval. (Derived from: Ridley et al, 

2006:317). 

The first orphan drug legislation was introduced in the United States of America (USA) 

in 1983. Other countries (e.g. Australia, Japan, Singapore) followed in the 1990s, and in 

2000 the EU established its own orphan drug legislation. In the USA Orphan Drug Act, 

the definition relates to an absolute number (<200,000 patients in the USA), while the 

European regulation uses a relative measure (<5 cases per 10,000 inhabitants) and 

requires disorders to be life-threatening and/or chronically debilitating. When these 

definitions are used, it is estimated that between 5,000 and 7,000 conditions qualify as 

rare diseases, bringing the total number of patients suffering from these diseases in 

Europe and the USA alone to 55 million (Stolk et al, 2006). Other authors that elaborate 

on disease burden incentive systems are e.g.: Tankosic (2008), Wechsler (2008a), 

Wechsler (2008b) and many others. 

11)    Addressing the regulatory excess  

Systems of official regulation mandating standards and other measures are now coupled 

with voluntary standards adopted by industry bodies as additional features of a 

comprehensive nexus of arrangements contributing to product quality and risk 

minimization. “Addressing” means in this context simplification. (Derived from: 

Farrugia, 2004:83). 

 Van Roey and Haxaire (2008) also plead for a reform of the current medicines 

registration processes to improve access to essential medicines in developing countries. 

Especially, the approval processes of FDA and EMEA are time consuming, and many 
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countries approve medicines only on the basis that they have been licensed and used in 

the US or Europe. 

Ratanawijitrasin et al (2001) argue that regulatory interventions can be employed to 

loosen controls, usually in order to achieve greater access to medicines. These authors 

named the following mechanisms as suitable in this field: de-registration of existing 

products; regulation of medicine labels and advertisements; upward or downward 

reclassification of products in medicine control schedules. Another author that addresses 

the regulatory excess and its trends is Sahoo (2008). 

12)    Public-private partnerships (PPP)  

There are partnerships among global health organizations, pharmaceutical 

manufacturers, biotech firms, academia, and developing-world governments focusing on 

completing the development and distribution of drugs. (Derived from: Hale et al, 

2005:1058). 

A more recent name for public-private partnerships is PDPs: Product Development 

Partnerships (Kuepfer and Burri, 2009:948). 

 

In Chapter 5. “Overall Discussions, Conclusions and Recommendations” of this thesis, 

this researcher explains why he prefers the original term of “public-private partnerships.” 

PPPs attempt to increase access to medicines and also to foster R&D for neglected 

diseases by mobilizing the public and private sector to take advantage of public funding, 

philanthropic donations and in-kind donations from industry (EIRIS, 2005). Establishing 

Public-Private Partnerships is one of the measures, most frequently found in the literature, 

to increase access to life-saving medicines. ‘t Hoen (2009) and Pogge et al (2010) 

elaborate on this measure intensively. Mahoney et al (2007) argue that PDPs are novel 

organizations, but there is a growing body of literature on various aspects of PDP 

                              - 99 - 



 

management: success of PDPs requires not only money but also a Global Access Strategy 

resting on a clear intellectual foundation. Anderson et al (2004) stipulate that basically 

three types of PPPs exist: product-based, product-development-based, and 

systems/services-based PPPs. 

13)   Non-profit drug companies/non-profit medicine organizations  

Operationally, a non-profit pharmaceutical company shares the core characteristics of 

classic public-private partnerships (PPP) but differs from them in several ways. Its in-

house R&D team is larger than that of a classic PPP, it tackles a wide variety of 

neglected diseases and can select the best development opportunities available in each, 

and it is not limited in the modality of treatment: drugs, vaccines, and diagnostics could 

be developed as needed. (Derived from: Hale et al, 2005:1059). 

‘t Hoen (2009) argued that not-for profit drug development models are currently being 

tested and/or debated at different levels. Literature, purely on non-profit drug companies, 

is scarce. At first site, a company that does not pursue profits is a “contradictio in 

terminis.” However, Hale et al (2005) argued that a “non-profit company” is not an 

oxymoron any longer: “OneWorldHealth” is a canonical example of how the non-profit 

medicines company model operates in real-world conditions. 

14)   The Global “Marshall plan”  

The Global “Marshall plan,” refers to a very-large scale foreign development assistance 

program on the future development of the world economy with the potential to bring a 

dramatic reduction in world economic inequality, at the cost of only a very minor 

retardation in the economic growth of the rich countries. (Derived from: Yunker, 

2004:1109). 

 Baiman (2006) supported the idea of a global Marshall plan. He commented that a 

“global Marshall plan” and a “solidarity trading regime” generate equitable and 
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sustainable long-term development for the South and the North. In his own analysis, Basu 

(2006) concluded that globalization and global inequality are inter-connected. To curb 

poverty and inequality, he pleaded for global, cross-country policies and this advocates 

the setting up of an international initiative to coordinate such policies. According to Cohn 

(2004), Pope John Paul II thought it was a laudable plan, and Bono, lead singer of the 

rock group U2 and aid activist, was on board. So, at least the idea, originated with 

Britain’s Chancellor of the Exchequer, Gordon Brown, later on Prime Minister of the UK, 

has at least triggered a lot of discussion. The lancet (2005) picked up the idea and 

described “Brown’s plan,” building on the quick wins of Jeffrey Sachs’ plan (see further: 

no. 15), as something to be realized with top priority. Robinson (1986) already about 20 

years before that, mentioned the idea of a global Marshall plan led by Japan, as a kind of 

global security initiative to help the developing countries. 

Other authors that elaborate on a Marshall Plan are e.g.: ‘t Hoen (2009), and Moyo 

(2009). 

15) 0.5% of GNP by rich countries, to combat poverty in the resource-poor 
countries  

 
Jeffrey Sachs calculated that some $135 to $195 billion per year for the period 2005-

2015 which is about 0.44 to 0.54 percent of the rich-world GNP each year during the 

forthcoming decade is needed, to eradicate extreme poverty in the world. The point is to 

bring the current average 0.25 percent of donor GNP to around 0.5% of donor GNP. 

(Derived from: Sachs, 2005:299-301). 

Evidence can be found in the literature that Jeffrey Sachs’ principle and “Global Funds” 

and a “Marshall plan” go in the same direction. Pogge et al (2010) stated, in this respect, 

that the Global Fund (for AIDS, Malaria and Tuberculosis), is championed by Jeffrey 

Sachs, Bono and other celebrity, advisers and advocates, but otherwise quintessentially 
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by non-governmental actors. In Chapter 5 of this thesis, reference is made to the few 

countries that have so far reached donor GNP levels of 0.5% or 0.7%. 

16)    0.1% of GNP dedicated to development of drugs for neglected diseases  

A WHO resolution (EB117 R13) sponsored by Brazil and Kenya, called for additional 

R&D funding for new vaccines and medicines for diseases that mainly affect developing 

countries as part of a new global framework on essential health research and 

development. It draws on a 2002 proposal for a Medical Research and Development 

Treaty by the non-governmental organization CPTech, which campaigns to improve 

access to medicines. The idea is that governments of rich countries raise funds for R&D 

on neglected diseases by allocating a portion of GNP (e.g. 0.1%). (Derived from: 

Gerhardsen, 2006:348). 

It is important to highlight in relation to this measure that in this case, the governments 

should set the R&D agenda (Gerhardsen, 2006). It is this thesis author’s opinion that, as 

such, this measure links closely to measure 9, public sector funding of research and 

development for medicines. However, measure 9 is broader in its conception, and entails 

additional methods to accomplish public sector funding. 

17)    Infection prevention (including preventive medication)  

The drug companies, who grant voluntary licenses and accelerate generic production, 

exert pressure on local governments and on affected people and their families to do their 

part in preventing the disease by appropriate behaviour modifications. (Derived from: 

Mascarenhas et al, 2005:409). 

Prevention of infections is one of the key messages in Peter Piot’s latest book, “Over 

Aids”. Prevention will always remain a difficult topic. It directly links with the culture of 

communities and countries. In the field of HIV/AIDS it mainly relates to sexual 

behaviour. There should really be new social requirements for men. It is also clear that 

                              - 102 - 



 

only very few developing countries have put major efforts in prevention (Piot and Caraël, 

2009). In Chapter 5, this thesis author describes new, promising aspects of preventive 

medication, that might be useful in the future as a kind of “chemical vaccine.” 

18)    Subsidization/reimbursement of drugs  

Because of market forces, government subsidization of the use of drugs in their 

communities is widespread. (Derived from: Henry and Lexchin, 2002:1591). 

A survey done by OECD reported that member countries spent an average of 15.4% of 

their health budgets on medicines (mainly through subsidization) in 1996. Although this 

figure was unchanged from 1990, the variation between countries (7.6-28.9%) was 

substantial, and proportions were higher in low-income countries (Henry and Lexchin, 

2002).  

Further discussions on the percentage of the health budget spent on medicines, and the 

percentages of governmental budgets spent to healthcare, in general, can be found in this 

thesis text, in Section 2.3.3. 

According to Sun et al (2008), pharmaceuticals account for about half of the total health 

spending in China, representing 43 percent of spending per in-patient episode and 51 

percent of spending per out-patient visit. 

Pogge et al (2010) argued that related to another mechanism, namely tiered-pricing, co-

payment by means of government subsidy might be “needs-based.” An independent body 

would need to be established to monitor and ensure an equitable balancing of the needs of 

various competing interests. This would unfortunately require considerable funding and 

diversion of precious resources, which some might argue should be better spent 

subsidizing the cost of medicines (Pogge et al, 2010:123). 
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19)    Price controls/reference pricing  

-Price controls: governments generally want prices at levels that will not exceed their 

drug budget, but recognise that if they demand too low a price, companies might decide 

not to market a product, and could reduce local investment. 

-Reference pricing: assigns a drug to a group of products, which receive the same level of 

reimbursement. Drugs can be referenced on the basis of clinical performance, sometimes 

to the cheapest generic product. In such systems, innovative products can be priced 

somewhat closer to the average of the price in comparison countries, suggesting that this 

approach to pricing can reward advances in treatment. (Derived from: Henry and 

Lexchin, 2002:1591). 

Price regulation policy can be broadly classified into unconstrained free pricing, 

constrained free pricing and price controls. In contrast to price controls, free pricing at 

market entry accommodates market liberalization policies. Pricing in drug market fits 

standard economic models: monopoly, monopolistic competition, differentiated 

oligopoly, “monopsony” and perfect competition (Tetteh, 2008). E.g. for Africa, Tetteh’s 

advice is that a useful target rule is to pursue discounts variation that approaches Ramsey 

pricing using per capita income of the poorest group’s in any given African country as the 

proxy for demand elasticity. Danzon and Towse (2003) explain exactly what Ramsey 

pricing is: Ramsey optimal pricing (ROP) is the set of price differentials that yield the 

highest possible social welfare, subject to assuring a specified target profit level for the 

producer, usually a normal, risk-adjusted return on capital. The ROP solution is that 

prices should differ across market segments in inverse relation to their demand elasticity. 
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20)  Compulsory licensing  

Compulsory licenses allow third parties to use an invention without the patent holder’s 

consent. For example, local pharmaceutical companies may obtain compulsory licenses 

to produce generic versions of patented medicines or to import generic versions of 

medicines from foreign manufacturers. (Derived from: Wise, 2006:344).  

Bird (2009:219) emphasized that compulsory licenses should be “narrow” and should be 

made in consultation with the patent holders at any time. The decision to go to a 

compulsory license should only be taken when negotiations have totally failed. Bird 

(2009:303) also highlighted that for compulsory licenses “adequate remunerations” 

should be provided to the patent holders. In an overview, made by Taubman (2008:962), 

it appears that these range from 0.02% to 8%; the lower end of this range is assumed to be 

insufficient. Bird (2009:211) concluded that the granting of compulsory licenses and the 

introduction of generics onto the market as soon as practically possible, has no effect on 

innovation in the patent-based pharmaceutical industry. 

Compulsory licensing is the most frequently described measure in this thesis author’s 

literature survey. Publications on this topic are numerous. A few additional references are 

cited: Musungu and Oh (2006), WHO (2006b), ‘t Hoen (2009), Pogge et al (2010), 

Davies (2010). 

21)    Parallel importation/parallel trade  

Parallel import is the importation and resale of a product in a country, without the 

consent of the patent holder, of a patented product that has been legitimately put on the 

market of the exporting country. This means that drugs sold at a lower price in one 

country can be imported into another country where the same drug is sold at a higher 

price. (Derived from: Wise, 2006:343). 
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This thesis author wishes to emphasize that the definition according to Wise is a little bit 

tricky. Yes, the imported product can be sold in another country at a higher price, 

however that price is still much lower than if the product would be marketed under strict 

patent law. 

Musungu and Oh (2006) emphasise, however, that it is important to remember that while 

this “flexibility” is allowed in the TRIPS agreement and was confirmed by the Doha 

declaration, it does not automatically translate into the national regimes, and it will be 

necessary for specific legal provision, to be enacted in national laws. 

From the standpoint of the international trading system, the focus of the exhaustion 

question is whether it operates on a national, regional or international basis. If a country 

recognizes a doctrine of national exhaustion, an Intellectual Property Right (IPR) holder’s 

right to control movement of a good or service is only extinguished by the first sale or 

marketing of a good or service within the territory of that country. In the case of a 

regional exhaustion, an IPR holder’s right to control movement is extinguished when a 

good or service is first sold or marketed in any country of the region. In the case of an 

international exhaustion, an IPR holder’s right to control movement is extinguished when 

a good or service is first sold or marketed anywhere in the world.  

(http://www.ggp.up.ac.za/.../12UNCTADTRIPSResourceBookCh5.pdf). 

22)    Drug donation  

Some companies have maintained excellent programmes of drug donation, e.g. some have 

given away well over 100 million treatments or have offered to supply a particular 

product free in particular countries. (Derived from: Henry and Lexchin, 2002:1590). 

Scherer and Watal (2002) confirm that, indeed, when the potential recipients of drug 

therapy have too little income to purchase a needed medicine even at discriminatory 
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prices close to the marginal cost of production, pharmaceutical companies sometimes 

provide their products through outright donations. 

Charitable organizations, often private and corporate philanthropic foundations, donate 

money either to supply medicines to “drug donation” projects, or to drug development 

itself. Examples of such organizations are: The Rockefeller Foundations, the Bill and 

Melinda Gates Foundation, PEPFAR, and the Kaiser Family Foundation. In the United 

Kingdom, there is the Wellcome Trust and in India the Tata Memorial Centre 

(Gerhardsen, 2006). 

23)    Patent donation (free licenses)  

Donation of patents to parties in resource-poor settings. (Derived from: Gerhardsen, 

2006:348). 

In general terms, under voluntary licensing is understood: negotiations where terms are 

formally established in negotiations between licensor and licensee: the relative bargaining 

power of the two parties depends on whether or not the licensor is threatened by generic 

competition (Shadlen, 2007). In the case of free licenses or patent donations, the patent 

holder is granting a license, free of charge to another party. 

‘t Hoen (2009) describes “patent pools.” These are forms, companies or organizations  

can use to manage patent IP collectively. Patents are brought together (pooled) and made 

available on a non-exclusive basis to manufacturers and distributors of medicines against 

the payment of royalties. So, it is not a form of patent donation, however, a beneficial 

“one-stop-shop” for licensors and licensees (‘t Hoen, 2009:90). 

24)    Enterprise-level initiatives  

This concept proposes enterprise-level measures (not only pharmaceutical enterprises, 

but companies of any kind) that could make medicines more affordable for their infected 

employees. One measure would be to provide free, or subsidized, medicines to the 
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employees. Another measure would be to help infected employees by allowing them to 

continue to work, to avoid reduced income. (Derived from: Katrak, 2004:316). 

Although these measures are of considerable interest, it is likely that they will be 

implemented mainly by the larger enterprises. The costs of providing medicines, per 

employee, are likely to be lower for the larger enterprises: they could make larger 

purchases and obtain price discounts, and, moreover, the “fixed costs” of medical 

equipment could be spread over a larger number of employees. The scope for allowing 

flexible working arrangements is also likely to be greater in larger enterprises: they could 

more easily introduce some division of labour whereby the infected employees could 

specialise in certain simple tasks (Katrak, 2004). 

25)    Differential pricing/tiered pricing/discriminatory pricing  

Differential pricing, tiered pricing, equity pricing or discriminatory pricing (e.g. Ramsey-

Baumol-Bradford pricing or simply Ramsey pricing) is a mechanism used by 

multinational pharmaceutical companies, under which prices are much lower in nations 

with low ability to pay and/or high price elasticity of demand than in wealthy nations. 

(Derived from: Scherer and Watal, 2002:913-928). 

 Vasan and Yong Kim (2009) emphasized that in the meantime a lot of differential 

pricing techniques are applied for HIV/AIDS, tuberculosis and malaria, often to great 

effect. However, unfortunately, this precedent has not yet benefited the markets for other 

essential medicines. Therefore, they plead for additional reforms of the pricing systems so 

as to expand differential pricing to any type of medicine. Williams (2007) stated that 

pharmaceutical price regulation is highly politicized, both globally and in South Africa. 

South African law and policy makers ought to consider the principles of differential 

pricing in greater detail so that it may be worked in into the current regulatory 
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framework. Therefore, he considered the possibility of granting compulsory licenses only 

as an interim solution.  

Differential pricing is also referred to as Ramsey Optimal Pricing (see under 19), and 

allows pharmaceutical manufacturers to price according to the price sensitivity of 

consumers, thereby ensuring that poorer consumers can afford essential medicines 

(Williams, 2007). 

Although differential pricing and equity pricing are often mentioned as synonyms, this 

thesis author emphasizes that differential pricing can be generally applied, also between 

two groups of rich and very rich consumer populations. However, equity pricing is a 

policy that ensures, from the point of view of the community and the individual, that the 

price of a medicine is fair, equitable and affordable, even for a poor population and/or the 

health system that serves them. 

26)   Voluntary discount pricing, beyond differential pricing  

Price discounts offered by manufacturers, (often after intense and increasing pressure 

from protestors, including policy makers), to provide a common solution in distributing 

life-saving drugs to developing countries. (Derived from: Mascarenhas et al, 2005:407). 

With measure 26, the intention of this thesis author has been to create a pricing 

mechanism, in between severe differential pricing where prices can go down to the 

production cost of the medicine, and, drug donation. As such, it lines up the best with 

equity pricing, explained under measure 15. As such, it is a combination of the strictest 

discount pricing methods, and pure philanthropy. Dunne (2007) gives an example: prices 

in the least developed countries are discounted by 95% or greater. In some circumstances, 

depending on the drug involved, these discounts can provide the medicine below cost. 
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 The following two paragraphs elucidate this thesis author’s view on a few links 

between some of the individually listed measures.  

A first link is that between measures 2, 7 and 9. All three are measures where public 

funding is the driving force. However, in measure 2, public funding provides incentives 

to those companies that come up with new medicines that have an improved “therapeutic 

effect.” These impact the DALY calculation directly. Measure 7 is more broadly related 

to public funds for medical innovations (not only based on therapeutic effect), and can be 

more broadly used in the field of improved delivery systems or dosage forms, improved 

toxicity profiles etc. Finally, measure 9 is very broadly focused on public grants with 

which the whole development of a medicine can be financed, through which the medicine 

comes in the public domain from the launch date onwards. 

 Another link is that between measures 14, 15 and 16. All three measures are part of 

what could be called a global solution for access to medicines and for poverty. It is this 

thesis authors standpoint that measure 14 (Marshall Plan), has as first objective to 

stabilize and improve economy, from which poverty alleviation and increased access to 

medicines can profit indirectly. Measure 15, “Jeffrey Sach’s principle” has as its primary 

aim to alleviate poverty directly, which again, will be beneficial for the access to 

medicines situation. Finally, measure 16, starts from the same assumption, namely (as 

measure 15) that rich countries must dedicate a certain percentage of their GNP to help 

poor countries. The help in this case is, however, directly focusing on the development of 

medicines for neglected diseases that “disproportionally affect developing countries;” so 

it has a direct impact on access to medicines. 

 Finally, it must be stated that Michael Ravvin (2008) from Colombia University 

argued that existing mechanisms that are intended to mitigate the harms of the current 

pharmaceutical patent system, such as bulk buying, differential pricing and compulsory 

                              - 110 - 



 

licenses, are inadequate and perhaps even counter-productive over the long-term. He 

claimed that other incentive mechanisms, such as government research grants, are also 

inefficient and too limited in scope (Ravvin, 2008), and that measures such as the priority 

review voucher, AMCs and the Health Impact Fund have the most chances for success in 

the future. 

 

 In Chapter 3. “Research Design, Materials and Methods,” it is explained how the 

selected approaches were grouped together and displayed in the questionnaire lay-out. In 

the foregoing descriptions, the approaches were listed in the sequence of the groups 

defined and described in Chapter 3. 

 

 An approach that was found in the literature, but was not selected for inclusion in 

the questionnaire, because this thesis author felt it to be too far away from the scope of 

the research, was “tourism development to reduce poverty.” Indeed, tourism brings in 

foreign currency that might help stabilize a country’s system and reduce poverty. 

However, the example of Kenya shows that this is easier said than done. Akama (1997) 

highlighted the problems and pointed to policy alternatives. He also described the 

evolution, the rise and fall of tourism in Kenya (Akama, 1999). Mueller (2008) pointed to 

three precipitating factors that were ignited by Kenya’s 2007 election: the gradual loss of 

the state’s monopoly of legitimate force, the deliberate weakening of institutions and the 

lack of programmatic political parties, which gave rise to a “winner take all” view. 

Fletcher and Morakabati (2008) have identified that political instability has an ever more 

severe negative impact on tourism development, even more severe than low-to-medium, 

one-off terrorist attacks. Mwangi (2008) concludes that corrupt political party financing is 

a threat to democracy in the country. 
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2.5. Theories and Conceptual Frameworks Used as Sounding Boards  
 
 In this section, the theories that have been described thus far in this thesis or that 

will be used in the next chapters, and that are being used as sounding boards to interpret 

events or data, will be described in some more detail. Some of them were helpful in 

setting up the research questionnaire and the interview schedules, described in Chapter 3. 

Others helped this thesis author in interpreting and putting the data collected on a clear 

conceptual background. How exactly the theories or conceptual frameworks are believed 

to be helpful in explaining results or acting as a reference board for the interpretation of 

data is addressed in Chapter 3. “Research Design, Materials and Methods.” 

 

2.5.1. Organizational Theory: Henry Mintzberg 

2.5.1.1. Structure in Fives 

 Mintzberg distinguished five major components of an organization, namely:  

• the operating core: that part of the organization that performs the operational work; 

• the techno-structure: people and departments that shape the working processes; 

• the middle line: managers leading people; 

• the strategic apex: people identifying and implementing the general strategy; 

• the support staff: people and departments providing supporting services. 

A Graphical representation of the five constituents of an organization according to 

Mintzberg is shown in Figure 2-4  (Open University, 1993).  
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The five basic components of an organization according to Henry Mintzberg 

 

  Strategic Apex 

Middle  Support Staff 
eTechnostructur   Line 

Operating Core 

Figure 2-4: Mintzberg’s five default components that constitute an organization 

 
Each of these components has an affinity with one of five coordination mechanisms that 

Mintzberg described and that are essential to streamline activities in an organization. 

Mintzberg’s five coordination mechanisms include: 

• Direct supervision, e.g. a surgeon has the lead of an urgent surgical procedure; the 

other members of the team execute what he commands; 

• Standardization of work, e.g. technical people perform routine maintenance on a 

chemical installation; material, methods and distribution of tasks are prescribed in a 

scenario book; 

• Standardization of skills, e.g. family doctors will predominantly use the same 

procedures/install the same treatments for the same illnesses, because of their well-

defined and well-aligned, medical education, harmonized amongst medical schools; 
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• Standardization of outputs, e.g. sales managers get their target for the increase of the 

revenues to be achieved by the end of the quarter; 

• Mutual adjustment, e.g. three inspectors perform an audit of a big company; after 

each step, they mutually make new agreements related to the nature of their inspection 

and the allocation of tasks. 

It must be highlighted that Mintzberg added a sixth coordination mechanism, namely the 

culture of the organization (Open University, 1993:69). Indeed, it is very well possible 

that people adjust and align their behaviour and their activities because they all act 

according to the same beliefs.  

 Based on these components and mechanisms, Mintzberg identified the following 

five types of organizations:  

• the simple structure; 

• the machine bureaucracy; 

• the professional bureaucracy; 

• the “divisionalized” form; 

• the adhocracy. 

In a way, the different organization forms represent possible stages in the growth of an 

organization from a very simple one-person business to either a huge, structured 

multinational or a less structured, but extremely complex organization. Each of these 

organizations will show a particular pattern in which the five organizational components 

are present, either in a rudimental form, very little developed, or in a very much 

developed form. 

Addendum 2-4 presents an overview of how the five organizational types were 

represented by Mintzberg. Each of the organizational components also has an affinity for 

a predominant/default coordination mechanism, most optimally suited to get the work 
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done. As a consequence, the relationship “organization type – organization component – 

coordination mechanism”, or what Mintzberg (1983) refers to as the “Structure in Fives” 

can be represented as displayed in Table 2-7.  

                                  Organizational structure according to Henry Mintzberg - Structure in Fives

Organization Type Simple Structure Machine Bureaucracy Professional Bureaucracy Adhocracy Divisionalized Form

Organization Component Strategic Apex Technostructure Operating core Support Staff Middle Line

Coordination Mechanism Direct Supervision Standardization of processes Standardization of Skills Mutual Alignment Standardization of output
 

Table 2-7: Predominant links between type, component and coordination mechanism in 
an organization, according to Mintzberg (Open University, 1993) 
 

A typical example of a machine bureaucracy would be a big local pharmaceutical 

production plant. For a professional bureaucracy, hospitals and universities are the most 

commonly used examples.   

2.5.1.2. A Contingency Theory Approach 

 From the above, it is clear that a relationship exists between the complexity of an 

organization and the coordination mechanism needed. In the contingency approach to 

which Mintzberg’s work belongs, it is investigated how an organization responds to a 

number of characteristics of the work to be done and the environment in which the 

organization operates. These characteristics are called contingencies. The contingency 

approach claims that there is no “one best way” of organizing a company, but that each 

organization must be aligned with the characteristics of the work and the environment. A 

complex environment orders a complex organization. Otherwise, a very flexible 

environment requires simple, flexible structures (Open University, 1993). The simple 

structure, where direct supervision is almost the only and the default coordination 

mechanism, is per definition a small organization. Mutual alignment is the default 

coordination mechanism that is used in very complex situations in small organizations or 

in sub-units or larger organizations, sometimes between two people, but always in a 
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limited group or team. Standardization (of processes, skills and outputs) are only needed 

when large numbers of people are involved, i.e. in big organizations (Open University, 

1993). Therefore, the respondents of the questionnaire survey will be requested to 

indicate the size of their organization (<50 / >50 but <500 / >500 employees). 

 

2.5.2. Hofstede’s Cultural Consequences Theory 

2.5.2.1. The Determinants of the Theory 

 Hofstede (1980) stated that people have mental programs which develop in 

childhood and which are reinforced in schools and organizations. These programs, in the 

minds of people, are the components of national cultures. They determine the individual 

thoughts of people, but also, the way people behave as individuals within organizations, 

especially at work. The way those mental programmes affect human behaviour go 

according to four components or major dimensions: power distance, uncertainty 

avoidance, individualism, and masculinity. Hofstede built on the definition of power 

distance as defined by Mulder (1977:90). Power distance (PDI), in his view, is the 

degree of inequality in power between a less powerful individual (I) and a more powerful 

other (O), in which I and O belong to the same (loosely or tightly knit) social system. 

Striving for power is not fed by dissatisfaction but by satisfaction. In the context of the 

organization, power distance often trickles down to how frequently and to what extent 

employees are afraid to express disagreement with their managers. When managers are 

more often considered as autocratic, employees are more often seen as being afraid to 

disagree with them, and vice versa. Hofstede observed that lower-education and lower-

status occupations tend to produce high power distance values and vice versa. Education 

was found, by far, to be the dominant factor. Hofstede linked, in several ways, the 

component power distance with inequality and inequity. Uncertainty avoidance (UAI) in 
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a country’s culture depends on and correlates positively with three factors, namely rule 

orientation, employment stability and stress. It mainly relates to uncertainty about the 

future and was considered by Hofstede as a basic fact of human life with which we try to 

cope via domains of technology, law and religion. Organizations try to cope with 

uncertainty in two basic ways: by using decision rules emphasizing short-run reactions to 

short-run feedback rather than anticipation of long-run uncertain events, and by avoiding 

the requirement that they anticipate future reactions of other parts of their environment by 

arranging a negotiated environment. Individualism (IDV) deals with the fact that the 

relationship between the individual and collectiveness in human society is not only a 

matter of ways of living together, but it is intimately linked with societal norms. Hofstede 

put this in the perspective of the dichotomy between the alienation of the “privatized” 

individual and the tyranny of collectiveness. It is the individualism-versus-collectivism 

dimension, which relates most closely to a country’s level of economic development. The 

more moral involvement there is in smaller firms, the more calculative the larger ones 

tend to be. This suggests a positive correlation between organization size and 

individualism. Hofstede found a striking 0.82 correlation between individualism and 

wealth (situation 1970, GNP per capita). Masculinity (MAS) is Hofstede’s fourth 

component of culture. In organizations, there is a relationship between the perceived 

goals of the organization and the career possibilities for men and women; business 

organizations have “masculine” goals and tend to promote men; hospitals have more 

“feminine” goals and, at least on the nursing side, tend to promote women. 

 In a later publication, together with his son Gert Jan Hofstede (Hofstede and 

Hofstede, 2005), the results of Geert Hofstede’s original work were put in a more up-to-

date setting. Indeed, many countries that existed in the 70-ties/beginning of the 80-ties do 

not exist any longer: the Soviet Union, Federal Republic of Germany. Therefore, the 
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original data were put in the world picture of countries of the beginning of the 21st 

century, and in addition, more, and more detailed country data were provided, all based 

on Geert Hofstede’s original work. Just as an example: whereas, in the original 

publication (Hofstede, 1980), data were provided for Belgium, in the recent version, data 

were, to a larger extent, trickled down to French speaking Belgium and Dutch (Flemish) 

speaking Belgium. More importantly, however, is the fact that in this work, a fifth 

dimension, a fifth culture component was added: Long-Term Orientation (LTO). A lot 

of inspiration for this fifth cultural component was found in Confucianism. Confucius, or 

Kong Ze, as he is called in Chinese, was born about eighty years before Socrates. 

Confucianism is not a religion but a set of pragmatic rules for daily life derived from 

Chinese history. Hofstede and Hofstede (2005) defined long-term orientation (LTO) as 

the fostering of virtues oriented towards future rewards – in particular, perseverance and 

thrift. In opposite terms, short-term orientation stands for the fostering of virtues related 

to the past and present – in particular, respect for tradition, preservation of “face,” and 

fulfilling social obligations. This was not the first time that Hofstede described this fifth 

component of his conceptual framework on culture’s consequences. Several years before, 

he had already explained the concept and added it to this theory, in the framework of 

personnel management (Hofstede, 1998). 

 Hofstede and Hofstede (2005) suggested that it should be possible to link 

Mintzberg’s typology of the five organizational configurations (from simple structure to 

adhocracy) to the national culture profiles based on Hofstede’s data. 

 Other investigators have tried to capture national culture, for instance Trompenaars, 

who developed a seven-dimensional model for national culture differences, from which 

he states they are relevant to the conduct of international business. However, Hofstede 

(1996) raised serious concerns about Trompenaars’ conclusions and about the 
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methodology used. He argued that the theory in Trompenaars’ book is not supported by 

the data, and that there was an evident lack of content validity of the instrument used. 

2.5.2.2. Hofstede’s Findings 

 Hofstede developed a system of indices to capture and measure the degree to which 

country cultures adhere to his four original cultural components. A low index or score 

means, low adherence to the component; a high score indicates a strong affinity for the 

component. The values of the four indices for 40 countries, included in Hofstede’s 

original research are shown in Addendum 2-5.  

 For the fifth element of Hofstede’s concept, long-term orientation (LTO), only 

limited data are available. The Table 2-1 presented in 2.1.4 contains the results of this 

thesis author’s investigation of whether LTO could be linked to the dichotomy “conflict 

countries” versus “non-conflict countries.” However, the expected link between those two 

parameters, suggesting that long term orientation could be correlated with absence of 

conflicts, was not demonstrated.   

 Verluyten (2000) also elaborated on LTO in his book “Intercultural communication 

in business and organizations.” With a Chinese proverb, “Ancestors planted the trees, 

descendants enjoy the shade” as an illustration, he pointed to the fact that indeed the top 

five positions in the table are taken by Asian countries (Hong Kong is in the meantime 

officially part of China). From his own experience, Verluyten elaborated on African 

countries. Only two African countries were in Hofstede’s research on LTO, however, 

based on independent evidence, Verluyten suggested that African countries (and West 

and Central African countries even more than East and Southern African countries) are 

geared towards the short term. In the West, waiting means losing time, as time elapses 

continuously whether we are engaging in any activity or not. But in African culture 

(mainly Bantu), time is not an independent commodity, which you can use or lose; it is 
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linked to events or actions taking place. Therefore, when you are “waiting” (inaction), 

you are outside this time dimension, and the “length of time” (in Western eyes) you are 

“waiting” (in Western eyes) becomes equally irrelevant (Verluyten, 2000).  

 

2.5.3. Maslow’s Hierarchy of Needs Theory 

 Maslow (1954) brought together human needs into five fundamental categories of 

need, and put them into a hierarchy. He defined the categories as:   

• Physiological needs: needs that serve the maintenance of the human genus, like 

food, sleep, health, sex etc; 

• Need for security/safety/certainty: the need for predictable situations, personal 

safety, and assurance that physiological needs can also be met in the future; 

• Love/belonging/social needs: the relatively passive need to belong to a group, and 

the rather active need to help others; 

• Esteem needs: needs for status, respect, appreciation by others, need for self-respect, 

self-confidence and independency; 

• Need for self-actualization: the need to be able to use the person’s own 

competencies and skills. 

 

 According to Maslow, these needs show a cascading, hierarchical structure: a next 

need will only develop if the preceding, underlying need(s) are sufficiently fulfilled. For 

example, human beings only start thinking of survival in the future (needs for security), 

when the underlying physiological need (day to day survival) is sufficiently covered. 

Another example could be that when a successful, world-famous artist gets a severe 

illness, through which his life is endangered, he/she is tumbling from the highest level of 

self-actualization to the lowest level of physiological needs, which completely derails 
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his/her status, self-confidence, social life, and objectives for the future. Figure 2-5 

illustrates the conceptual framework of Maslow’s hierarchy of needs. The path of 

fulfilling the hierarchical needs is different for every person. Maslow stated that only a 

limited number of people get to the highest level of self-actualization (Open University, 

1985). For that reason, Maslow’s conceptual framework is predominantly depicted in the 

form of a pyramid. There have been many different ways used in the academic literature 

and on the Internet, to display Maslow’s concept. Figure 2-5 is the most down to earth 

and most simple representation. 

Maslow’s pyramid of needs 

 

 

 

 

 

 

 

 

 

 

 

 

Morality 
Creativity 

Spontaneity 
Problem solving 
Lack of prejudice 

Acceptance of facts 

Self-esteem 
Confidence 

Achievement 
Respect of others 

Friendship, family, sexual intimacy 

  Security of body, of employment, of resources, 
of morality, of the family, of health, of property 

Breathing, food, water, sex, sleep, homeostasis, 
excretion Physiological 

 
Safety 

Love/  
Belonging 

 
Esteem 

 
Self- 
actualization 

Figure 2-5: Maslow’s hierarchy of needs depicted in the form of a pyramid 

 Although this theory is meant to be applicable for people, as individual organisms, 

the headlines could also be applied to organizations and countries. A clarification for the 
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fact that this theory can be applied both on individuals and on organizations, is described, 

from the standpoint of the “organistic” school, under section 3.1. 

  

2.5.4. The Game Theory / The Prisoner’s Dilemma 

 The knowledge of game theory came into play when John von Neumann and Oskar 

Morgenstern published a book named “Theory of Games and Economic Behaviour” in 

1944. Development of the theory, however, goes back to the 1930s. In those early years, 

it was mainly applied to biology. Basically, it is a domain of applied mathematics, now 

used in the social sciences, e.g. in economics. The theory predicts behaviour in strategic 

situations in which an individual’s success depends on the decisions made by others. 

Traditional applications are designed to find an equilibrium in the games played. These 

games are well-defined mathematical objects. A number of players make a set of moves 

or strategies, and there exists a set of specifications of payoffs for different combinations 

of chosen strategies.  

 A particular form of the game theory is the “Prisoner’s Dilemma.” A very much 

used example goes as follows: a serious crime has been committed; two armed men were 

arrested and it is certain that they committed the crime, however, there is no evidence to 

prove it. They are put in jail, separately, in such a way that they cannot communicate with 

each other. The judge makes the proposition to both, as described below: 

• If you both remain silent, you will both get a fine for being in the possession of fire 

arms without a permit; 

• If one of you admits the crime, he will be released without conviction. The other one 

will get the maximum punishment of ten years in jail, because of not being collaborative; 

• If both admit, you will both share the maximum punishment, namely, each of you 

will spend five years in jail.  
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 The essence of the dilemma is that for both suspects together, it is better to remain 

silent. However, every suspect will think of his own advantage. So, independent of what 

the other one does, it is better for each suspect to confess. Table 2-8 shows in overview 

format what the outcome will be for each of the suspects.  

Prisoner’s dilemma 

I remain silent I confess

He remains silent I will get a fine. I will be free.
He will get a fine. He will be ten years in jail.

He confesses I will be ten years in jail. I will be five years in jail.
He will be free. He will be five years in jail.

 

Table 2-8: Options and consequences in the classical prisoner’s dilemma 

 In relation to the access to medicines discussion and poverty, Bird and Cahoy 

(2008:321), and Henderson (2006) have extensively described how game theory and the 

prisoner’s dilemma are applicable in that field.  

 Bird and Cahoy (2008) point to the game theory in saying that developing countries 

that issue compulsory licenses face additional risks in attracting global capital. The same 

message was brought by Henderson (2006) and Wogart et al (2008). El-Said and El-Said 

(2007) challenge the claims that free trade associations bring specifically and in general 

to developing countries. The authors provide evidence, which strongly suggests that 

benefits from e.g. the Jordan-US free trade agreement have been largely exaggerated 

while the costs underestimated. 

 Faunce et al (2005) concluded for the Australia-US Free Trade Agreement, that it 

remains uncertain what sort of impacts – if any – the agreement (AUSFTA) will have on 

Australia’s Pharmaceutical Benefits Scheme (PBS), focused on federal government 

reimbursement after expert cost-effectiveness evaluation. 
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 MacDonald (2007) stated, “The power is not with the pills, it is with the pill 

makers” and emphasizes that the response to access to life-saving treatments should not 

be different in developing or developed countries. 

 An interesting aspect is that the prisoner’s dilemma and the logic of collective 

action, described by Ostrom (1990) are very similar concepts. Olson (1965) already stated 

a long time ago, that unless the number of individuals is quite small, or unless there is 

coercion or some other special device to make individuals act in their common interest, 

rational self-interested individuals will not act to achieve their common or group interests. 

In the same line, Ostrom (1990) indicated that both the prisoner’s dilemma and the logic 

of collective action consider the many problems that individuals face when attempting to 

achieve collective benefits. At the heart of each of these models is the free-rider problem 

(Ostrom, 1990). Whenever one person cannot be excluded from the benefits that others 

provide, each person is motivated not to contribute to the joint effort, but to free-ride on 

the efforts of others. Game theory and prisoner’s dilemma have been used to identify key 

criteria for designing frameworks for international collective action/institutions. These 

key criteria relate to aspects of changing the structure of incentives, understanding the 

role of reciprocity, improving institutional structures and repeated negotiations, 

renegotiating rules at key stages, and to understand the role of reputation in influencing 

outcomes (Stern, 2007). Although these key criteria were defined in the field of climate 

change, it is this thesis author’s opinion that they apply as well in the field of access to 

life-saving medicines (to the medicines themselves, but also to the scientific knowledge 

linked to them). Although the World Health Organization regularly stated that collective 

action is needed to overcome health threats in developing countries (WHO, 2004a), 

Ostrom (1990) stated that models such as the prisoner’s dilemma and the logic of 

collective action are inadequate, exactly because they are based on the free-rider problem 
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where individual, rational, resource users act against the best interest of the users 

collectively. She found that groups that are able to organize and govern their behaviour 

successfully are marked by the following basic design principles: 

• Group boundaries are clearly defined. 

• Rules governing the use of collective goods are well matched to local needs and 

conditions. 

• Most individuals affected by these rules can participate in modifying the rules. 

• The rights of community members, to devise their own rules is respected by external 

authorities. 

• A system for monitoring member’s behaviour exists; the community members 

themselves undertake this monitoring. 

• A graduated system of sanctions is used. 

• Community members have access to low-cost conflict resolution mechanisms. 

• For common-pool resources that are parts of larger systems: appropriation, provision, 

monitoring, enforcement, conflict resolution, and governance activities are organized 

in multiple layers of nested enterprises. 

 

2.5.5. The Theory of Reasoned Action of Fishbein and Ajzen 

 Fishbein and Ajzen (1975) developed a theory, which would enable to explain and 

even predict human behaviour. Figure 2-6 shows an overview of Fishbein and Ajzen’s 

conceptual framework. It is called the theory of reasoned action. In their view, the 

triggering of behaviour, materialized via an intermediate variable namely “behavioural 

intention,” is threefold:  

• the own intrinsic attitude of people with regards to that behaviour; 

• the social norm; 
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• self-effectiveness in showing the behaviour. 

 Overview of Fishbein and Ajzen’s theory of reasoned action 

          X

Attitude towards 
particular behaviour

Social norm Behavioural intention

Self-effectiveness towards 
particular behaviour

Particular behaviour

Road blocks

 

Figure 2-6:   Graphic representation of the theory of reasoned action 

 Fishbein and Ajzen (1975) state that everyone’s own attitude is constructed out of 

cognitive convictions and affective evaluations. In their view one’s attitude is the sum of 

all combinations of convictions and evaluations: Attitude = SUM (O x E), in which O 

stands for a cognitive conviction, and E for an affective evaluation of a particular 

behaviour. The social norm is added by the perception that the person has of the extent to 

which the social environment will approve or reject that particular behaviour. Self-

effectiveness is the estimation by the person of the probability that he/she will be able to 

execute a particular behaviour/competence/skill. Ajzen and Fishbein (1980) brought these 

together in the concept presented in Figure 2-6. An example, given by Fischer and Julsing 

(2007) goes as follows. The attitude towards buying household energy-saving lamps is 

constructed out of a number of convictions that correlate with that behaviour. Such 

convictions can be “the probability that the use of energy-saving lights will result in 

lower energy bills,” and for instance “the probability that energy-saving lamps will match 

with the lamp fittings in the house.” As to the social norm, it is very likely that the social 

environment will support the decision to buy energy-saving lamps, because of the current 

ecology hype. As to the third input, namely self-effectiveness, an individual can raise the 

question: “Am I technically competent to replace the old bulbs by the new energy-saving 
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lamps?” If all three inputs tend to be positive, the behavioural intention to buy energy-

saving lights is born. However, road blocks can prevent the individual from executing the 

behavioural intention. For example, due to the big sales success of the item and due to 

manufacturing issues at the end of the supplier, there are no energy-saving lamps 

available in the shops for a long time. 

 

2.5.6. The Low Cost/High Quality Business Model of Prahalad 

 It has become clear that solving the complex issue of improved access to life-saving 

medicines in resource-limited countries should be supported by a business model based 

on low costs, but at the same time, high quality. In fact, such a business model exists. 

Prahalad (2006b) described what are the constituents of such a model and how it can be 

used to eradicate poverty through profits. In his view, the fortune lies at the bottom of the 

pyramid (BOP). To create breakthrough innovations for the bottom of the economic 

pyramid, the twelve principles, proposed by Prahalad (2006b), are shown in Table 2-9. 

Twelve principles for breakthrough innovation at the bottom of the pyramid. 

1. There should be a clear focus on price performance of products and services. 
2. Hybrid solutions of advanced and emerging technologies are needed. 
3. Solutions must be scalable and transportable across countries, cultures and languages. 
4. All innovations must focus on conserving resources: eliminate, reduce, and recycle. 
5. Product development must be focused on the understanding of functionality, not just 
 form. 
6. Manufacturing is sensitive to the prevailing conditions in the BOP countries. 
7. The design of products and services must take into account the skill levels, poor 
 infrastructure, and difficulty of access for service in remote areas. 
8. New and creative approaches to educate customers must be used. 
9. Products must work in hostile environments. 
10. The interfaces with the consumer should be able to cope with the heterogeneity of the 
 consumer base in terms of language, culture, skill level and prior familiarity with the 
 function or feature of the product or service. 
11. Innovative methods of distribution should be used to reach both rural markets and 
 highly dense urban markets. 
12. Product developers must focus on the broad architecture of the  
 system – the platform – so that new features can be easily incorporated. 
Table 2-9: The twelve principles for breakthrough innovation at the bottom of the 
economic pyramid, according to Prahalad (2006b). 
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 Prahalad (2006a) stated that in this way, a kind of “innovation sandbox” is created 

in which one can play with these twelve principles in order to obtain product and services 

innovations of world-class quality, 90 percent less than the cost of a comparable product 

or service in the West, and that are scalable and affordable at the BOP. It is this thesis 

author’s understanding that Prahalad inversed the economic pyramid, as illustrated in 

Figure 2-7. 

 
The Innovation Sandbox: the economic pyramid reversed

Purchasing power Population Purchasing power Population 
parity in U.S. dollars  in millions parity in U.S. dollars in millions

>$20,000 75 - 100 <$1,500
E. g. sell 10MM at $10 = $100MM 

$1,500 - $20,000 1,500 - 1750 $1,500 E.g. sell 500MM at $1 = $500MM

$1,500 $1,500 - $20,000 1,500 - 1,750

<$1,500 >$20,000 75 - 100

4,000

4,000
Tier 1

Tiers 2-3

Tier 4

Tier 5

Tiers 2-3

Tier 4

Tier 5

Tier 5

Tiers 4

Tier 2-3

Tier 1

 
Figure 2-7: The innovation sandbox according to Prahalad: the economic pyramid 
reversed. 
 
 The way Prahalad sees this happening is through specialization to make the most out 

of the resources, focus on reducing capital intensity, talent leverage, lean workflows, and 

finally customer acquisition, because the success of this business model is based on 

volume. All this is only possible through strong supportive values and good organization. 

The overall culture is one of service, humility, kindness, and equality. Only in this way 

can affordable prices be obtained, and this is achievable in the health care industry 

(Prahalad, 2006b). Prahalad and Mashelkar (2010) also circumscribed it as “Gandhian 

innovation” - doing more with fewer resources, for more people - referring to Gandhi’s 

statement: “Earth provides enough to satisfy every man’s need, but not every man’s 

greed.” As an example they mentioned that the pharmaceutical company Lupin reversed 

the usual drug development process – that is, it gathered clinical data before running lab 
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tests – to create an affordable treatment for psoriasis. It came up with an effective 

formulation for a fraction of the money and time it would have normally taken (Prahalad 

and Mashelkar; 2010). 

 
2.6. Feedback Loop to the Research Question(s) 

 The overarching research question for this research was described in the 

introduction: How can global access to life-saving medicines be optimally enhanced in 

the next decade? 

 The literature research in Chapter 2 has contributed to a better understanding of the 

subject, and as a consequence, the main research question is hereby made more tangible 

in the form of the following three sub-questions. 

• What is the best fit of approaches to increase access to life-saving medicines in 

resource-limited countries, which can help to create a win-win situation for the key 

stakeholders? 

• What are the factors that led to recent conflicts between health authorities and drug 

developers related to access to medicines, namely on the pricing of medicines? 

• What set of recommendations on ethical policies can be formulated based on this 

research, to get beyond the conflict model in the future? 
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3. RESEARCH DESIGN, MATERIALS AND METHODS 
  
 Based on the literature research, described in Chapter 2, the necessary information 

was collected based on which the research questions were defined. Chapter 3 builds on 

that information in the sense that in this chapter, an integrated research design was 

developed to answer those research questions. In addition, in this chapter, appropriate 

materials and methods for data collection and analysis were developed. This chapter links 

with Chapter 4, where the results obtained with these materials and methods, were 

described, analysed and discussed. 

 

3.1. Research Design: Method Triangulation and Its Justification 

 Referring to the research question and sub-questions listed in the previous chapters, 

this research was a combination of ideographic elements (exploratory; highlight the 

unique aspects of individual phenomena) and “nomothetic” elements (explanatory; seek 

to provide more general, law-like statements). This thesis writer’s search for the 

determinants of “why, in recent years, conflicts have occurred between authorities and 

drug companies, mainly in Brazil and Thailand,” belongs to the “nomothetic” part, 

whereas, looking for the best fit of approaches/measures to increase access to life-saving 

medicines in resource-poor countries, and what the best means are to get beyond the 

conflict model, are more ideographic. In this research, both quantitative and qualitative 

methods were used. This should not be a problem, according to Mahony and Goertz 

(2006:228) and Punch (1998:246) who stated that quantitative and qualitative methods 

can be used together in a complementary fashion in particular investigations. For these 

elements of explorative and explanatory research entailing quantitative and qualitative 

elements, specialized literature was consulted (Fischer and Julsing, 2007; Robson, 2002; 

Bell, 1993). The thesis research design combined fixed and flexible elements. The 
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empirical research was initiated via a globally distributed questionnaire, in three 

languages, which represents the fixed element in the survey: a set of predefined questions, 

from which the respondents could not deviate, were answered by means of responses to 

questions on a Likert scale. The questionnaire was supplemented and complemented by 

inputs from semi-structured interviews done by the thesis author, on a one-on-one basis 

with the interviewees. The interviews were the flexible component of the empirical data 

gathering process. It was found that some valuable, additional insights were obtained 

based upon the expertise of the interviewees. In summation, the research design was 

based upon triangulation (Robson, 2002:174). That means that data and insight obtained 

from both quantitative and qualitative research methods were integrated with information 

obtained from the literature to develop the conclusions and recommendations of the 

thesis.   

 To facilitate conceptual explanations of the outcomes of the data collection and 

analysis, a number of theories/conceptual frameworks were consulted and used: six 

theories/frameworks are described in detail in Chapter 2. For a good understanding, the 

essentials of the theories/conceptual frameworks are summarized in the following 

paragraphs.  This thesis author’s insights are provided about why these frameworks can 

be helpful in providing explanations and/or to serve as sounding boards for the 

interpretation of data obtained in this research.  

 The first theory reviewed was Mintzberg’s theory on “organization structures” in 

which he examined how a company grows from a one-person business to a multinational 

enterprise, split up in divisions (Mintzberg, 1981; Mintzberg, 1983) and how that has its 

effect, from a contingency perspective, on its interactions with the outside world. In his 

work “Structure in Fives,” Mintzberg describes five default types of organizations: from a 

simple structure, an organization can transform itself into a professional bureaucracy, a 
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machine bureaucracy, a divisional structure or an adhocracy. Small organizations are, by 

definition, less complex and in general much more flexible, and big organizations are, by 

default, more bureaucratic, complex and inflexible. The link between the coordination 

mechanisms and the size of the organizations was explained earlier in Section 2.5.1.2. It 

would be interesting to know whether or not, in a questionnaire survey such as the one 

established in the framework of this research, people working at small organizations 

provide different answers to the request to specify their preference for approaches to 

increase access to medicines in resource-limited countries, as compared to people 

working in big organizations. Therefore, in the coversheet of the research questionnaire, 

on which the characteristics of the responding organization were to be filled out, a 

particular section was dedicated to specify the size of the organization for which the 

respondent worked.  

 The second theory used was Hofstede’s “cultural consequences” theory. Hofstede 

(1980) defined the culture of countries based on five basic elements: power distance, 

masculinity, uncertainty avoidance, individualism and long term orientation. The culture 

of a country of origin of the respondent may influence the direction of the answers on a 

questionnaire or in an interview. Of particular interest for this thesis author was the fact 

that Hofstede found that, across wealthy countries, the degree of masculinity of a culture 

correlates negatively with the percentage of GNP spent on government aid to third world 

countries. Furthermore, the degree of a culture’s individualism correlates positively with 

wealth of that particular culture (Hofstede, 1980). This is a very clear and direct 

indication of why Hofstede’s conceptual framework might be extremely helpful as a 

framework for interpreting data in this research. 

 A third conceptual framework that could contribute to explain the obtained data and 

results is Maslow’s “hierarchy of needs.” His hierarchy reflects on the fact that humans 
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seek to fulfil higher-ranked needs as lower-ranked needs have been successfully fulfilled. 

Maslow (1943) ranked these needs from low to high in a hierarchy: physiological needs, 

safety needs, belonging and love needs, esteem needs, and self-actualization. This 

framework is applicable to individuals, but as well to organizations or countries. The 

strongest argument to support that link is the “organistic” school that compares an 

organization with a living organism, in continuous contact and interaction with its 

environment (Open University, 1993). The latter source refers to proponents of this 

school: J.G. Miller, Katz and Kann, Beer, and Keuning. Although, for several aspects, the 

description at the most detailed level (e.g. food, sex…) does not apply to organizations or 

countries, the higher-level aspects are very comparable: physiological (existence on the 

short term), safety (existence on the long term), social (interactions with other 

organizations, markets, countries), esteem (reputation), self-actualization (independence, 

master of its own decisions). Therefore, it could be a helpful conceptual framework to 

explain outcomes of  questionnaires or interviews.  

 The fourth conceptual framework used as a sounding board for this thesis is the 

Game theory, and a particular constellation of the game theory, namely the prisoner’s 

dilemma. Game theory and prisoner’s dilemma help to understand, on mathematical 

grounds, the behaviour in strategic situations, in which individuals or organizations will 

be successful in making choices, depending on the choices of others. This conceptual 

framework is in the middle of the ethical arena related to access to life-saving medicines 

in resource-poor countries. Each nation that grants compulsory licenses can trigger the 

loss of significant foreign development investments, or the enforcement of trade sanctions 

from donor countries. Thus, each nation has to weigh the benefits against the 

disadvantages of measures such as issuing compulsory licenses and collective action by 

poor nations in this field of braking patents etc., for the benefits of its citizens. The game 
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theory and the prisoner’s dilemma could be helpful in understanding why countries do or 

don’t grant compulsory licenses. Resource-poor countries don’t have the economic and 

negotiating power to stand up to the big Western powers and the pharmaceutical industry. 

They could collaborate with another resource-poor or resource-average country to get 

sufficient negotiating power, for instance to get lower prices for the life-saving medicines 

they need for their people, or for instance to grant compulsory licenses. However, in 

several cases it was reported that the resource-rich countries, in which the headquarters of 

the multinational drug companies are located, talk individually and confidentially with 

the involved poor countries. In a sense, between the lines of the negotiations, they may 

threaten with trade sanctions against the poor countries involved, in case they decide to 

go for e.g. compulsory licenses. So, the situation such countries are in, on the one hand 

collaborating with a sparring-partner to get lower prices for medicines or to get a 

compulsory license, and on the other hand being faced with the potential of losing trade 

benefits, is very comparable with the prisoner’s dilemma. Wogart et al (2008) highlight 

that the analysts and consultants in the pharmaceutical industry have used the game 

theory for a long time, to advise management in the pharmaceutical industry on choosing 

which projects to sponsor and which ones to drop or delay. Of course in deciding among 

different research projects, which not only face a significant risk of failure, but also face 

the possibility of strong competition, even after many years of successful R&D, it is not 

surprising that management is in favour of using such theories (Wogart et al, 2008). 

However, recently, the changing perceptions clearly mirror thinking in terms of a new 

paradigm, away from competition like in the game theory on the merits of cooperation, as 

is illustrated in the establishment of public-private partnerships. Extensive focus in these 

groups is on improving R&D investment and addressing issues of manufacturing and 

supply (Attridge and Preker, 2005). 
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 The fifth conceptual framework used was the theory of reasoned actions of Fishbein 

and Ajzen, which explains how behavioural intentions are driven by attitudes and self-

effectiveness towards particular behaviour, and by social norms. Behavioural intentions 

lead to particular behaviour when either there are no roadblocks for implementation, or 

these roadblocks can be circumvented or overcome. Whereas the other conceptual 

frameworks described in this thesis, are related to organizations and countries, the theory 

of Fishbein and Ajzen has only been used for individuals. Namely, it was only applied on 

the preparedness of individuals to fill in a questionnaire and to try to put their behaviour 

into perspective. This theory is considered to be extremely valid as a framework for 

interpreting results of a questionnaire. It might be the case that the score, respondents 

provided to the questions on a Likert scale indicated their intention to execute certain 

actions, rather than something about their actual implementation of such action. Then 

another parameter would come into play, namely the individual’s resilience and 

persistence to overcome, circumvent or eliminate road blocks. Reference is made to 

Chapter 4. “Results and Discussion,” where links to this theory are made when looking at 

the outcomes of the questionnaire survey, performed in the framework of this doctoral 

research. 

 Finally, the importance of the sixth and last conceptual framework is straight-

forward. It is obvious that a business model based on low cost and high quality, applied to 

the development, production and supply of medicines would have a direct and lofty 

positive effect on access to life-saving medicines in resource-limited countries. 

  

 Both the questionnaire survey and the interviews were performed with the 

collaboration of people working at countries’ Health Authorities (HA), and people 

working at Drug Developers (DD) and Non-Governmental Organizations and/or 
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Foundations (NGO/F). A more detailed description as to how, and to whom the 

invitations to collaborate were sent is presented in Figure 3-1, which shows a schematic 

overview of the research design developed for this thesis. 

Figure 3-1: Overview of the design for the thesis research on the improvement of global 
access to life-saving medicines 
 
  

 Why did this thesis researcher use a questionnaire and semi-structured interviews 

instead of other methods such as observations, focus groups, participating observations 

and so on? It is because these were considered the most practically realizable, due to the 

nature of the subject and the sampling units. Indeed, a global survey is more easily 

organized by means of a questionnaire and is less costly as compared to many other 

methods. The positivistic perspective in which the researcher framed the survey, makes a 

questionnaire with a Likert scale, superior to other methods, because a larger sample can 

be obtained, which is also needed for being able to draw statistically sound conclusions. 

The disadvantage of questionnaire results, namely only “dry” scores are obtained, without 

reasoning or explanations, prompted the researcher to complement the questionnaire 
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survey with a qualitative method. Given the global nature of the research, observation and 

certainly participating observation was considered unrealistic. The shear fact of the 

sensitivity of the subject – open conflicts between health authorities and drug developers 

related to pricing of medicines that occurred in a few countries – led this thesis author to 

the decision to go for an individual approach to question people about their viewpoints 

and explanations for events that happened in the past. Therefore, individual, face-to-face, 

semi-structured interviews (to avoid group-think) were considered more suitable than e.g. 

the use of focus groups, Delphi method etc. So, face-to-face interviews were selected as 

the method of choice to assess socio-economic, healthcare, cultural, religious and 

economical/financial backgrounds and to find reasons and explanations for the outcomes 

of the questionnaire. The question could be raised whether or not individual interviews 

are indeed more appropriate to examine conflicts, which are based on collective 

decisions, since these decisions may be linked to beliefs and value systems in an 

organization or a country. The latter might be very true, however, given the observed 

hypersensitivity of the subject, this thesis author’s opinion is that individual interviews 

were the best approach to obtain honest, non-group-biased answers.  

 To overcome the face-to-face issue with regard to the worldwide location of the 

experts, the interviews were organized by this thesis author in the framework of two 

international congresses, which he attended. 

 

3.2. The Key Stakeholders 

 As described earlier, the key stakeholders in the whole data collection process were 

defined as: Health Authorities (HA), Drug Developers (DD) and Non-Governmental 

Organizations and Foundations (NGO/F).  
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 Under health authorities is meant top function holders of the Ministry of Public 

Health of resource-poor, resource-average and resource-rich countries. However, since 

the ministries of foreign affairs or the ministries of development collaboration of the 

resource-rich countries have very similar objectives as compared to the ministries of 

public health in resource-poor countries, they were also included in the survey. In order to 

assure a standard level of people to fill in the questionnaire, the letters were addressed to:  

• “The Minister of Public Health or the Secretary-General of the Public Health 

Ministry”; 

• “The Minister of Foreign Affairs or the Secretary-General of the Ministry of Foreign 

Affairs” (RRC only); 

• “The Minister of Development Collaboration or the Secretary-General of the 

Ministry of Development Collaboration” (RRC only). 

 In particular cases where the name of said minister or secretary-general was known, 

the name was mentioned on the letter envelope, to make the shipment somewhat more 

personal. State owned medical institutes such as institutes for tropical medicines were 

also categorized under authorities. At the start of the survey, ministries of foreign 

countries were contacted via the embassy of the countries in Brussels, Belgium. However, 

as is explained in section 4.1.2.1, the response was very low, following this indirect route. 

Later in the process, ministries were contacted directly. The addresses of the ministries 

were mainly found on the Internet.  

 With the second group of stakeholders, namely the Drug Developers, is meant:  

• local or international pharmaceutical companies, both patent-based and generic;  

• local or international biotech companies; 

• universities involved in drug discovery (the very first step in R&D for medicines);  

• universities involved in clinical trials (medical schools).  
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The following websites were used to help this thesis author find the appropriate candidate 

pharmaceutical and biotech companies:  

http://www.medilexicon.com/pharmaceuticalcompanies.php 

http://dir.yahoo.com/Business_and_Economy/Business_to_Business/Scientific/Biology/Biotechnology 

The following website was used to identify medical schools to which to send the 

questionnaires:  

http://en.wikipedia.org:80/wiki/List_of_medical_schools 

To increase the affinity of the universities and medical schools involved in drug discovery 

with the content of the survey, priority was given to medical faculties that appeared in the 

“Bentham Science Publishers” list of “Recent patents on Anti-Infective Drug Discovery”:  

http://www.bentham.org/pri/EBM.htm 

Letters were addressed:  

• “To the CEO of the company,” 

• “To the Dean of the Medical School/Medical Faculty.” 

Likewise, in case the name of the CEO or the dean was known, it was mentioned on the 

letter envelope to create a more personal touch, more involvement and commitment.  

 The third class of stakeholders, the NGOs and Foundations comprised a wide range 

of local, regional or global organizations, as listed below: 

• patient organizations; 

• prevention and action groups; 

• medical aid organizations; 

• religious organizations specializing in charity; 

• service organizations specializing in charity; 

• fund-raising organizations; 

• foundations. 

                              - 139 - 

http://www.medilexicon.com/pharmaceuticalcompanies.php
http://dir.yahoo.com/Business_and_Economy/Business_to_Business/Scientific/Biology/Biotechnology
http://en.wikipedia.org/wiki/List_of_medical_schools
http://www.bentham.org/pri/EBM.htm


 

To keep up with the similar levels of participants in the three main groups of 

stakeholders, letters with the questionnaire to the NGOs and Foundations were sent:  

• “To the President of the organization.” 

Whenever available, the name of the president was stated on the envelope. 

 

3.3. The Quantitative Method 

3.3.1. Data Collection: the Survey Questionnaire 

 Based on the findings of the literature, described in Chapter 2, and in line with the 

aim of the research design, described in Section 3.1, a survey questionnaire was 

developed in the English language. Twenty-six approaches to increase access to life-

saving medicines, found in the literature, were selected to be the subject of the 

questionnaire (see Chapter 2). In line with the intended positivist nature of the survey, a 

questionnaire with a Likert scale was developed. The Likert scale of the questionnaire is 

shown in Figure 3-2.  

 

Likert scale of the questionnaire 

 

Fully Mainly Slightly Neither Agree Slightly Mainly Fully
Disagree Disagree Disagree Nor Disagree Agree Agree Agree

Figure 3-2 : Likert scale used in the survey questionnaire 

 

For the processing of the inputs later on, the following convention was a priori decided 

on: 

Score 1 = fully disagree 

Score 2 = mainly disagree 
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Score 3 = slightly disagree 

Score 4 = neither agree nor disagree 

Score 5 = slightly agree 

Score 6 = mainly agree 

Score 7 = fully agree 

 The choice was made to use a 7-point Likert scale, based on Streiner and Norman 

(1995) who stated that by using a 5-point Likert scale instead of a 7-point version, 12% of 

sensitivity is lost in the subsequent statistical analysis. This is confirmed by Fischer and 

Julsing (2007) who indicated that 5- and 3-point scales are too small to get sufficiently 

nuanced answers, and that a 7-point scale helps to map subtle differences, and reduces the 

risk that respondents select the “neutral” options. Out of a positivistic reasoning, the 

researcher has not been willing to accept the loss of sensitivity of going to a 5-point scale 

for the sake of simplicity of the concept. 

 Fisher and Julsing (2007:137) clarify that the nature or the measuring levels in 

quantitative research can be: 

• nominal (different categories; no difference of “more” or “less”; e.g. male and 

 female); 

• ordinal (different categories; difference of “more” or “less”; e.g. primary education, 

 secondary education, university education); 

• interval (different categories; difference of “more” or “less”; difference can be 

 expressed as a number; e.g. the Celcius temperature scale); 

• ratio (different categories; difference of “more” or less”; difference can be expressed 

 as a number, but also as a ratio; there is an absolute zero point; e.g. the Kelvin 

 temperature scale, age of people etc.). 
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 There is some disagreement in the scientific world on whether individual Likert 

items can be considered as interval-level data, or whether they should be considered only 

as ordered-categorical data. Especially when only five levels are used, one cannot assume 

that respondents perceive all pairs of adjacent levels as equidistant. However, often, the 

wording of the response is very symmetrical around a middle category. For these Likert 

scale responses, much information would be lost if they were only analyzed as ordinal. 

Furthermore, if equal spacing of response levels is clearly indicated, the argument for 

treating the responses as interval-level data is strong (Streiner and Norman, 1995:38). 

 Given the fact that in the questionnaire of this research, a more than 5-point Likert 

scale was used, which was built up perfectly symmetrically, and which was displayed 

with equal spacing on the questionnaire, the Likert scale used in this thesis was 

considered as an interval scale in the statistical analysis. 

 

 At the end of the questionnaire a space was provided for handwritten comments. In 

the pilot version, there was room for two types of comments, namely (see also Addendum 

3-1-B): 

• “Respondent’s comments on the content of the questionnaire;” 

• “Respondent’s comments on the lay-out, the user-friendliness and linguistic aspects 

of the questionnaire.” 

 Before sending out the first copies of the pilot-run questionnaire, the document was 

evaluated and assessed by two work-colleagues (Vice President level) of the researcher. 

Minor adaptations of the text and lay-out were made based on their input. They were 

asked for their opinion on what percentage of the addressees (health care professionals) 

would complete the questionnaire and return it. Their estimation was: a response rate of 

around 30 percent. 
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 In the full-run version, the comments space was designated as for “Respondent’s 

comments” only. In an accompanying narrative document, instructions for filling in the  

questionnaire were included. The main characteristic of the questionnaire was that only 

one option could be ticked off per statement to be rated. Additional information, enclosed 

with the questionnaire, included a short description of all the approaches to increase 

access to life-saving medicines in the questionnaire (with reference to the author and the 

year of publication), that were to be rated by means of the Likert scale. The purpose of 

this was to ensure that all participants had the same understanding of what was meant 

with the approaches. As is explained in Chapter 4. “Results and Discussion,” only very 

minor adaptations of the introduction letter, the questionnaire itself and the narrative 

document were needed to generate the documents for the full run, based on the outcomes 

of the pilot run. 

 Addendum 3-1-A shows the English version of the introduction letter for the pilot 

run. The English version of the pilot-run questionnaire is displayed in Addendum 3-1-B, 

whereas Addendum 3-1-C represents the English narrative document for the pilot run. 

Addenda 3-2-A, 3-2-B and 3-2-C represent respectively the English versions of the full-

run introduction letter, questionnaire, and narrative document. 

 Both the pilot run and the full run were done in three languages: English, French and 

Spanish. The question as to which language of the questionnaire was to be sent to which 

country, was defined by the predominant language spoken in a particular country. The 

following internet-site was instrumental to find out which official languages are spoken in 

which countries, and further, which of the languages is predominantly spoken: 

http://www.infoplease.com/ip/A0855611.html. In which language the research was 

organized in each particular country, can be checked in Addendum 3-9 to this thesis text. 
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It is evident that based on that evaluation, the addressees in all Anglo-Saxon countries 

were sent the English version of the documents; to countries that were under the former 

French colonial regime, was sent the French version, and those who had been under the 

former Spanish colonial regime, received the Spanish version. It must be recognized, 

however, that in certain cases, where it was believed to be counter-intuitive, exceptions 

exist to the rule that the language of the former colonial power of the countries was used. 

In the case of Turkey, the choice of French might have been an unfortunate one. Indeed, 

the Turkish authorities requested to send them an English version instead of the originally 

sent French one. For particular countries, with multiple official languages, a choice was 

made by this thesis author, in the best interest of the survey e.g. Belgium (E; 

“community” issues), Switzerland (F). 

 For the sake of simplicity, and to avoid translation or interpretation issues as much 

as possible, the questionnaire survey was limited to English, French and Spanish. This 

means that participants in countries like Germany, Brazil, Ukraine, Japan and many 

others, were sent the documents in the most internationally recognized business language, 

English. 

 Although the translation of the documents from English to French and Spanish was 

initially done by this thesis researcher, his translations were thoroughly revised and 

finally validated and certified by a professional translation office. For this purpose the 

services of Lionbridge Life Sciences, Overschiestraat 55, 1062 HN Amsterdam, The 

Netherlands, were used. 

 Addendum 3-3-A, 3-3-B and 3-3-C show respectively, the French version of the 

pilot-run introduction letter, the questionnaire and the narrative document. 

 Addendum 3-4-A, 3-4-B and 3-4-C show respectively, the French version of the 

full-run introduction letter, the questionnaire and the narrative document. 
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 Addendum 3-5-A, 3-5-B and 3-5-C show respectively, the Spanish version of the 

pilot-run introduction letter, the questionnaire and the narrative document. 

 Addendum 3-6-A, 3-6-B and 3-6-C show respectively, the Spanish version of the 

full-run introduction letter, the questionnaire and the narrative document. 

 As is clear from the questionnaires, the 26 approaches to increase access to life-

saving medicines were clustered into the following six groups. This grouping was based 

on this thesis author’s evaluation and interpretation of the basic working mechanisms; as 

a consequence this grouping is unique for this thesis. It cannot be found in any other piece 

of literature. 

• Group A: Pull mechanisms to stimulate drug developers to develop medicines they 

might otherwise not develop. Under pull mechanisms is understood, any mechanism that 

increases the market potential for medicines, so that the drug companies involved can 

more easily earn back their investments (based on descriptions of Hollis, 2007; Ravvin, 

2008).  

• Group B: Push mechanisms to stimulate drug developers to develop medicines they 

might otherwise not develop. Under push mechanisms is understood, any mechanism that 

lowers the cost of the development of new drugs for the drug developers, so that the 

investments can be earned back more quickly via product sales (based on descriptions of 

Hollis, 2007; Ravvin, 2008). 

• Group C: Approaches that apply at the same time both push and pull mechanisms to 

stimulate drug developers to develop drugs they might otherwise not develop; 

• Group D: Approaches based on international collaborations & treaties. It relates to 

global exercises where the rich countries help the poor ones, by sharing part of their 

affluence. These can either focus on stabilizing the economies of the poor countries in 
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general, as on directly interacting with poverty alleviation, or even more concretely on 

developing medicines for neglected tropical diseases. 

• Group E: Approaches with the main focus on country authorities supporting their 

people in need. This refers to the fact that the local authorities have the primary 

responsibility to have the medical needs of their people evaluated and addressed (Khosla 

and Hunt, 2009). 

• Group F: Approaches with the main focus on corporate and non-governmental 

philanthropy and voluntary price reductions. This group is an assembly of approaches that 

really don’t eradicate the root-causes of the problem, but are related to providing aid in 

the short term, based on philanthropy. 

 

 Measures that were evaluated by this thesis author (and supported by the literature) 

as having predominantly a pull effect were: AMCs, optional rewards on therapeutic 

effect, priority review vouchers, transferable intellectual property rights, tax reliefs for 

drug developers. It was felt that other measures had predominantly a push effect: re-

location of R&D to low-cost countries, medical innovation prizes, the low cost/high 

quality model of Prahalad, public sector funding of R&D. Still other measures were 

believed to utilise both push and pull mechanisms at the same time: disease burden 

incentive systems, addressing the regulatory excess, PPPs, non-profit companies for 

medicines. In the group of measures with the aim to create a global solution by 

transferring part of the affluence of the rich countries to the poor ones were listed: the 

Global Marshall Plan, Jeffrey Sachs’ principle, 0.1% of GNP for medicines for neglected 

diseases. The following measures to increase access to life-saving medicines, found in the 

literature, were considered to fall predominantly under the primary responsibility of the 

local governments in the poor countries: infection prevention, subsidization and 
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reimbursement, price controls/reference pricing, compulsory licensing, parallel 

importation & parallel trade. Finally, the following approaches of the literature were 

considered to be philanthropic in nature, by this thesis author: drug donation, patent 

donation/free licenses, enterprise-level initiatives, differentiated & tiered & 

discriminatory pricing, and last but not least voluntary discount prices beyond differential 

pricing. As is made clear further in the evaluation of the questionnaire survey results, this 

classification was not always easy to apply, and some of the measures classified are not 

unambiguous. 

 

 The envelopes, sent out to the participant organizations, contained:  

• the introduction letter;  

• the questionnaire;  

• the narrative;  

• a recommendation/verification letter of the university of Bradford;  

• a prepaid/free envelope, with which the participants could send back the completed 

questionnaire, free of charge.  

 The reason why “regular post” was selected as the standard way of sending the 

documents to the invited respondents was due to the fact that recent literature still 

indicates that the response rates to hard-copy questionnaires are higher in comparison 

with electronic questionnaires (Robson, 2002; confirmed by Fisher and Julsing, 2007). 

 A copy of the recommendation/verification letter is attached as Addendum 3-7. An 

example of the text printed on the free return envelope is shown as Addendum 3-8. 

As can be observed on the return envelope, a license was obtained in order to be able to 

operate this system of “no stamp required/ne pas affranchir,” for the free return of the 

envelopes. This agreement was made with the “Belgian Post International” under license 
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number CCRI-HBIA-IBRS/BPI/123, for a period of one year. A mailbox to receive the 

returned envelopes was opened at the post office of the community of Beerse, Belgium, 

for the same time period (August 2008 to July 2009): “Post Bus 35, 2340 Beerse, 

Belgium.” Before the start of the pilot run with the questionnaires, a logistical test was 

performed to find out how long it would take the return envelopes to be received in the 

mailbox in Belgium. Sample envelopes were given to Bradford peer students who put 

them in the post at different places in the world. The following results were obtained:  

• From two different places in the Netherlands: 2 days; 

• From London, UK: 4 days; 

• From the Bradford area, UK: 7 days; 

• From Mumbai, India: 22 days; 

• From a hotel mailbox in Dubai: 25 days. 

 From the document “Belgische Senaat, Zitting 1997-1998, 24 Februari 1998 – 

Wetsontwerp houdende instemming met internationale akten – Wereldpostvereniging” 

(1998), it could be derived that the mechanism of returning the envelopes with the 

completed questionnaires free of charge, should work in all the countries sampled, since 

they all signed the World Post Convention. This was confirmed by function holders at the 

“Belgian Post International” in Brussels. 

 The pilot run with the questionnaires was done in Spain, Nigeria, Ukraine, 

Denmark, Belgium and Senegal. In addition, one pilot-run questionnaire was sent to a 

worldwide NGO, headquartered in the US. To other addressees in most of these seven 

countries, full-run questionnaires were sent later. All together, 106 questionnaires were 

sent out in the pilot run. To derive the full-run documents, only very minor changes were 

needed to the documents of the pilot run: see further under Chapter 4. “Results and 

Discussion.” The full-run questionnaires went to 102 additional countries: see Chapter 4. 
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“Results and Discussion.” The pilot run was operated from August 2008 until November 

2008; the full run was operated from November 2008 until February 2009, allowing the 

returning of completed questionnaires until July 11th, 2009 (final deadline).  

 A valid question in this field is how local NGOs of low income countries were 

indentified and included in the sampling, if the search of addressees was done via the 

Internet. Do small local NGOs have an Internet connection? Most probably not. The 

answer is quite simple. Also small local NGOs participate to (often cheap and low 

profile) seminars, conferences, organized by their umbrella organizations. These 

organizations have published lists of participating local action groups, patient interest 

groups etc. on the Internet, with the details of their postal addresses. As an example, a 

large number of small local action groups of women living with HIV/AIDS were 

identified in this way, for which no website or e-mail address was available. 

Nevertheless, their postal addresses became available via Internet. 

 

3.3.2. The Addressees 

 As discussed earlier, the countries to which the questionnaires have been sent were 

defined ad random. The United Nations Development Programme - Human Development 

Report 2007/2008 (http://hdr.undp.org) has been instrumental for the selection. The 

“human development index 2007/2008 list” in this report has been the basis for randomly 

picking out the countries for analysis, for three groups of resource levels (RRC, RAC, 

RPC). Although the basic sampling can be described as a form of “stratified random 

sampling,” it must be recognized that one exception was made. In order to have 

sufficiently representative inputs to answer research sub-question 2, it was made sure 

that, whether or not the three “conflict countries” (Brazil, Thailand and South Africa) 

were selected based on random sampling, they were all three included in the sample.  
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The default scenario for the selection of the addressees was random: 

• one copy to the Ministry of Public Health per country (HA); 

• one copy to the Ministry of Foreign Affairs/Development Collaboration per 

 resource-rich country; 

• one copy to each of 10 Drug Developers per country (DD); 

• one copy to each of 10 NGOs and Foundations per country (NGO&F). 

This means that by default 21 questionnaires were sent to resource-poor and resource-

average countries; 22 questionnaires to resource-rich countries. It must be noted, 

however, that for most of the resource-poor countries, it was not possible to identify 10 

drug developers. In most resource-poor countries and in some of the resource-average 

countries, it was at maximum possible to identify a few drug distributors, let alone 10 

drug developers. The same phenomenon was observed for NGOs and Foundations in 

resource-poor countries, however, to a lesser extent. The most important consequence of 

this is that the drug developers in the sample, by force majeure were mainly concentrated 

in the resource-rich part. However, this cannot be considered a conceptual mistake in the 

design, given the fact that this fully corresponds with reality. There is a particular story 

about countries that received only one questionnaire. In the middle of the survey period it 

was clear that the number of questionnaires being returned from authorities (originally 

sent via their embassies in Brussels) was lagging behind as compared with those from 

drug developers and NGOs/Foundations. In a final attempt to obtain sufficient feedback 

from authorities, one questionnaire was sent to the Ministry of Public Health of many 

additional countries, randomly chosen. 

 In total, 109 countries were selected ad random to be included in the complete 

survey, whereas originally it was only the aim to select 50. Addendum 3-9 shows an 

overview of all these countries to which questionnaires have been sent (minimum one 
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questionnaire; by default 21 or 22; more then 22 questionnaires in particular cases), and 

in which language. Addendum 3-10 shows a typical list of ten selected DDs for one 

particular country (i.e. Germany); Addendum 3-11 shows a typical list of ten selected 

NGOs and Foundations for the same country. 

 If the completed questionnaire had not been returned by three months after it had 

been sent out, a reminder letter was sent via email to the involved addressee. Addenda 3-

12-A, 3-12-B and 3-12-C show the default reminder letter that was used for this purpose, 

respectively in English, French and Spanish (both for pilot-run and full-run purposes). 

 

3.3.3. The Statistical Package: SPSS 

 SPSS is the most commonly used statistical package at universities and other 

research institutions (Greasley, 2006). With SPSS, many types of statistical procedures 

can be applied on large databases and the results can be represented in different ways, in 

tables and graphs. SPSS can also be used to optimize tables and graphs and to statistically 

interpret them. Almost any type of database can be imported into SPSS, and the results of 

the statistical procedures can easily be exported to Word and Excel documents (De 

Vocht, 2005). 

 For the purpose of this research work, SPSS 14.0.1 & Amos 6.0 for MS Windows 

98/Me/2000 & XP – UK (Dutch education version by Surfspot.nl) was used. It contains 

numerous statistical procedures for descriptive statistics, cross-tabulation & Chi-square 

statistics, examining relationships between interval data, parametric and non-parametric 

examining of differences between sets of scores, presenting the data and reporting results. 

 More concretely, as written in Chapter 4, “Results and Discussion” the software was  

used in this research analysis: 

• to calculate frequencies and central tendencies, mean, median, mode values;  
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• to calculate standard deviations, and to identify minimum and maximum values; 

• to explore normality of sets of data;  

• to display histograms, box-plots and scatter diagrams; 

• to perform cross-tabulations of data, and to calculate Chi-square values; 

• to calculate Pearson correlations; 

• to perform reliability/consistency analyses, such as Cronbach’s Alpha; 

• to perform Mann-Whitney U tests (differences between 2 sets of scores); 

• to perform Kruskal-Wallis H tests (differences among 3 sets of scores).  

 

 Since all data in SPSS must be entered in numerical fashion, a code-book was 

developed to translate the inputs from the questionnaire into numerical codes. Addendum  

3-13 represents the code-book used for the statistical work in SPSS. As an example, a few 

snapshots of the SPSS database, are shown as Table 3-1. 

 

Snapshots out of the SPSS database 

 

 

Table 3-1 : SPSS Table: Snapshots from the SPSS database 

  

 A particular aspect to be highlighted is that, because of open conflicts between 

authorities and the pharmaceutical sector have existed in South Africa, Brazil and 

Thailand in the past ten years, these countries were clustered as C (conflict) versus all 

other countries, which were indicated NC (non-conflict). The questionnaires in French 
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and Spanish were clustered “influence of Latin via language;” the questionnaires in 

English on the other hand, were marked “no influence of Latin via language.” All the 

other variables in the codebook (Addendum 3-13) are self-explanatory, with the help of 

the list of abbreviations provided.  

 Table 3-1 shows that, via the codebook, one can derive that the information 

displayed on line 2 comes from a completed questionnaire that was returned by a 

respondent that got the sequential number 2 (NR1), which is representing a local 

NGO/Foundation (NR2), consequently, they belonged to the group of the 

NGO/Foundations in general (NR4), and as a consequence to the non-drug developers 

(NR5). The same respondent (line 2) represents an organization that has fewer than 50 

employees (NR6), hence belonging to the organizations having less than 500 employees 

(NR7), and is located in Spain (NR8). As a consequence, the questionnaire belongs to the 

group of those, which are classified as “non-conflict countries” (NR9) and so on… 

That same respondent’s average score for the approaches/measures to increase access to 

medicines, of group A (pull mechanisms) was 4.5 (NR32). On statement/question 5 

(belonging to group B of statements), the respondent’s score was 5 (slightly agree) 

(NR33), on statement/question 6 (of group B) the score was 6 (mainly agree) (NR34), on 

statement/question 7 (of group B) the score was 5 (slightly agree) (NR35) and so forth.  

 It is emphasized that for any statistical analysis to be performed within this research, 

upfront, confidence levels of >95%, corresponding with p-values <0.05 were established 

as the threshold value for significance. It is also highlighted that in the output tables of the 

SPSS package (Dutch version) used, decimal points are represented as comma’s (see 

particular tables and addenda imported from SPSS, later in this work), whereas in the 

thesis text itself the researcher consistently used decimal points. In general, in the 
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overview tables, more than the strictly needed decimals were displayed, to allow ranking 

and rounding off procedures for the numbers cited in the text.  

 All raw data, questionnaires, letters and so on, will be destroyed exactly one year  

after this thesis author has been officially granted the title of Doctor of Business 

Administration by the University of Bradford.  

   

3.4. The Qualitative Method 

3.4.1. Data Collection: Semi-Structured Interviews 

 The reason for selecting semi-structured interviews as the qualitative method was  

explained in Section 3.1. Also for the interviews, a pilot run was performed prior to 

initiating the full-run interviews. The main objective of organizing interviews was to have 

a dataset, complementary to the dataset of the questionnaires. This thesis author looked 

for particular epidemiological, cultural, religious, social, economic and political aspects 

that might influence access to life-saving medicines in resource-poor countries in the next 

decade. Have some of these aspects been neglected in the previous decade? The 

interviews helped the thesis author look for determinants that led to the conflicts between 

authorities and the pharmaceutical sector related to the pricing of medicines, for instance, 

recently in Thailand and Brazil. Why did this occur in Brazil and Thailand, and why not 

or to a much lesser extent, in other countries? The purpose was also to obtain the opinions 

of the interviewees on the question whether this conflict model will spread to other 

countries, or whether these particular cases were isolated cases. Since the bulk of the 

completed questionnaires were returned in a time period before the onset of the global 

economic and financial crises of 2009/2010, and given the fact that the interviews were 

done a few quarters after its onset, the additional aim of this thesis interviewer was to 

seek the interviewee’s opinions on the effect of these global economic and financial crises 
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on aid programmes, development collaboration, and on access to life-saving medicines in 

resource-poor countries in particular. Finally, top-line statistical results of the 

questionnaire survey were shown and explained to the interviewees, and their first 

impressions, their first reactions to the results as they came out of the analysis of the 

questionnaires, were solicited. As a matter of fact, confidentiality and anonymity of the 

individual data of the questionnaire survey were respected. 

 The identification of the potential interviewees for an interview was done via the 

Internet: on authorities’, drug companies’ and NGO & Foundations’ websites. 

Additionally, speaker and participant lists of international seminars or congresses that 

were put on the Internet by the organizers were used as sources to identify potential 

interviewees. Another source to search for interview candidates was the business network 

of the researcher.  

 

3.4.2. The Interviewees 

 As with the written questionnaires, the survey by means of oral interviews was 

organized with people working at Health Authorities, Drug Developers and NGOs & 

Foundations.  

 As to the authorities, the request for participation was again sent to the Minister of 

Public Health. However, also experts at state research institutes, such as institutes for 

tropical medicine, were contacted. For people working at drug companies and NGOs & 

Foundations, particular high positioned experts in these organizations were contacted. 

Candidates had been earlier identified by means of Internet search or via the business 

network of the researcher. The requests for participation, a request for a suitable timeslot 

for the interview and the request to allow audio-taping of the interview, were sent out via 

e-mail. Upon acceptance via reply e-mail of the interview, acceptance of a suitable 
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timeslot and approval of the audio-taping of the conversation (written consent) was 

solicited and obtained. The interviewees were sent the following attachments by means of 

follow-up e-mail, approximately one week before the interview: 

• an introduction letter; 

• the list of 26 approaches to improve access to life-saving medicines in resource-poor 

 countries, found in the literature (the same 26 as used in the questionnaire); 

• a recommendation/verification letter of the university of Bradford. 

As much as practically possible the e-mails were sent to the personalized e-mail addresses 

of the interviewees. In order to allow the interviewees to prepare themselves, these e-

mails contained the five main questions of the interview, as displayed in Table 3-2.  

The main questions  
 
1. Which are, in your opinion, the most suitable approaches for the next ten years to 
increase access to new, life-saving medicines in resource-poor countries? 
2. Are there particular measures/approaches that require special attention during the next 
few years, from an epidemiological, cultural, economic, political… point of view? 
3. Do you have an idea why there have been conflicts, recently, between the authorities 
and the pharmaceutical industry (related to the price of drugs), in Brazil and Thailand and 
not (or to a lesser extent) in other countries? 
4. What will, in your opinion, be the effects of the current global financial and economic 
crises on access to life-saving medicines in resource-poor countries? 
5. Over the last 10 months, I have run a global questionnaire in which I asked the 
respondents what they believe is the best approach to increase access. I will show and 
explain these results during the interview. I would like to hear your first impression on 
the results. 
Table 3-2: List of the key questions for the semi-structured interviews 

  

 Addendum 3-14 represents the introduction letter used for both the pilot-run 

interview and the full-run interview. No adaptations were needed to move from the pilot-

run version to the full-run version. 

 Addendum 3-15 shows the document with the list of 26 approaches to increase 

access to life-saving medicines, obtained from the literature that was used in both the 
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pilot-run interviews and the full-run interviews. No adaptations were needed to move 

from the pilot-run version to the full-run version. 

 The recommendation/verification letter from the university of Bradford was exactly 

the same as the one used for the questionnaire survey (see Addendum 3-7). 

 A list of the 29 interviewees, with their nationality and the country where they 

deploy their activities, are summarized in general terms, respecting anonymity and 

confidentiality, in an attachment under Chapter 4. “Results and Discussion.”  

 From the beginning, it was the intention of the researcher to do the interviews only 

in English. That was predominantly what was done, however, one interviewee  

understood English, but was not able to speak it. Therefore, that interview was done in 

French. For some of the interviews, the first part of the introduction (the welcoming), was 

in Dutch (Flemish), French or Spanish. 

 All interviews were audio-taped with permission of all the interviewees, except one, 

who refused audio-taping of the conversation. Audio-taping was done by means of a 

PHILIPS digital VOICE TRACER 7780 note-taking device with MP3 play. In order to 

download the interviews to a computer, the PHILIPS VOICE TRACER download 

manager (installation disk V2.6, For Windows® 2000, XP, 12NC 5103 108 8123.2) was 

installed. Thereafter, all interviews were downloaded to a computer, and the 

conversations were transcribed literally into Word documents. 

 

3.4.3. Occasion and Venue for the Interviews 

 The pilot-run interviews were held in Belgium, close to the researcher’s work place. 

In order to avoid the need for world-wide travel to do the full-run interviews “face-to-

face,” the interviews were organized at the occasion of, or in the margin of two major 

international congresses, in which the interviewees participated. The majority of the 
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interviews were held there, however, a minor part, the very last interviews were 

organized via telephone or Skype®. 

 The two international congresses attended by this thesis author were:  

• The 5th International Congress on HIV Pathogenesis, Treatment and Prevention,  

 July 19th – 22nd, 2009, Cape Town, South Africa; 

• The 6th European Congress on Tropical Medicine and International Health, 

 September 6th - 10th, 2009, Verona, Italy. 

 

The 5th International Congress on HIV Pathogenesis, Treatment and Prevention 
(ICHPTP) 
 
 The “International Congress on HIV Pathogenesis, Treatment and Prevention” (i.e. 

IAS2009) was organized by the International AIDS Society. In 2009, it was in partnership 

with a South African-based NGO, Dira Sengwe, organizer of a series of South African 

conferences. It is known as the world’s largest open scientific conference on HIV/AIDS. 

The meeting venue was the “Cape Town International Convention Centre (CTICC).” The 

conference is held every two years and on average attracts more than 5,000 participants 

from all-over the world.  

 

The 6th European Congress on Tropical Medicine and International Health (ECTMIH) 

 The “Federation of European Societies for Tropical Medicine and International 

Health” organized the European Congress on Tropical Medicine and International Health 

(ECTMIH). It is also a biennial event. The 2009 Congress, was held in collaboration with 

the “Italian Society of Tropical Medicine (SIMET),” the “Italian Society of Travel and 

Migration Medicine (SIMVIM),” and the Centre for Tropical Diseases, Santo Cuore 

Hospital, in Negrar, Verona. The Congress took place in the “Palazzo della Gran 

Guardia” in the centre of Verona. The central theme of the congress was “Equity, Human 
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Rights and Access to Care”: an ideal place to do interviews on access to life-saving 

medicines in resource-limited countries.  

 

3.4.4. NVIVO8: Software Package for Qualitative Analysis/Text Analysis 

 In order to extract tangible, measurable results from the interviews, each of the 

audio-taped conversations was literally typed into a Word document. In order to use the 

NVIVO8 software for the analysis of qualitative data, the corresponding Word documents 

were uploaded into the software application for processing. In this way, positive or 

negative statements of the interviewees were linked to particular nodes of a codebook, the 

researcher must predefine for the analyses. The system automatically tabulates the 

number of hits for each predefined node. As a result, qualitative data can be transformed 

into semi-quantitative data. The two most frequently used software packages for this 

purpose are NVIVO and ATLAS.Ti. 

 A comparison was made between ATLAS.Ti and NVIVO8 software for text 

analysis. However, at the end, simply for practical reasons (cheap availability of the 

software to this researcher), NVIVO8 was selected as the software of choice.  

 NVIVO is software developed by QSR International Pty Ltd., to analyse qualitative 

data (Richards, 2005; Richards, 2006a; Richards, 2006b; 

http://www.sagepub.co.uk/richards/): it is the most frequently used software by students 

and researchers. NVIVO8 is an upgraded version of NVIVO7, which was an upgrade of 

its sister software, N6, also known as the NUD*IST software. With this software, 

particular projects can be set up. Inside the established projects, sources of information 

can be imported, such as reports of interviews, or simply created. In order to manage the 

data, cases, attributes and data sets can be defined. NVIVO8 is predominantly used by 

researchers to screen documents and to assign certain passages in the text to particular 
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code-words or code-phrases. This means that before the coding can be done, also with 

this software, a codebook had to be developed, to which the code words or code-phrases, 

found in the texts could then be allocated. As a matter of fact, additional codes can be 

created in the system, in the course of the reading and screening of the qualitative data, 

should one have forgotten to identify these codes upfront. Other possibilities with the 

NVIVO software are to define relationships, to build models (paint programme), to find 

particular items and query the data, explore patterns in matrices, and finally, report and 

show the project data. 

 Addendum 3-16 shows the list of nodes that were created before the screening of the 

interviews started. Class A to F represent exactly the same six groups containing the 26 

approaches that were researched by means of the survey questionnaire (see also 

Addendum 3-2-B), however for the interview codebook, both a positive and a negative 

version node for each measure was established, corresponding with positive or negative 

evaluations by the interviewee of (some of the) approaches. Because the different nodes 

were created as subunits of the same groups of approaches, displayed in the survey 

questionnaire, explained earlier, the nodes were set up as “tree nodes.” During the 

interviews, participants mentioned approaches/measures to increase access to medicines 

that were initially not picked up in the literature research, and as a consequence, were not 

included in the questionnaire survey. Also for these “new” approaches, a positive and a 

negative node was created in the interview codebook in the course of the time period the 

interviews were held (the flexible element of semi-structured interviews). Addendum 3-

17 shows the overview of the nodes for these “new” approaches.  

 Apart from this cluster of tree nodes, two different “sets” were created in the 

codebook. This means that when a statement of an interviewee was coded under one of 

                              - 160 - 



 

the tree nodes, it was also deferred to one of the sub-categories of each of the two 

following “sets”:  

• Set 1: Resource-poor country / resource-average country / resource-rich country; 

• Set 2: Authorities & politics / drug developers & companies / NGOs & foundations. 

 Finally, a cluster of “cases” was created in the NVIVO8 codebook. Each of the 

cases represents evidence for a certain tendency or evidence for a certain explanation of 

observations. Addendum 3-18 shows the list of “cases” for evidence for particular events 

or trends, which has been created in the codebook. Each time an interviewee expressed an 

opinion about evidence of a certain phenomenon, that phrase was marked and coded as 

belonging to a particular “case.” 

 All independent references in the interviews, either positive or negative, to the 

different approaches to increase access to life-saving medicines in resource-poor 

countries were coded and also deferred to the “sets.” Each independent piece of evidence 

for an event or trend was deferred to a particular “case” in the codebook. With 

“independent piece” is meant that when the same statement is given twice, but separated 

by a substantial amount of time in the interview, or originating from answers to different 

questions of the interview, the statement would get a hit twice. In case the same statement 

was mentioned twice, however, as an answer to the same question, or as part of the same 

discussion, it would only get one hit. 

A hypothetical example clarifies the modus operandi. In Table 3-3, a hypothetical 

conversation is displayed. 
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Part of a hypothetical interview 
Interviewee is a person from a resource-poor country, working at a generics 
pharmaceutical company 
… 
Researcher : Which of these measures do you consider most suited to address the issue of 
the limited access to life-saving medicines in resource-poor countries? 
Interviewee : Well, I think compulsory licensing is one of the best tools that exist. I really 
do not believe in drug donation. Of course, sometimes it depends from the local situation. 
You must remember that compulsory licensing is sometimes used to maintain or kick-
start the local pharmaceutical industry. 
… 
Table 3-3: Example: Part of a hypothetical interview   

 It is obvious that in this example the statement “I think compulsory licensing is one 

of the best tools that exist” would get a hit in the node “POSITIVE on compulsory 

licensing” and would also be deferred to the “set” of the resource-poor countries and of 

the drug developers. The statement “I really do not believe in drug donation” would get a 

hit in the node “NEGATIVE on drug donation” and would also be deferred to the “set” of 

the resource-poor countries and of the drug developers. The statement “compulsory 

licensing is sometimes used to maintain or kick-start the local pharmaceutical industry” 

would be coded as a hit for the “case” of the evidence for “maintenance or kick-start of 

local pharmaceutical industry.”  

 As Addendum 3-19 shows, the option exists in NVIVO8 to indicate the selected and 

coded phrases or sentences by means of coloured stripes that appear as vertical lines at 

the right side of the text. These vertical stripes in the right margin of the page indicate 

which sentences have been linked to which predefined codebook nodes. This technique 

was used for the coding of all the typed out interviews. Addendum 3-19 shows a passage 

from an interview in which the colour striping technique was used. Although it is part of a 

real interview, it didn’t contain any recognizable or identifiable elements, hence 

confidentiality and anonymity were not jeopardized. 

 After the coding, the negative and the positive hits for each of the 26 approaches to 

increase access to life-saving medicines in RLCs, found in the literature, were summed. 
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Likewise, this was done for the approaches, newly mentioned by the interviewees during 

the conversations. For each approach, the negative hits were subtracted from the positive 

hits and data tables and histograms were prepared to visualize the net results. The same 

modus operandi was followed for the set “RPC/RAC/RRC” and the set “Authorities/Drug 

Developers/NGOs&F.” The approaches with the highest amount of net hits were 

considered as having received the highest priority. These semi-quantitative data were 

compared with the priorities obtained in the questionnaire survey. The information 

gathered in the different “cases” was also quantified, namely as to the number of times 

independent reference was made in all the interviews to pieces of evidence for certain 

phenomena, events or trends. 

 All raw data, audio-taped and typed-out interviews, letters and so on, will be 

destroyed exactly one year after the researcher has officially been granted the title of 

Doctor of Business Administration by the University of Bradford.  
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4.  RESULTS AND DISCUSSION 
 
 In this chapter, the data from the questionnaires and the interviews are analysed. For 

the data of the pilot-run samples, only simple calculations related to the response rate and 

a review of handwritten comments were performed. The data from the entire set of fully 

completed questionnaires were submitted to the same calculations, but in addition sound 

statistical procedures were applied using SPSS. This required testing of the normality of 

the data, Cronbach’s alpha testing for reliability, central tendencies, differences between 

different sets of data, and correlations between particular parameters.  

 Both pilot-run and full-run interviews were analysed by means of the text analysis 

techniques of NVIVO. A general analysis of the interview sample composition was 

performed, as well as several specific analyses related to whether the interviewees were in 

favour or against particular approaches to increase access to life-saving medicines. 

 Finally, the outcomes of the questionnaire and interview results were compared, and 

the comparisons were discussed. 

 For all the analyses performed, the reliability and validity were evaluated and 

conclusions were made and discussed. 

 

4.1. Statistical Analysis of the Questionnaires 

4.1.1. Analysis of the Pilot-Run Samples 

 As explained in Chapter 3. “Research Design, Materials and Methods,” in total 106 

questionnaires were sent to seven pilot countries (Spain, Ukraine, Nigeria, Senegal, 

Belgium, Denmark, one Worldwide NGO headquartered in the US) to test the concept of 

the questionnaire and the modus operandi. The final due date for entrance of returning 

questionnaires was set at November 25, 2008. Under the conditions, explained in Chapter 
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3, e.g. having sent reminder letters, the following facts related to the response rate, 

displayed in Table 4-1, were noted. 

Questionnaires returned  

• Correctly filled in questionnaires that were returned:              12 
• Number of questionnaires received that were incorrectly filled in:        0 
• Questionnaires that were returned as “undeliverable”:      3 
• Distribution HA/DD/NGOs&F of returned questionnaires:           2/5/5 
• Distribution of completed and returned questionnaires, 
 Spain/Ukraine/Nigeria/Senegal/Belgium/Denmark/NGO US:              1/1/0/4/4/1/1 
  
Table 4-1: Questionnaires returned in the pilot run.  
 

 It might be true that a number of letters with questionnaires could not be delivered 

because the addressees might have moved, and the questionnaires have not been sent 

back to the researcher as “undeliverable.” 

 Eleven out of the twelve questionnaires received were hand-written responses. They 

were returned via the postage-free return envelopes; however, one of the respondents had 

requested to send him an electronic version of the questionnaire. He filled it in 

electronically and sent it back both via e-mail and in an envelope with the required 

postage from his country, so as to ensure that it would be delivered.  These two identical 

copies of the same completed questionnaire were counted as one entry. 

 Taking into account that the “undeliverable” letters did not reach the target, and as a 

consequence, could not have been filled in and sent back, one can conclude that the 

response rate was 12 out of 103 (being 106 sent out minus 3 undeliverable), or 11.7%.  

Neglecting that fact, then the net response rate is 12 out of 106 (sent out), or 11.3%. This 

is remarkably lower than the 30% that was estimated by the researcher and two VP-level 

function holders in the organization of the researcher. Although the order of magnitude of 

this response rate can be considered low and disappointing, it still matches target figures 

in the handbooks on doing research, which state that the return rate may be around 10% 
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or lower, for self-completed questionnaires, sent out randomly (Robson, 2002; Bell, 

1993).  

 Nevertheless, the following measures were taken in an attempt to increase the 

response rate in the full run of the data collection period, which was sent to potential 

respondents in 102 additional countries. In the first place, the material was condensed and 

simplified. In the pilot run, the introduction letter, the questionnaire and the narrative and 

the recommendation/verification letter, comprised eight sheets of paper plus a return 

envelope. The same information could be made available on five sheets of paper instead 

of eight, plus a return envelope, for the full run. This was accomplished by: 

• using small left and right margins, and using a small font;  

• “recto verso” copying;  

• deleting the literature list at the end of the narrative document and replacing it by the 

researcher’s e-mail address via which the literature could be requested. 

 The aim of this action was to make the package, and consequently the perceived 

amount of work associated with it, look much less, in order to increase the willingness to 

complete the questionnaire. According to Fishbein and Ajzen’s theory of reasoned action, 

the number of roadblocks hampering the process from behavioural intention to real 

behaviour was thereby, reduced. Secondly, in the introduction letter, as a kind of bait or 

means to incentivise the potential questionnaire interviewee, it was emphasized that 

everyone who filled in the questionnaire and returned it would later receive a free copy of 

the doctoral thesis. Thirdly, to simplify the situation, whereas, in the header of the papers 

in the pilot run, the logo of TiasNimbas and Bradford School of Management were used, 

in accordance and with written agreement from both business schools, in the full run, 

only the logo of Bradford School of Management was used. Discussions in Peer Review 

                              - 166 - 



 

Workshops at the University of Bradford had indicated that people were confused by the 

use of two logos. 

 What could be learned from the written comments on the pilot-run questionnaires? 

As explained in Chapter 3. “Research Design, Materials and Methods,” the “comments” 

section of the pilot-run questionnaire contained two main parts: comments on the content 

of the questionnaire, and comments on the layout, the user-friendliness and linguistic 

aspects of the questionnaire. Addendum 4-1 shows an overview of comments received. 

The comments, highlighted in yellow, represent those from the pilot run. The conclusion 

from the comments, for the pilot run, is that apparently the respondents found the 

questionnaire quite clear, and that the narrative really helped them to complete the 

questionnaire. There were some remarks stating that the rationale of how the groups of 

measures had been developed and how the measures had been clustered, were not 

explained in the documentation, and that the questionnaire was quite general and that 

issues of the health care structure were not addressed by the questionnaire. The first point 

is well taken, however, in the questionnaire, the different groups, such as “push 

mechanisms,” “what local authorities can do to help their people in need” etc. were 

clearly indicated and briefly explained in the onset of the question/statement itself. So, 

theoretically speaking, the lack of such detailed background information should not have 

been an operational hurdle to fill in the questionnaire. To the second point, it is indeed 

true that local health care structure and quality were excluded from the survey. This was, 

however, done on purpose, to narrow down the subject, see Addendum 1-1 in Chapter 1, 

and it was clearly stated in the narrative document. The only point from the comments 

that deserved attention, content-wise and from an operational point of view, was the 

remark that the explanation of measure 21 was not clear. Therefore, this thesis author 

clarified it as described in Table 4-2 . 
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Change of description 
Pilot-run questionnaire 
 

(21) : Parallel importation / parallel trade (Derived from : Wise, 2006:343) 
Parallel import is the import and resale in a country, without the consent of the patent holder, of a patented 
product that has been legitimately put on the market of the exporting country. This means that drugs sold at 
a lower price in one country can be imported into another country where the same drug is sold at a higher 
price. 
 

Full-run questionnaire 
(21) : Parallel importation / parallel trade (Derived from : Wise, 2006:343) 
Parallel import is the import and resale in a country, without the consent of the patent holder, of a patented 
product that has been legitimately put on the market of the exporting country. This means that drugs sold at 
a lower price in one country can be imported into another country where the same drug is sold 
(=availability), but at a higher price. 
Table 4-2: Change of description for measure 21 for use in the full-run questionnaire as 
compared to the pilot-run questionnaire. 
 
 As to the statistical processing of the data from the questionnaires, this thesis author 

decided not to run SPSS statistics on these data because of the limited number of samples 

in total (only 12), and consequently an even lower number of samples per stakeholder 

group, and/or per country. This already indicates that sending out some 21 questionnaires 

per country, also in the full run – assuming similar or slightly improved response rates – 

would not provide sufficient data to perform statistical comparisons within each country, 

or even between countries. The results revealed that with similar or slightly improved 

response rates, good statistics would be possible among the stakeholder groups and 

among development levels of countries (RPC/RAC/RRC) if some 1,000 to 1,200 

questionnaires were sent out, assuming a response rate of around 10%, which would yield 

between 100 and 120 completed questionnaires, received by the researcher. 

 Although SPSS statistics were not run on the questionnaires from the pilot run, it 

was, however, checked whether, via the codebook developed, there were any problems in 

entering the data into the SPSS database that had been prepared. As Table 3.1 in Chapter 

3. “Research Design, Materials and Methods” revealed, entering the data into the SPSS 

database, worked well.  

 Conclusions from the pilot run were:  
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• the response rate was much lower than expected, however, it was still in line with 

reference values for response rates found in the literature, for self-completed, ad random 

questionnaires; 

•  the introduction letter, the questionnaire and the narrative document only needed  

limited changes prior to being used for the full run;  

• the limited data, obtained from the pilot run were insufficient to perform good 

statistics using the SPSS software package;  

• the data from the pilot run demonstrated that, making use of the prepared codebook, 

data could be entered without any problems into the SPSS database; 

• based upon these observations, no objection was found to use the data from the pilot 

run as inputs, together with those from the full run, in the final SPSS statistical analyses 

of the replies to the questionnaires. 

 Having taken into consideration the written comments on the questionnaires of the 

pilot run to make slight changes to the documents, and having simplified and reduced the 

number of papers that were sent in the primary shipment envelopes, everything was ready 

for the full-run survey. 

 At the end of the pilot-run period, an addressee from Senegal requested twelve 

additional copies of the questionnaire, to be used at a workshop of health care 

professionals in Dakar. These extra copies were provided, however, the returning 

questionnaires were received after November 25. As a consequence, the results of them 

were included in the full-run set of data, although they were operated within the pilot-run 

documents. However, given the above-mentioned conclusions, this didn’t cause any 

problem in the data analyses at the end of the questionnaire survey. 
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4.1.2. Analysis of the Complete Questionnaire Survey Sample 

 The reader is reminded of the fact that in all SPSS tables and figures, displayed in 

this thesis, due to the particular version of SPSS used, comma’s should be read as decimal 

points. These were all clearly identified as “SPSS table” or “SPSS Figure.” 

4.1.2.1. General Analysis: Response Rates 

 Given the conclusions for the pilot-run study, given the fact that the data of the pilot 

run can be considered fully valuable data, given the fact that the content and scope of the 

full run questionnaire did not include any significant change as compared to the pilot-run 

questionnaire, the numbers and information of the pilot run are included in all further 

analyses. All together, 1273 questionnaires were sent out (106 in the pilot run; 1167 in the 

full run) to people in 109 countries, as indicated in Addendum 3-9. Closure of the 

mailbox in the post office in Beerse, Belgium was done on July 11, 2009, this, therefore, 

was the end of the data collection period for returned questionnaires. Table 4-3 

summarizes the logistical data related to the return of the completed questionnaires. 

Completed questionnaires   

• Correctly filled in questionnaires that were returned:    119 
• Number of questionnaires received that were incorrectly filled in:         9 
• Envelopes that were returned as “undeliverable”:        33 
• Distribution HA/DD/NGO&Fs:                     26/43/50 
• Distribution RPC/RAC/RRC:          47/33/39 
  
Table 4-3: Completed questionnaires returned in the entire questionnaire survey.  
Clarification: HA/DD/NGO&Fs stands for Health Authorities/Drug Developers/Non-
Governmental Organizations and Foundations. RPC/RAC/RRC stands for Resource-Poor 
Countries /Resource-Average Countries/Resource-Rich Countries. 
  

 As Table 4-3 shows, 128 questionnaires were returned by the end of the survey 

period. In total, nine questionnaires had to be rejected because they were not completely, 

or were incorrectly filled in. Consequently, 119 validly completed questionnaires were 

suitable for statistical analysis. Of these 119 questionnaires, 80 had come in via the return 
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envelope that was included in the primary shipment to the addressees; in 22 cases, 

country-specific postage stamps were used on the return envelope, apparently because the 

respondents didn’t trust that the system of the postage-free return envelope would work in 

their country. In 17 cases, the respondents filled in the questionnaire by handwriting, 

scanned it in electronically, and sent it back by means of e-mail or fax. Twelve of the 

original addressees, did not send back the completed questionnaire, however, they did 

send a polite letter to the researcher in which they expressed their appreciation for the 

research being done, but also their incapability to participate, mostly because of lack of 

resources, sometimes because of lack of qualified personnel to fill in the questionnaire. In 

total 33 originally sent primary envelopes were returned to the researcher’s post-box as 

“undeliverable.” 

 As explained in Section 3.2, the main source of address information (both electronic 

addresses and post addresses) of the addressees, was the Internet. In the attempt to obtain 

as much response as possible, reminder letters were sent to the addressees, via e-mail or 

fax, making use of the e-mail addresses and fax numbers found on the Internet. Table 4-4 

shows the number and percentage of e-mail addresses and fax numbers that appeared to 

be either incorrect, unknown by the system, bounced back as “undeliverable” in a spot 

check in four countries, randomly selected. 

Incorrect or “Undeliverable” e-mail addresses or fax numbers 

• United Kingdom   09 out of 30 reminders   30.0% 
• The Philippines   11 out of 28 reminders  39.3% 
• Mozambique    14 out of 18 reminders  77.8% 
• Venezuela    21 out of 27 reminders  77.7% 
 
Average : 53.4% 
Table 4-4: Percentage of incorrect or “undeliverable” e-mail addresses or fax numbers 
found on the Internet for the invited addressees 
 
 As this spot check shows, and confirmed by the experiences for the other countries, 

it seems that e-mail and fax messages, sent on the basis of address information, found on 

                              - 171 - 



 

the Internet, even in sources that are only a few years old, and that at first glance look 

quite trustworthy, in more than 50% of the cases will not reach the target. Although this 

conclusion on the incorrectness of e-mail addresses and fax-numbers can not simply be 

assumed to be due to the incorrectness of physical addresses or post addresses, it at least 

gave support to the suspicion that also the latter ones were incorrect in many instances. 

Possible reasons are that organizations may have moved, or that organizations may have 

ceased to exist, or have changed their coordinates for other reasons. This again could 

indicate that the 33 undelivered letters (out of a total of 1273; which represents 2.6%) 

might just be the tip of the iceberg that became visible to the researcher.  

 As to response rates, it can be concluded that, if taking into account that the 

“undeliverable” letters didn’t reach the target, that it is known that 12 addressees did not 

have the technical ability to answer, and counting the incorrectly filled in questionnaires 

as responses, that 128 (119+9) out of 1228 (1273-33-12) or 10.4% is the response rate. 

However, considering the figures from a conservative point of view, the statement can 

only be that 119 useful questionnaires resulted from 1273 letters sent out, meaning that 

the net response rate is 9.3%. Roughly speaking, it can be concluded that the net response 

rate of the complete questionnaire survey was in the same order of magnitude (even a bit 

lower) as compared to the one, originally observed for the pilot run (9.3% for the 

complete survey versus 11.3% for the pilot run). Thus, it can be concluded that the 

measures this researcher took to increase the response rate were not successful.  

 Addendum 4-2 shows the distribution list, generated in SPSS, of the 119 completed 

questionnaires in terms of their country of origin. For the use of SPSS, specialized 

literature was consulted (De Vocht, 2005; Greasley, 2006). Table 4-5 shows the 

distribution for the three stakeholders in frequencies and as proportions of the total 

sample of correctly completed questionnaires. 
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Recoded Type (2)

26 21,8 21,8 21,8
43 36,1 36,1 58,0
50 42,0 42,0 100,0

119 100,0 100,0

AU
DD
NGO/F
Total

Valid
Frequency Percent Valid Percent

Cumulative
Percent

 

Table 4-5: SPSS Table: Contribution of the three main stakeholders in the sample. 
Clarification: AU: Authorities / DD: Drug Developers / NGO/F: Non-Governmental 
Organizations and/or Foundations 
 
  

 The fact that only 26 questionnaires were received from the authorities does not 

mean that their response rate was lower. Only one questionnaire was sent to the Health 

Authorities per country, and particularly for the resource-rich countries an additional 

copy was sent to the Ministry of Foreign Affairs/Development Collaboration. In total 133 

copies were sent to the Authorities, and in total 26 were received back, correctly 

completed. This means that the response rate for the Authorities was 19.5%. 

 Table 4-5 to 4-8 and Tables 4-12 to 4-20 in this thesis, display a column “Percent” 

and “Valid Percent.” The numbers in both columns are the same when there are no 

missing data in the data set, as shown in Table 4-5. In case of missing data, these missing 

data will also be displayed as a percentage in the column “Percent,” but were not taken 

into account for the percentage calculation in the column “Valid Percent.” An example of 

the latter situation can be found e.g. in Table 4-12. 

Table 4-6 shows how many of the completed questionnaires came from respondents of 

the three main development areas (RPC/RAC/RRC), and as a proportion of the total 

number of correctly completed questionnaires. 
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Resource Class

47 39,5 39,5 39,5
33 27,7 27,7 67,2
39 32,8 32,8 100,0

119 100,0 100,0

RPC
RAC
RRC
Total

Valid
Frequency Percent Valid Percent

Cumulative
Percent

 

Table 4-6: SPSS Table: Origin of the completed questionnaires in view of the 
development areas. Clarification: RPC stands for Resource-Poor Countries; RAC stands 
for Resource-Average Countries; RRC means Resource-Rich Countries. 
 

Table 4-7 shows information pertaining to the frequency and proportion of questionnaires 

completed in English, French and Spanish. 

Language

76 63,9 63,9 63,9
35 29,4 29,4 93,3

8 6,7 6,7 100,0
119 100,0 100,0

English
French
Spanish
Total

Valid
Frequency Percent Valid Percent

Cumulative
Percent

 
Table 4-7: SPSS Table: The different languages in the sample of the completed 
questionnaires. 
 
 
Finally, the distribution of the 119 correctly completed questionnaires according to the 

continents, is presented in Table 4-8. 

Region / Continent

16 13,4 13,4 13,4
14 11,8 11,8 25,2
41 34,5 34,5 59,7
48 40,3 40,3 100,0

119 100,0 100,0

Americas
Asia
Europe
Africa
Total

Valid
Frequency Percent Valid Percent

Cumulative
Percent

 

Table 4-8: SPSS Table: Continents from which the completed questionnaires have come 
in. 
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 Much more detailed outcomes are available, e.g. how many responses from patent 

based companies, from universities, how many from DDs as compared to how many from 

non-DDs, from local, regional or worldwide NGOs, or from foreign affairs ministries etc. 

These results are not shown, because they represent a lower level of aggregation and a 

higher level of detail, which would expand this chapter out of its normal proportions. The 

representation of these data is not necessary to answer the research questions, but provide 

helpful background information for particular explanations. 

 From the four elements, analysed above, it is evident that there is a substantial and 

good spread in the sample composition, which contributes to improved validity of the 

analysis. The validity of the methods used is further addressed in Section 4.1.5. It is clear 

that NGOs/F were somewhat more willing to participate in the survey than drug 

developers. The lower number of responses from the authorities has to be explained by 

the fact that per country, by default, only one questionnaire was sent to the health 

authorities, and that only one additional copy was sent to the ministry of foreign 

affairs/development collaboration in the RRCs. On the other hand, those copies were 

originally sent via the Brussels-based embassies of the countries. It was expected that this 

would have increased the trustworthiness of the shipments, and as a consequence, should 

have improved the response rate. As already explained in Chapter 3. “Research Design, 

Materials and Methods,” in the middle of the questionnaire survey time period, a copy 

was sent to the public health authorities of some additional countries (see Addendum 3-

9). The reason for this was the fact that the number of completed questionnaires, returned 

by the authorities until then was quite low. This action helped to bring authority’s 

response frequencies up to a reasonable level as presented in Table 4-5. 
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 The distribution of the sample as to development level of the completed 

questionnaires, as displayed in Table 4-6, is self-explanatory: there is a good balance in 

the distribution of responses from RPC/RAC/RRCs.  

 The “76 English,” “35 French” and “8 Spanish” completed questionnaires represent 

respectively 9.6% (E), 10.9% (F) and 5.1% (S) of the originally sent out copies in those 

particular languages. It is striking that the Spanish community apparently lagged 

somewhat behind in response rate. This might be explained by the fact that the Latin 

American countries all score high on Geert Hofstede’s Uncertainty Avoidance Index 

(UAI) and Power Distance Index (PDI). This might be the cause of an increased 

reluctance to participate in something for which people don’t know what for the results 

will be used. They might also consider that since the researcher is someone who is 

unknown to them and who is considered to have the power of the information, they don’t 

want to participate. This hypothesis was later confirmed in the interview survey by a 

participant from Latin America. 

 The “16 Americas,” “14 Asia,” “41 Europe,” “48 Africa,” and “0 Oceania” results 

represent respectively: 6.1% (Americas), 5.2% (Asia), 13.5% (Europe), 11.7% (Africa), 

and 0.0% (Oceania). A plausible reason of why Africa scored much higher, percentage-

wise, could be the fact that the severe poverty is especially prevalent in Africa, and they 

consider that filling in of questionnaires may be an additional means of getting attention 

for their problems. The reason why Europe scored so high might be the fact that they are 

the former colonial powers who governed the African countries, and who are, for that 

reason, still the most involved in development aid to Africa. 

 A clear, common sense reason, why no single questionnaire was returned from 

Oceania could not be found. Therefore, some additional statistics were done (explained 

further in this section under “No response from Oceania”) to find out whether or not the 
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findings are statistically significant. Anyway, this researcher made sure that in the second 

part of the data collection, namely in the semi-structured interviews, at least two experts 

from Oceania were included.  

 Three particular observations were analysed more in depth related to the response 

rates, namely:   

• the difference in net response rate between “conflict” and “non-conflict” countries; 

• the observation that no responses came in from Oceania; 

• the relatively high number of responses from Senegal and Belgium, as compared to 

other countries. 

 

“Conflict” countries versus “non-conflict” countries 

 Earlier, it was explained that three countries, namely South Africa, Brazil and 

Thailand, had been coded as “conflict countries,” because of the open conflicts between 

authorities and drug developers that occurred in these countries around the pricing of 

medicines. Looking at the average response rate for these three countries, as compared to 

the average response rate for all other countries (coded as “non-conflict countries”), then 

a remarkable observation prevails. Table 4-9 summarizes the average net response rate 

from these two groups of countries. 

Average response rates of two sets of countries 

• South Africa, Brazil and Thailand :    3 out of 85  3.5% 
• All other countries                       116 out of 1188  9.8% 
Table 4-9: Comparison of average net response rates for South Africa, Brazil and 
Thailand versus all other countries. 
  

It is striking that the net response rate from the “non-conflict” countries is almost three 

times higher as compared to that of the “conflict” countries. The three questionnaires 

from the “conflict” countries originated from South Africa, but none of the questionnaires 

                              - 177 - 



 

sent to Brazil and Thailand were completed and returned. In order to find out the 

relevance of this difference, a chi-square cross-tabulation test was run using SPSS. Table 

4-10 and Table 4-11 show respectively, the cross tabulation table and the corresponding 

chi-square calculation table.  

 

Number of questionnaires received * Recoded country problem vs non-problem Crosstabulation

82 1072 1154
77,1 1076,9 1154,0

7,1% 92,9% 100,0%

3 116 119
7,9 111,1 119,0

2,5% 97,5% 100,0%

85 1188 1273
85,0 1188,0 1273,0

6,7% 93,3% 100,0%

Count
Expected Count
% within Number of
questionnaires received
Count
Expected Count
% within Number of
questionnaires received
Count
Expected Count
% within Number of
questionnaires received

0

1

Number of
questionnaires received

Total

Conflict
DD-AU

Non-conflict
DD-AU

Recoded country problem
vs non-problem

Total

 

Table 4-10: SPSS Table: Cross tabulation of the response rates for “conflict” versus “non-
conflict countries.” 0 = not returned / 1 = returned 
 
 
 

Chi-Square Tests

3,639b 1 ,056
2,940 1 ,086
4,598 1 ,032

,054 ,033

3,636 1 ,057

1273

Pearson Chi-Square
Continuity Correctiona

Likelihood Ratio
Fisher's Exact Test
Linear-by-Linear
Association
N of Valid Cases

Value df
Asymp. Sig.

(2-sided)
Exact Sig.
(2-sided)

Exact Sig.
(1-sided)

Computed only for a 2x2 tablea. 

0 cells (,0%) have expected count less than 5. The minimum expected count is
7,95.

b. 

 

Table 4-11: SPSS Table: Chi-square tests on the difference between average net response 
out of “conflict” versus “non-conflict”  countries. 
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 From the analyses performed, it can be concluded that the observed difference 

between the average net response rates of “conflict” countries versus “non-conflict” 

countries is statistically, borderline not significant. (Pearson Chi-Square: 3.64; p=0.06). 

Independent of whether the result is statistically significant or not, it is important to state 

that significance testing only informs about the likelihood of chance occurrence, not 

about any causal relationship.  

 

No response from Oceania 

 A clear, common sense reason why not a single questionnaire was returned from 

Oceania, could not be found. Although in total 29 questionnaires were sent to Australia, 

New Zealand and Fiji, none of these questionnaires were completed and returned. 

Therefore, some additional statistics were done to seek whether or not this finding is to be 

considered statistically deviating. Also for this observation, chi-square testing was 

performed via cross-tabulation. The calculations, which are available but not shown, 

indicate that also this observation is statistically, borderline not significantly different 

(Pearson Chi Square: 3.09; p=0.08). So, it might simply be a random error as a result of 

the small number of questionnaires (29) sent to Oceania.  

 

High number of responses from Senegal and Belgium 

 As explained before, a large number of questionnaires was sent to Senegal, because, 

on top of the standard shipments in the pilot run, twelve additional copies were requested 

by an addressee, to be used in a workshop of health care workers in Senegal. This might 

have increased the trustworthiness of the survey, and as a consequence it might have 

increased the response rate due to these twelve extra samples. The large number of 

questionnaires sent to Belgium relates to the researcher’s better knowledge of the 
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pharmaceutical industry, the public health authorities and existing NGOs and 

foundations, which led to the easy identification of many more useful targets, compared 

to the standard 21 used by default, per country in this research. Belgian addressees might 

have been more willing to fill in the questionnaire because they identified the researcher 

as someone from their country.  

 So, the larger number of letters sent out in both countries, as well as the higher 

probability that the questionnaires would be filled in and returned were considered to be 

the two most plausible reasons for the large number of returned questionnaires in both 

countries. An analysis was performed to evaluate to which degree the influence of both 

countries might have skewed the data. This analysis is described further in the text, under 

Section 4.1.3.4. 

4.1.2.2. Analysis of the Comments on the Full-Run Questionnaires 

 Under the analysis of the pilot run, reference was already made to Addendum 4-1, in 

which the comments provided in the questionnaires are summarized. The data set 

contains the comments of the complete questionnaire survey, both the pilot run and the 

full run. The comments highlighted with yellow colour represent the comments from the 

pilot run; those ear-marked with green colour represent the comments of the full run. The 

complete data set is much more comprehensive compared to the comments from the pilot 

run. In summary, it is clear that there were approximately the same number of comments, 

which were positive about the questionnaire as there were comments from respondents 

who found the questionnaire quite cumbersome and difficult to complete. Some 

participants emphasized that they expressed their own opinion, not that of their 

organization. Some comments related to the fact that the issue of access to medicines is 

purely a political problem, and has much to do with corruption. Other respondents 

referred to the quality of the medicines in RPCs being one of the biggest problems. Some 
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of the other problems highlighted included: the high price of the medicines, the resistance 

that viruses develop against medicines etc. As a matter of fact, these comments in the 

full-run questionnaire were of no help to further improve the questionnaire, however, it 

was very valuable input to be touched upon during the semi-structured interviews that 

followed the questionnaire survey. 

4.1.2.3. Further Analysis of the Complete Sample 

How do the sample and the environment of the respondent correlate with Mintzberg’s and 
Hofstede’s conceptual frameworks? 
 
 This section of the analysis of the 119 responses concentrates on examining how the 

sample fits into the organizational structure theory of Henry Mintzberg (1981; 1983), and 

the cultural consequences theory of Geert Hofstede (1980) and of Hofstede and Hofstede 

(2005). 

 As to the size of the organization for which the respondents work, the following 

overview can be derived from the analyses done via SPSS. The reader is reminded of the 

fact that for questionnaires that were sent to people at the authorities, the size of the 

organization (the Ministry of Health) was not surveyed. That’s why only 93 valid data 

points are in this overview, complemented by 26 “missing points.” Table 4-12 displays 

the overview on organization size. 

Size

40 33,6 43,0 43,0
31 26,1 33,3 76,3
22 18,5 23,7 100,0
93 78,2 100,0
26 21,8

119 100,0

<50
>50 <500
>500
Total

Valid

SystemMissing
Total

Frequency Percent Valid Percent
Cumulative

Percent

 

Table 4-12: SPSS Table: Overview of the size of the respondent’s organization 
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A relatively good spread of small, medium-sized and big organizations in the sample is 

observed. To a somewhat higher level of abstraction, one can say that 71 (40+31) 

organizations are <500 employees in size; 22 are >500 in size. This is a good basis upon 

which to analyse whether or not the size of the organization makes a difference in the 

obtained ratings for the different approaches to increase access to life-saving medicines. 

 The following tables show the composition of the sample as to Hofstede’s cultural 

consequences components: Table 4-13 Power Distance Index, Table 4-14 Uncertainty 

Avoidance Index, Table 4-15 Individualism, Table 4-16 Masculinity, Table 4-17 Long 

Term Orientation. It is emphasized that for some of the countries the index values on the 

different cultural components are not available. 

Recoded Hofstede Power Distance Index

27 22,7 26,5 26,5
75 63,0 73,5 100,0

102 85,7 100,0
17 14,3

119 100,0

Low PD
High PD
Total

Valid

SystemMissing
Total

Frequency Percent Valid Percent
Cumulative

Percent

 

Table 4-13: SPSS Table: Distribution of 102 completed questionnaires in view of 
Hofstede’s PDI (Power Distance Index) 
 
 

 

Recoded Hofstede Uncertainty Avoidance Index

73 61,3 71,6 71,6
29 24,4 28,4 100,0

102 85,7 100,0
17 14,3

119 100,0

Low UA
High UA
Total

Valid

SystemMissing
Total

Frequency Percent Valid Percent
Cumulative

Percent

 

Table 4-14: SPSS Table: Distribution of respondents’ environment in view of Hofstede’s 
UAI (Uncertainty Avoidance Index) 
 

                              - 182 - 



 

Recoded Hofstede Individualism

62 52,1 60,8 60,8
40 33,6 39,2 100,0

102 85,7 100,0
17 14,3

119 100,0

Low IN
High IN
Total

Valid

SystemMissing
Total

Frequency Percent Valid Percent
Cumulative

Percent

 

Table 4-15: SPSS Table: Distribution of respondents’ environment in view of Hofstede’s 
IDV (Individualism Index) 
 

Recoded Hofstede Masculinity

60 50,4 58,8 58,8
42 35,3 41,2 100,0

102 85,7 100,0
17 14,3

119 100,0

Low MA
High MA
Total

Valid

SystemMissing
Total

Frequency Percent Valid Percent
Cumulative

Percent

 

Table 4-16: SPSS Table: Distribution of respondents’ environment in view of Hofstede’s 
MAS (Masculinity Index) 
 
 

Recoded Hofstede Long Term Orientation

66 55,5 94,3 94,3
4 3,4 5,7 100,0

70 58,8 100,0
49 41,2

119 100,0

Low LT
High LT
Total

Valid

SystemMissing
Total

Frequency Percent Valid Percent
Cumulative

Percent

 

Table 4-17: SPSS Table: Distribution of respondent’s environment in view of Hofstede’s 
LTO (Long-Term Orientation; Complemented with Verluyten’s LTO assessment of the 
African countries). 
  

 It can be concluded that the average sample came predominantly from high PDI and 

low UAI environments. Furthermore, the sample is average on the IDV and the MAS 
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component of Hofstede’s concept. The sample came predominantly from countries with a 

dominant “low” long-term orientation attitude.  

 

Does the dichotomy “rich countries (RRC) versus non-rich countries (RAC and RPC)” 
correlate with Hofstede’s cultural consequences components? 
 

 Chi-square testing via cross-tabulation of the dichotomy “rich countries (RRC) 

versus non-rich countries (RAC and RPC)” and the dichotomy “low value versus high 

value” of Hofstede’s culture components is shown in Table 4-18. Herein, a low value and 

a high value in one of the cultural component indexes means a value respectively lower or 

higher than the average value for that particular component index (cfr. Code-book in 

Addendum 3-13). 

 

Chi-Square Testing

RRC versus RPC & RAC
Low versus high PDI 39,9
p 0
Low versus high UAI 16,2
p 0
Low versus high IDV 74,7
p 0
Low versus high MAS 24,4
p 0
Low versus high LTO 1,5
p 0

,00

,00

,00

,00

,22  

Table 4-18: SPSS Table: Cross-tabulation and chi-square results for “rich versus non-
rich” and “low versus high” values in Hofstede’s cultural component indexes. 
 

The calculated values in the table indicate that the RRC on the one hand, and the RPC 

and RAC on the other hand (as defined in the basic definition of RRC, RAC, and RPC, 

described in Chapter 2, especially designed for the purpose of this doctoral research), 

differ statistically significantly in the way they were rated as high or low in Hofstede’s 

culture component index, for four out of the five components. Individualism shows the 
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highest chi-square value. According to the detailed calculations (not shown), the RRC are 

predominantly low PDI, high UAI, high IDV, high MAS. On the contrary, the RPC and 

RAC are predominantly high PDI, low UAI, low IDV, and low MAS. The high value of 

the chi-square result for IDV confirms Hofstede’s original statement that individualism 

strongly correlates with wealth. 

 

4.1.3. Assessment of the Validity of the Respondents’ Inputs 

 Table 3-1 shows how ticking off of a box on the questionnaire is translated into a 

number, which is then entered into the SPSS database. E.g. on question 7 (belonging to 

group B of measures), respondent number 2 gave the rating “slightly agree,” which was 

translated via the codebook in a score of 5, which was then entered into the SPSS 

database (column NR35). Upon entry of all the data into the SPSS database, the system 

was ready to perform the statistical analyses. However, before doing so, the normality of 

the data was checked. Additionally, the reliability of the system was checked, by 

performing a few internal controls to evaluate whether the respondents had filled in the 

questionnaires conscientiously. 

4.1.3.1. Check for Normality of the Data  

 For a good understanding of the text below, Table 4-19 summarizes again, the list of 

26 approaches to increase access to life-saving medicines in resource-poor countries, 

found in the literature, and surveyed by means of the questionnaire. 
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Approach/Measure Group Name 
Group

1. Advanced market commitments A
2. Optional rewards on therapeutic effect A Pull 
3. Priority review voucher A
4. Transferable intellectual property rights/avoid generics A
5. Tax reliefs B
6. Re-location of R&D to low-cost countries B Push
7. Medical innovation prizes B
8. Breakthrough innovation LC/HQ Prahalad B
9. Public sector funding of R&D B
10. Disease burden incentive systems C
11. Addressing the regulatory excess C Pull & Push
12. Public-private partnerships (ppp) C
13. Non-profit companies for medicines C
14. Global Marshall plan D
15. 0.5% of GNP for poverty D Int. Treaties
16. 0.1% of GNP for drugs for neglected diseases D
17. Infection prevention E
18. Subsidisation & reimbursement E Local Gov.
19. Price controls/reference pricing E Actions
20. Compulsory licensing E
21. Parallel importation & parallel trade E
22. Drug donation F
23. Patent donation & free licenses/voluntary licenses F Corporate
24. Enterprise-level initiatives F Philanthropy
25. Differential & tiered & discriminatory pricing F
26. Voluntary discount prices beyond differential pricing F

Table 4-19: List of approaches to increase access, found in the literature, and tested by 
means of the questionnaire survey. 
 

 In order to evaluate whether parametric or non-parametric testing should be applied 

when running the statistical analyses, histograms were constructed for the available data 

on the different questions of the questionnaires. Neither the distribution of the majority of 

the average values of the groups of measures A to F, nor the distribution for the 26 

individual questions showed a clear bell shaped curve. Examples are provided in Figure 

4-1 and Figure 4-2. 

 

 

 

 

                              - 186 - 



 

Histogram average score group C 
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Figure 4-1: SPSS Figure: Histogram for the average score on group C measures in the 
119 completed questionnaires 
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Histogram scores question 5 
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Figure 4-2: SPSS Figure: Histogram for the scores on question 5 in the 119 completed 
questionnaires 
 
Corresponding box-plots equally visualized that the majority of the distributions were not 

normally distributed. Figure 4-3, for instance, shows the box-plot for the scores on 

question 5 for the 119 completed questionnaires, as an example.  
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Box-plot question 5 

Score question 5 (B)
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Figure 4-3: SPSS Figure: Box-plot of the scores on question 5 in the sample of 119 
questionnaires 
 

In order to be able to perform parametric testing (ANOVA, ANCOVA, T-Test) on 

“interval-level” data, the following conditions should be met:  

• the distribution of the scores are normal (normal distribution); 

• the variances of the variables are equal or homogeneous (Greasley, 2006). 

The second condition can be expected to be met, but the first one was not. As a 

consequence, later in the statistical tests for differences between two or more groups of 

data, non-parametric testing was used: Mann-Whitney U testing for 2 sets of data, 

Kruskal-Wallis H testing for 3 or more sets of data. 

 

4.1.3.2. Internal Controls 

 In this section, a number of checks were performed to find out whether the statistics 

would confirm differences that would be strongly expected based on common sense. 

Based on common sense, it would be expected that:  
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1. patent-based pharmaceutical companies and generic companies would give totally 

different scores on question 4 (transferrable intellectual property rights – prolongation of 

exclusivity); 

2. patent-based pharmaceutical companies and authorities would give totally different 

scores on question 11 (addressing the regulatory excess); 

3. patent-based pharmaceutical companies and authorities would give totally different 

scores on question 20 (compulsory licensing); 

4. scores for question 2 (rewards for therapeutic effect) should not be different between 

patent-based pharmaceutical companies and generic companies; 

5. scores for question 14 (Marshall plan) should not be different between authorities 

and NGO/Fs, 

6. scores for question 15 (Jeffrey Sachs’ principle) should not be different between 

authorities and NGO/Fs. 

 Table 4-20 and Table 4-21 show the outcome of the statistical procedures for the 

first topic: a Mann-Whitney U test was performed on both sets of data of the total set of 

questionnaires, N=38. 

 

Ranks

30 22,07 662,00
8 9,88 79,00

38

Recoded Drug
Patent Based
Generics Based
Total

Score question 4 (A)
N Mean Rank Sum of Ranks

 

Table 4-20: SPSS Table: Ranks for calculation of Mann-Whitney U test for differences 
between data sets for input on question 4. 
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Test Statisticsb

43,000
79,000
-2,838

,005

,004
a

Mann-Whitney U
Wilcoxon W
Z
Asymp. Sig. (2-tailed)
Exact Sig. [2*(1-tailed
Sig.)]

Score
question 4 (A)

Not corrected for ties.a. 

Grouping Variable: Recoded Drug Developersb. 
 

Table 4-21: SPSS Table: Mann-Whitney U test result for differences between data sets of 
patent-based pharmaceutical industry and generic companies for inputs on question 4 
 

With regard to the first point, it can be concluded that the difference in the answers of 

patent-based pharmaceutical companies and generic companies on question 4, is 

statistically significant (U=43.0, p<0.01). Logically, patent-based companies scored 

higher, i.e. they are more in favour of prolongation of exclusivity of patents; generic 

companies scored lower, i.e. they are opposed to this. 

With regard to the second point, having used an identical way of testing, the outcome is 

that the difference in the answers between drug developers and authorities on question 11 

is statistically significant (U=208.0, p<0.01). In this case, drug developers scored higher 

than the authorities for the approach of addressing (simplifying) the regulatory excess. 

With regard to the third point, also the difference in answers between patent-based 

pharmaceutical companies and authorities on question 20 is statistically significant 

(U=243.5, p=0.02). People working at the authorities gave higher scores for the approach 

of compulsory licensing than people working at patent-based pharmaceutical companies. 

With regard to the fourth test item, the difference in answers between patent-based 

pharmaceutical companies and generic companies on question 2, was found not to be 

significantly different (U=114.0, p=0.82). Although patent-based pharmaceutical 
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companies gave higher scores than generic companies for the approach of rewards for 

therapeutic effects, the difference was not statistically significant. 

Further, for the answers between authorities and NGOs on question 14, topic number 5 of 

the internal control items, no statistically significant differences were found (U=539.5, 

p=0.21). In this case the scores of the NGO/Fs were higher (more in favour of a Marshall 

Plan) than those of the Authorities, however, not significantly higher. 

Finally, for test topic 6, the difference between authorities and NGOs in answering 

question 15, there was no statistically significant difference (U=574.0, p=0.38). Also for 

this topic (Jeffrey Sachs’ principle), the NGO/Fs scored higher than the Authorities, but 

not significantly higher. These findings revealed that there is good confidence that 

respondents filled out the questionnaires scrupulously. It contributes to the validity of the 

test method, which is further discussed in Section 4.1.5. 

4.1.3.3. Cronbach’s Alpha Testing for Reliability/Consistency 

 In the handwritten comments on the questionnaire, once in a while, reference was 

made to the clustering of the approaches into the groups A to F. There could be 

discussion on some of the approaches as to whether they belong to one class or the other. 

In case the classification would be very clear, transparent and exclusive (meaning every 

approach belonging without any doubt to only one particular class), then one would 

expect similar ratings by one and the same person, for all the questions belonging to the 

same group. In other words, in that case, a high coherence of the scores to the questions 

of the same group would be likely, depending on the opinion of the respondent on e.g. all 

pull approaches (group A), or for instance all international treaty approaches (group D). 

To test whether or not that is the case, Cronbach’s alpha testing is a suitable statistical 

procedure. This reliability testing was performed per group of stakeholders. Nunnaly 
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(1978) has indicated 0.7 to be an acceptable reliable coefficient but lower thresholds are 

sometimes used in the literature. 

Table 4-22 shows an overview of the results. 

                        Cronbach's alpha testing

Stakeholder Group A Group B Group C Group D Group E Group F

Authorities 0.53 0.79 0.79 0.62 0.78 0.73

Drug Developers 0.31 0.54 0.29 0.47 0.39 0.64

NGOs & Foundations 0.39 0.64 0.49 0.63 0.55 0.60

Table 4-22: Overview of Cronbach’s alpha testing for reliability of the scores belonging 
to questions of the same group of measures to increase access to medicines 
 

 The results show that the reliability/coherence of the scores on questions of the same 

group is relatively good for the authorities. Four out of six Cronbach’s alpha values are 

above 0.7. However, for drug developers and NGOs & Foundations, the figures are much 

lower. Six out of 12 values are higher than 0.5, but none of them exceeds 0.7. Therefore, 

it can be concluded that the reliability/coherence of the responses within the pre-specified 

clusters coming from the group of authorities is quite good, but that those for drug 

developers and NGOs and Foundations is rather poor. The most plausible explanation for 

this is twofold. Primarily, it was very difficult to categorize the 26 approaches into the 

predefined groups. The categorization is not unambiguous. For example, the content of 

question 2 “optional rewards based on therapeutic effects of medicines” is considered to 

be mainly a pull mechanism, group A, assuming that the rewards are given when the 

product is already launched and provides good therapeutic effects. It would, however, be 

possible that the rewards would already be granted in the stage where the product is still 

being tested in clinical trials, not yet launched on the market. In that way, the reward 

would help to reduce the cost of development, and it would be classified as class B. 
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Secondly, it must be emphasized that the group of authorities is a quite homogeneous 

group of people, mainly directly involved in the national public health. On the contrary, 

the groups of drug developers and NGOs/Foundations are quite heterogeneous: see 

Section 3.2. “The Key Stakeholders.” This heterogeneity (local, regional, global, 

university, pharmaceutical company, patent-based, generic…) might have led to 

substantially different scores on the questions in the same group, given the more 

differentiated interests in the measures. 

4.1.3.4. Did the High Response Numbers from Senegal and Belgium Skew the Data 
Distribution? 
 
 The question whether or not the high number of completed questionnaires from 

Senegal and Belgium, two relatively small countries, skewed the data, is a justified one. 

To observe possible effects in skewing the data, histograms were developed from the 

questionnaires in four different settings:  

• all responses included (119 questionnaires); 

• all responses minus those from Belgium (109 questionnaires); 

• all responses minus those from Senegal (107 questionnaires); 

• all responses minus those from Belgium and from Senegal (97 questionnaires). 

Addendum 4-3 shows comparisons of histograms for those four settings for the average 

of the scores of group B, randomly selected, as well as for the scores for question 15, also 

randomly selected. Only slight variations in the histograms are visible. This finding was 

confirmed for the results of the other groups and for the other individual questions. 

Substantial skewing of the histograms by adding or subtracting the data originating from 

Belgium or Senegal is not observed. 

 In addition, an overview was made of the highest scoring group of measures, and of 

the top 5 highest scoring individual questions in the above-mentioned four settings. Table 

4-23 shows the results. 
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               Effect of Senegal & Belgium on rating

All All - Belgium All - Senegal All - Belg - Sene

Highest scoring group D D D D

Highest scoring individual questions
top 1 Q17 (6.00) Q18 (6.01) Q17 (6.00) Q18 (5.99)
top 2 Q18 (6.00) Q17 (5.97) Q18 (5.98) Q17 (5.97)
top 3 Q15 (5.87) Q15 (5.85) Q15 (5.83) Q12 (5.86)
top 4 Q12 (5.77) Q12 (5.83) Q12 (5.79) Q15 (5.81)
top 5 Q05 (5.60) Q05 (5.66) Q08 (5.56) Q05 (5.60)

Table 4-23: Effect of responses from Belgium and/or Senegal on the outcome of the 
scores 
Legend: e.g. Q17 (6.00) = question 17 got an average score of 6.00 

 In line with the conclusions for the histograms, the numbers in Table 4-23 show that 

the relatively large number of responses from Belgium and/or Senegal only have a minor 

impact on the ratings and the rankings. Group D is the highest scoring group in all four 

settings, and in terms of the highest scoring individual questions in these four situations, 

the differences are minimal.  

 The conclusion is that the responses from Senegal and Belgium can be safely left in 

the sample for all further statistical analyses. 

 

4.1.4. Statistical Procedures on the Inputs of the Respondents 

 In this section, the inputs of the respondents, the scores the respondents gave to the 

26 questions in the questionnaire, are examined for central tendencies and for the 

existence of differences between sets of data. As discussed above, non-parametric test 

procedures were used, because the scores for most of the questions are not normally 

distributed. As a consequence, the Mann-Whitney U test (for differences between 2 sets 

of data) and the Kruskal-Wallis H test (for 3 or more sets of data) were used. Finally, 

Pearson correlation testing was used to demonstrate the correlations that exist between 
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parameters with at least ordinal character (Pearson correlations can also be calculated for 

ordinal data). 

4.1.4.1. Central Tendencies 

The following frequencies and central tendencies were assessed.  

• Mean value, median, mode, standard deviation, minimum and maximum values for 

the average scores of group A to F: 

o  for the 119 questionnaires all together; 

o  separately for the questionnaires originating from each of the three stakeholders  

   (HA, DD, NGO&F); 

o  separately for the questionnaires originating from the three resource classes (RPC, 

    RAC, RRC). 

• Mean value, median, mode, standard deviation, minimum and maximum values for 

the scores of the individual 26 questions: 

o  for the 119 questionnaires all together; 

o  separately for the questionnaires originating from each of the three stakeholders 

 (HA, DD, NGOs&F); 

o  separately for the questionnaires originating from the three resource classes (RPC, 

 RAC, RRC). 

 

Table 4-24 shows the results for the averages of the groups A to F for the 119 

questionnaires all together. 
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Statistics

119 119 119 119 119 119
0 0 0 0 0 0

4,779 5,330 5,352 5,565 5,113 5,335
4,800 5,400 5,300 5,700 5,200 5,400

6,0 5,0a 4,8 5,0 5,2 6,4
1,0265 1,1019 1,0567 1,0191 1,1030 1,0724

1,3 1,0 1,0 2,7 1,8 2,0
6,8 7,0 7,0 7,0 7,0 7,0

Valid
Missing

N

Mean
Median
Mode
Std. Deviation
Minimum
Maximum

Average
Score

Group A

Average
Score

Group B

Average
Score

Group C

Average
Score

Group D

Average
Score

Group E

Average
Score

Group F

Multiple modes exist. The smallest value is showna. 
 

Table 4-24: SPSS Table: Mean value of the average scores per group of measures to 
increase access to medicines for the complete set of 119 questionnaires 
 

Addendum 4-4-A summarizes the average scores on each of the 26 questions, all 119 

questionnaires evaluated together, in the sequence in which the questions were listed in 

the questionnaire. 

Addendum 4-4-B displays a histogram representation of the scores for the 26 approaches 

in the sequence in which they were on the questionnaire. This is also displayed in Figure 

4-4. 

Addendum 4-4-C displays a histogram representation of the scores for the 26 approaches 

sorted in descending order of the average scores.  
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Average Scores 119Q

1,00 2,00 3,00 4,00 5,00 6,00 7,00

26. Voluntary discount prices beyond dif ferent ial pricing

25. Dif ferent ial & t iered & discriminatory pricing

24. Enterprise-level init iat ives

23. Patent donat ion & free licenses

22. Drug donat ion

21. Parallel importat ion & parallel t rade

20. Compulsory licensing

19. Price controls/reference pricing

18. Subsidisat ion & reimbursement

17. Infect ion prevent ion

16. 0.1% of GNP for drugs for neglected diseases

15. 0.5% of GNP for poverty

14. Global M arshall plan

13. Non-prof it  companies for medicines

12. Public-private partnerships (ppp)

11. Addressing the regulatory excess

10. Disease burden incent ive systems

09. Public sector funding of R&D

08. Breakthrough innovat ion LC/HQ Prahalad

07. M edical innovat ion prizes

06. Re-locat ion of R&D to low-cost countries

05. Tax reliefs

04. Transferable intellectual property rights

03. Priority review voucher

02. Opt ional rewards on therapeut ic ef fect

01. Advanced market commitments
Ite

m

Average scores

 
Figure 4-4 : Overall result of the average scores on the 26 approaches, originating from 
the 119 quesionnaires 
 

From Addendum 4-4-B and 4-4-C it became clear that there was very little differentiation 

between the scores; the lowest average score was 3.82, the maximum average score was 

6.00. 
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Likewise, the same calculations were executed for the three stakeholders (HA, DD, 

NGOs&F), and for the three resource levels (RPC, RAC, RRC).  

 

Addendum 4-5 summarizes the same results, however for each of the three stakeholders. 

The top five priorities for the three stakeholders are also summarized in Table 4-25. 

               Priority ranking (top 5) per stakeholder

Stakeholder All HA DD NGOs&F

Highest scoring group D D D D

Highest scoring individual questions
top 1 Q17 (6.00) Q15 (5.81) Q18 (6.16) Q17 (6.20)
top 2 Q18 (6.00) Q12 ( 5.73) Q17 (5.95) Q18 (6.12)
top 3 Q15 (5.87) Q17 (5.69) Q15 (5.84) Q12 (6.04)
top 4 Q12 (5.77) Q18 (5.50) Q10 (5.79) Q15 (5.92)
top 5 Q05 (5.60) Q09 (5.42) Q05 (5.79) Q05 (5.88)

Table 4-25: Priority ranking (top 5) of the individual approaches for the complete set of 
the 119 questionnaires; per stakeholder group  
Legend: e.g. Q17 (6.00) = question 17 got an average score of 6.00 
 
 
Addendum 4-6 summarizes the same results, however, for each of the three resource 

levels. The top five priorities are also summarized in Table 4-26. 

               Priority ranking (top 5) per resource level

Resource Group All RPC RAC RRC

Highest scoring group D D F D

Highest scoring individual questions
top 1 Q17 (6.00) Q17 (6.15) Q18 (5.94) Q17 (6.08)
top 2 Q18 (6.00) Q18 (6.02) Q24 (5.73) Q18 (6.03)
top 3 Q15 (5.87) Q12 (6.02) Q17 (5.70) Q15 (6.03)
top 4 Q12 (5.77) Q05 (6.02) Q05 (5.61) Q12 (5.79)
top 5 Q05 (5.60) Q15 (6.00) Q16 (5.52 Q10 (5.67)

Table 4-26: Priority ranking of the top five of the individual approaches for the complete 
set of the 119 questionnaires, per resource level group 
Legend: e.g. Q17 (6.00) = question 17 received an average score of 6.00 
 

 The conclusion of the analysis for central tendencies is that in all assessments, 

except one, the highest scoring group of measures to increase access to life-saving 
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medicines is group D: international collaboration and treaties. Apparently, in general, the 

solution of the problem is expected from these types of high-level macro-economic 

approaches, per stakeholder group, and per resource level group with one exception, 

Group F, which is discussed further in section 4.1.6. Looking at the top five rankings, 

some interesting differences are evident. For example, the authorities put Q15 (Jeffrey 

Sachs’ principle; 0.5% of GNP) at the top, and Q17 (infection prevention by the local 

authorities) and Q18 (reimbursement and subsidization of the drugs by the local 

authorities) at positions three and four. On the other hand, the drug developers put Q18 

and Q17 at the top of their preference list, whereas Q15 (Jeffrey Sachs’ principle; 0.5% of 

GNP) for them is at the third place. So it appears that although, at first glance, the results 

are pretty much aligned, upon closer inspection, it is clear that each of the different 

stakeholders are looking at another party to take the first step in the process, associated 

with the primary responsibility.  

 It is not surprising and even self-explanatory that for the authorities, Q9 (public 

funding of drug development) comes in the top five of their priorities. Likewise, the same  

can be stated for the fact that in the group of drug developers Q5 (more tax reliefs for 

drug developers) is in the top five of their priorities. These two aspects directly link to the 

core business of authorities and drug developers. It is noteworthy that Q12 (public-private 

partnerships) scored high in general. Interestingly, the fact that Q5 (more tax reliefs for 

drug developers) scores high, in general, can be explained by the fact that it was, of 

course,  highly supported by the group of drug developers (fifth priority), but it was also 

supported by the NGOs & Foundations (fifth place). 

 The reason why group F comes out as the highest scoring group of measures in the 

RAC group of countries, is not clear. In the first place, it should be stated that group D of 

measures was very close, in second place, so it might be a coincidence. Other than that, a 
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plausible explanation is that these countries, situated at a higher level on the hierarchy of 

needs as compared to the RPCs, are envious of the bigger price cuts and the more 

generous drug and patent donations granted to the RPCs. 

 Looking further to the lower priority measures, displayed in Addendum 4-5 and 

Addendum 4-6, for example, those scoring between the top six and the top ten, then the 

differences become more outspoken. It is also interesting that overall the lowest priority 

is given to question 21 (see Addendum 4-4-C), the use of parallel import/parallel trade. 

As expected, question four, transferrable intellectual property right/prolongation of 

exclusivity, is rated very low by authorities and NGOs/F but is supported highly by drug 

developers. This is related to the key objectives of both stakeholders: authorities and 

NGOs/F want to reduce the prices as soon as possible, whereas patent-based drug 

developers want to obtain a high price as long as possible to get a payback for their 

investments. 

4.1.4.2. Tests for Differences between Two Sets of Data 

The following Mann-Whitney U tests were performed on the input scores on the 26 

questions in the 119 questionnaires. 

• Differences between the mean values of the average scores per group of    

measures: 

o  For the type of organization: drug developers versus non-drug developers (NR5 in 

SPSS codebook; see Addendum 3-13); 

  Note: the rationale for the clustering of DD versus non-DD was inspired by the fact 

 that in the cases of conflicts on the price of medicines in resource-limited countries, 

 the NGOs tend to be in favour of the Authorities’ standpoint. Therefore, it is 

 extremely interesting to analyse the data in view of this dichotomy.  
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o  For the type of drug developer: patent-based versus generics (NR60 in the 

codebook); 

o  For the size of organization: small (<500 employees) versus large (>500   

 employees) (NR7 in codebook); 

o  For the language: Latin influence via language versus no Latin influence via  

 language (NR13 in the codebook); 

o  For the resource level class: RRC versus RPC & RAC (NR11 in the codebook); 

o  For Hofstede’s cultural components, 

• Low versus high PDI (NR16 in the codebook); 

• Low versus high UAI (NR18 in the codebook); 

• Low versus high IDV (NR20 in the codebook); 

• Low versus high MAS (NR22 in the codebook); 

• Low versus high LTO (NR24 in the codebook). 

 

• Differences between the mean values of the scores on the 26 individual questions: 

o  Same test settings as for mean values of the average scores per group (cfr. supra). 

 

 The results are summarized in Addendum 4-7 for the mean values of the average 

scores per group of measures, and in Addendum 4-8 for the mean values of the scores for 

the 26 individual questions. All results that are statistically significant (p<0.05) are 

highlighted in yellow. 

 Although these addenda indicate that many aspects were studied in great detail, it 

must be emphasized that only one type of statistical test procedure per purpose was used; 

the use of several/similar statistical procedures for the same purpose in the hope that/with 

the aim to increase the chance that at least one of the tests would show significance, was 
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not applied. Even before any testing started, it was clearly defined exactly what was 

going to be tested and in which detail. And for that purpose, the SPSS codebook was set 

up, before any inputs were entered into SPSS. Furthermore, from the beginning onwards, 

confidence levels for significance were set at >0.95 and no deviations from that rule were 

applied. 

4.1.4.3. Discussion of the Results for Differences between Two Sets of Data 

 At the level of the mean values of the average scores per group of measures (see 

Addendum 4-7), it can be observed that different types of organizations (drug developers 

versus non-drug developers) show a clear difference of opinion on the group E of 

measures, (what local authorities can do to help the people in need). This mainly refers to 

different opinions on price controls, reference pricing, compulsory licensing and the use 

of parallel import/parallel trade, as the more detailed Addendum 4-8 indicates. The scores 

differ between patent-based companies and generic companies for group A of measures 

(pull mechanisms). This is clearly due to the difference in opinion on question 4, 

transferrable intellectual property rights – prolongation of exclusivity – which pertains to  

the “generic drugs” discussion and goes back to the very nature and core business of both 

groups of drug developers. Small versus large companies appear to differ in opinion on 

the group E measures, which can be explained by the different frequency and the level at 

which they interact with authorities, and the different roles and importance they assign to 

the authorities. Smaller companies are, in general, more in the pioneer phase, having 

products only in very early stages of development, which is likely to make them less 

knowledgeable about the roles and impact of the authorities. 

 It is interesting to note that there appears to be no significant difference in the mean 

values of the average scores per group of measures, depending on the language of the 

questionnaire (English versus French & Spanish, or in other words the non-Latin 
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influenced versus the Latin-influenced ones). This is an indication that the translation of 

the English questionnaire into a French and a Spanish version did not cause any 

differences. Looking at the more detailed results for the 26 individual questions, there 

appear to be five questions for which a significant difference between the English and the 

French & Spanish versions are present. However, it was not possible to determine 

whether that could be related to a particular translation issue, or if it was caused by 

cultural differences.  

 Significant differences between RRC on the one hand, and RPC & RAC on the 

other hand exist for groups B, E and F. For class B they were mainly caused by questions 

five, six and seven, which are three push mechanisms by which drug developers can 

lower their development costs. For group E, it mainly links to question 20, very 

importantly, namely the use of compulsory licensing, where the RPCs & RACs results are 

of course “pro,” and the RRCs results “contra.” This is not surprising, because the main 

drug developers are located in, and are supported by the RRCs. The difference for group 

F is caused mainly by question 24, where differences in opinion are evident between RRC 

and RPC & RACs as to whether initiatives by any type of enterprise to make medicines 

affordable to their employees contributes to a solution of the problem. RRCs’ scores 

appear to be higher than those of RACs and RPCs. 

 Differences were also observed for the averages of group B and E as a result of low 

or high ratings on Hofstede’s cultural components: Power Distance Index, Individualism 

and Masculinity. The most plausible assumptions to explain those differences are that 

communities with high power distance values, high individualism scores and high 

masculinity scores are opposed to incentives to reduce the development costs for drug 

developers (the big powerful rich enemy), as well as to the authorities as the driving force 

to solve problems (anarchy type of feelings against the authorities who are in power). 
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Secondly, since some of the cultural components correlate with each other, it is not 

surprising to find more than one of the components that differs significantly. For example 

if X positively correlates with Y, and Y correlates positively with Z, it is logical to expect 

that X also correlates positively with Z. 

4.1.4.4. Tests for Differences among Three Sets of Data 

The following Kruskal-Wallis H tests were performed on the inputs for: 

• Differences between the mean values of the average scores per group of    

 measures:  

o For type of organization: AU, DD, NGOs/F (NR4 in SPSS codebook; see  

  Addendum 3-13); 

o For size of organization: <50, >50 but <500, >500 employees (NR6 in SPSS  

  codebook); 

o For language: English, French, Spanish (NR12 in SPSS codebook); 

o For resource level class: RPCs, RACs, RRCs (NR10 in SPSS codebook). 

• Differences between the mean values of the scores on the 26 individual questions: 

o Same test settings as for mean values of the scores per group (cfr. supra).  

 

The results are summarized in Addendum 4-9 for the average scores per group of 

measures, and in Addendum 4-10 for the scores for the 26 individual questions. All 

results that are statistically significant (p<0.05) are highlighted in yellow. 

4.1.4.5. Discussion of the Results for Differences among Three Sets of Data 

 This way of analysing the data in terms of differences among three sets of data 

provides – not unexpectedly – very similar results as compared to the analysis of two sets 

of data. 
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Whereas the type of organization in the two sets of data analysis procedure only resulted 

in significant differences for the average scores of group E, there is now also a significant 

difference for group F of measures (Addendum 4-9), where, when looking at the level of 

the individual questions (Addendum 4-10), it appears that different opinions appear to 

exist between authorities, drug developers and NGOs/Fs on patent donation/free licenses 

(Q23), initiatives by any type of enterprise making affordable medicines available to the 

employees (Q24), differential pricing/tiered pricing/discriminatory pricing (Q25), and 

voluntary discount pricing beyond differential pricing (Q26). Again, this has to be related 

to “raison d’être,” the very nature and the core business of the three different 

stakeholders.  

 Likewise, as in the analysis of two sets of data, the three sets of data analyses only 

show a significant difference for the averages of group E of measures, depending on the 

size of the organization. Also, fully in line with the two sets of data procedures, no 

significant differences among the three languages show up in terms of the mean values of 

the average scores of the groups of measures A to F. At the individual question level, 

only three out of 26 items show a significant difference. Again this provides confidence 

that major translation errors have not occurred in translating the English questionnaire 

into the French and Spanish version. 

  Finally, based on the type of resource level class, to which the country is assigned 

(RPC, RAC, RRC), the results show the same statistical differences as to the mean values 

of averages of groups of approaches to improve access to life-saving medicines, as 

compared with the 2-set of data type of procedure: differences exist for group B, E and F, 

as already explained under 4.1.4.2 and 4.1.4.3. 
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4.1.4.6. Tests for Correlations between the Input Data and Hofstede’s Cultural 
Components  
 
 The following Pearson correlations were calculated between the inputs from the 

scores on the 26 questions in the questionnaire on the one hand, and the rating of the 

environments from which the questionnaires were returned, on Hofstede’s cultural 

components: 

• correlations between the mean values of the average scores per group of measures 

with Hofstede’s cultural components; 

• correlations between the mean values of the scores on the 26 individual questions 

with Hofstede’s cultural components. 

The actual values at scale level, according to Hofstede, for most of the countries involved 

in this questionnaire survey, can be found in Verluyten (2000), for PDI on p. 161, for 

IDV on p. 170, for UAI on p. 182, for MAS on p. 186, and for LTO on p. 195. 

The results are summarized in Addendum 4-11 for the average scores per group of 

measures, and in Addendum 4-12 for the scores for the 26 individual questions. All 

results that are statistically significant (p<0.05) are highlighted in yellow. 

4.1.4.7. Discussion of the Results for Pearson Correlations 

 When comparing Addendum 4-11 with Addendum 4-7, and Addendum 4-12 with 

Addendum 4-8, it is clear that results are relatively well in line with each other. When 

performing Mann-Whitney U testing for differences between two sets of data (in this 

particular case Low and High values on Hofstede’s cultural components) it was observed 

that significant differences existed for PDI, IDV and MAS, for the mean values of 

averages of group B and group E of measures to improve access to life-saving medicines. 

The Pearson correlation calculations only show significant correlations on Hofstede’s 

cultural consequences for PDI and IDV, but in line with the Mann-Whitney U testing, 

only for groups B and E. These findings have already been discussed in Section 4.1.4.3. 
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4.1.5. Reliability and Validity of the Questionnaire Results; Limitations of the Test. 

 The reliability of the applied quantitative method is to be considered satisfactorily. 

The response rate is around 10%, which is a normal rate for self-completed 

questionnaires sent to randomly selected parties. The distribution of the completed 

questionnaires over the three stakeholders, the three different country resource levels of 

the environments from which they came back is good. With the 119 questionnaires that 

were correctly completed, important differences between sets of data could be 

demonstrated with statistical significance at a 95% confidence value. Although two small 

countries were responsible for a large number of returned questionnaires, analyses 

demonstrated that these inputs did not skew the distribution of data to a substantial extent.  

 As to the internal validity of the questionnaire survey, it should be noted that the 

countries, and the addressees of the questionnaire within these countries were selected 

randomly, with the exception of the “select” inclusion of Brazil, Thailand and South 

Africa. Also, it can be stated that no major historical event happened that could have 

dramatically disturbed the answers of the respondents, during the time period of the data 

collection. Indeed, the global financial and economic crises hit basically at the end of the 

first quarter of 2009. At that moment, the vast majority of the completed questionnaires 

had already been received. To avoid that “third variables” would come into play, as many 

approaches to increase access to life-saving medicines as possible, found in a sound desk 

and literature research, were included in the questionnaire. Since the questionnaire 

research was a one-point measurement, “mortality” or “drop-outs” are not an issue. The 

choice was made to go for a Likert scale of seven response options for each question. 

This was to obtain sufficient accuracy and to avoid too many neutral responses. There is 

no ambiguity about the direction of the relation: the extent to which people rate a 
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particular measure effective to increase access to life-saving medicines, could clearly be 

expressed in terms of the seven response options, ranging from “1=totally disagree” to 

“7=totally agree.” 

 This author has put three possible explanations together why the results are 

relatively alike for the three groups of stakeholders.  

• A paradigm shift has occurred through which representatives of authorities, drug 

developers and NGOs/foundations have gradually developed a common understanding of 

what exactly the problem is, and what the few ways out of the issues are. Several people 

in the environment of the researcher mentioned that the outcomes of this questionnaire 

survey would certainly not have been obtained a decade ago. 

• Strictly, the categorization “people working at authorities,” “people working at drug 

developers” or “people working at NGOs & Foundations” is not unambiguous. The world 

of advocacy and campaigning for improved access to life-saving medicines is a very 

small world. Every individual of that community might have experiences in two or even 

three of the stakeholder environments. 

• Looking at the top five priority ranked approaches might not be the best way of 

looking at the problem. Experts in the environment of the researcher suggest that the top 

five priorities are the “too obvious,” or “the easiest” things to answer, in other words, the 

approaches that “everyone dreams of” or “has very nice intentions on” (cfr. conceptual 

framework of Fishbein and Ajzen) but for which several roadblocks exist on the road to 

accomplish them. 

These three possible explanations are reviewed again in section 4.3, when the comparison 

and integration of the outcomes of questionnaires and interviews are discussed. 

 The fact that the responses of the 3 groups of stakeholders are similar and most 

responses are in the range of 4.0-6.2, so showing a strong positive skew, except for 3 
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responses, also needs further explanation. Related to human psychology, one often sees in 

questionnaires that people have the tendency of yea-saying or acquiescence. This is the 

tendency to give positive responses, such as “true”, “like”, “often” or “yes.” Another 

tendency is that the responses are not evenly distributed over the range of alternatives, but 

show a positive skew towards the favourable end, resulting from the feeling that the 

topics to be rated in the questionnaire are already the best ones selected from the field, 

hence better than the average. Another bias that could have contributed to the results is 

the “halo effect.” Since frequently many items are ordered on one questionnaire page, it is 

possible to rapidly rate all items on the basis of a global impression, paying little attention 

to the individual categories (Streiner and Norman, 1995). 

 Analyses performed in Section 4.1.3. “Assessment of the validity of the respondents 

inputs” refer to elements of the construct validity. As already mentioned, the 

questionnaire has been made operational by means of a Likert scale of seven response 

options. These analyses indicate that the respondents have not inattentively completed the 

questionnaires: three obvious differences that could be expected based on common sense 

came out statistically significantly different; three other obvious situations where, based 

on common sense no difference could be expected, turned out to be statistically not 

significantly different. In other words, no “contradictio in terminis” aspects were 

demonstrated in this way.  

 In order to avoid bias based on the expectations of the researcher, in the introduction 

letter, the status and position of the researcher were clearly explained. Having the 26 

approaches to increase access classified into six groups of measures is questionable. 

Cronbach’s alpha calculations show that the coherence/reliability of scores for measures 

belonging to the same group was only acceptable for one of the stakeholders. Therefore, 

very little emphasis was put on these groups during the interviews, following the 
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questionnaire survey. Whether or not the questionnaire was workable, was tested in the 

pilot-run test. Only very minor comments on the construction, layout and the linguistic 

aspects of the questionnaire were received, as well for the English, the French and the 

Spanish version of the documents. As the results show, no evidence was found for major 

translation or interpretation issues that might have occurred in translating the 

questionnaire from English to French and Spanish.  

 In terms of external validity, it was a good choice to send the questionnaires to 

CEOs of companies, Presidents of NGOs & Foundations, and the Minister of Public 

Health/Administrator-General of the Ministry of Health. At the end, those are the people, 

responsible for making decisions on policies to develop new medicines, to set up aid 

programmes in poor countries, and to take actions for the people in need. Given the large 

number of countries to which the questionnaires were sent (approx. 50% of all existing 

countries), it is very likely that the same exercise, repeated in different countries, would 

have resulted in the same outcomes.  As a consequence there is a high probability that the 

results can be generalized globally.  

 As to the limitations of this questionnaire research, it must be emphasized that the 

original aim, namely to make comparisons between situations, or comparisons between 

preferences for approaches to increase access, within countries, namely among the 

authorities, drug developers and NGOs & Foundations in the same country, were not 

possible given the response rate of around 10%. The response rate originally aimed for 

was 30%. For the same reason, comparisons among individual countries were not 

feasible. Reasons why the response rate was lower than the 30%, originally aimed at, 

were discussed in section 4.1.2.1. It should also be noted that amongst the returned 

questionnaires there were none that were returned from Thailand and Brazil, two of the 

three countries where recently the biggest issues on the pricing of drugs and compulsory 
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licensing have played key roles. Therefore, it could add value to this research work to 

certainly include people from those countries in the interview schedule, that followed the 

questionnaire phase. The same applies to Oceania: no completed questionnaires were 

returned from that area. People from that region should be included as well in the 

interview schedule to close this gap. 

 Another limitation of the questionnaire survey is the observation that, whereas sets 

of questionnaires were sent to 109 countries, responses were received from only 54 of 

these countries. Although the non-responders may think systematically differently and it 

is not possible to generalise to other countries, that has merely been counter-balanced by 

the fact that results are not looked at / analysed per country, only per group of countries 

(RRC, RAC, RPC), or per continent. Nevertheless, it remains a limitation of the 

questionnaire survey that from certain key countries, e.g.  three major players in the field, 

namely Brazil, China and India, in total only 2 completed questionnaires were received. 

 

4.1.6. Conclusions and Discussions Based on the Statistical Results  

 Described below are this thesis author’s conclusions and discussions of the results 

obtained in the quantitative survey. The documents for the pilot run needed only very 

little adaptation so as to generate the materials for the full-run survey. As a consequence, 

all pilot-run inputs were used for the complete final calculations. 

 From the total of 1273 questionnaires sent out, 119 valid completed questionnaires 

were returned. The net response rate was around 10%, which is disappointing, however, 

still in line with reference data found in the literature (Robson, 2002; Bell, 1993). 

 Good distribution of the sample was obtained as to the spread over the three 

stakeholders and the three resource-levels of the countries from which they were sent. 

Looking at the three languages that were used: sufficient copies were returned in English 
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and French, however, for the Spanish questionnaires, N is only eight, which is rather low. 

Also, percentage-wise, the response rate of the Spanish questionnaires is lower (around 

5%) than for the English and French version (around 10%).  

 The majority of the returned questionnaires came back from Africa and Europe. 

Copies from Oceania were missing in the sample. The response rate from South Africa, 

Brazil and Thailand (“conflict countries”) was much lower than from the other countries, 

however, this phenomenon appeared to be statistically borderline not significant. High 

numbers of returned questionnaires from two relatively small countries, Senegal and 

Belgium, did not substantially skew the data distribution. As a consequence they were 

kept in the sample. Samples were only received from 54 of the 109 countries, and there 

were only 2 returns, in total, from key players like Brazil, India and China. 

 In the sample, 71 organizations are <500 employees in size; 22 are >500 in size. The 

sample was predominantly received from high PDI and low UAI environments. 

Furthermore, the sample is average as to the IDV and the MAS component of Hofstede’s 

concept. The sample was received predominantly, from countries with an outspoken low 

“long term orientation” attitude.  

 Handwritten comments on the questionnaires indicated that the number of people 

who found the questionnaire easy and clear to operate was more or less equal to those 

who experienced it as cumbersome. 

 As to the way of approaching the addressees, e.g. to send them a reminder letter, it 

was found that more than 50% of the e-mail addresses and fax-numbers found on the 

Internet, although at first sight from trustworthy sources, were wrong or outdated. 

 Correlations were found, between Hofstede’s cultural components PDI, UAI, IDV 

and MAS and the fact whether these countries were classified as RRC or RAC & RPC. 
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IDV had the highest Chi-square value. This matches with Hofstede’s own observation 

that individualism strongly correlates with wealth. 

 Since the majority of the distributions of scores on the questions did not show 

normality, as was shown by histograms and box-plots, it was decided to use non-

parametric testing instead of parametric testing, wherever needed. 

 Based on common sense, six internal controls were executed to check the validity of 

the data, regarded as a marker for how scrupulously the questionnaires were filled in. The 

statistics of all these controls came out as expected, contributing to the validity of the 

system. 

 Tests for reliability/consistency/coherence of the scores within the same group of 

measures to increase access to life-saving medicines was shown to be quite good for the 

data set of the authorities, however, rather poor for the group of the drug developers and 

NGOs & foundations. This might indicate that the classification in groups of measures is 

not unambiguous; that the rationale used to put all the measures into the six groups was 

not clearly enough delineated. It could also indicate that the group of drug developers and 

the group of NGOs & Foundations were much more heterogeneous as compared to that of 

the authorities. 

 In all except one statistical procedure, group D of the measures to increase access 

was found to be the group with the highest average score, per group of stakeholders and 

per group of country’s resource-level. Only in one case, namely for the RACs, group F 

(corporate and non-governmental philanthropy and voluntary initiatives) scores the 

highest. This might be explained from the perspective of Maslow’s hierarchy of needs, in 

the sense that these countries are considered to be at a higher level in the hierarchy of 

needs, however, they may also be envious of the more extensive donations and price 

reductions that the RPC, which are on a lower hierarchy of needs, receive. 
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 In general, the following individual questions scored the highest, as to being the best 

measures, to increase access to life-saving medicines in the next ten years, in descending 

order:  

• Q17: authorities organizing infection prevention; 

• Q18: subsidization or reimbursement of the price of drugs (e.a.); 

• Q15: actual allocation of 0.5% of GNP by rich countries – Jeffrey Sachs’ principle; 

• Q12: formation of public-private partnerships for drug-development; 

• Q05: granting bigger tax reliefs to drug-developers; 

• Q16: 0.1% of GNP for drugs for neglected diseases (e.a.). 

 The five individual questions that received the highest scores in the groups of the 

three stakeholders, and in the groups of the three country’s resource levels are very much 

alike. This could indicate that in the meantime, there is a common understanding and a 

common alignment amongst the involved parties. For the first two measures, a lot of 

support can be found in the literature. Piot and Caraël (2009) state that for instance for 

HIV, with three million new infections per year, treatment will be an impossible option in 

the long term in case we do not start to invest in prevention now. And even if the costs of 

antiretroviral products become less than a dollar a day – at or below the production cost – 

that is still too expensive. As a consequence, these products will have to be subsidized 

one way or the other (Piot and Caraël, 2009:97). 

 Two highlights out of the statistical analysis are described below. 

• Patent-based industry and generic companies very significantly differ in opinion on 

question four: transferable intellectual property rights – prolongation of exclusivity. This 

refers to one of the major topics in the whole access discussion, namely on the one hand 

experts stating that IP must be protected as long as possible to fund innovation in the drug 

development arena, on the other hand the parties claiming that IP should be abandoned, 
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so that generics can be marketed as soon as possible, at the lowest possible prices. This 

topic also links to the issue of reduced prices and compulsory licensing that caused open 

conflicts in Brazil, Thailand and South Africa over the past few years.  

• A major difference exists between RRCs and RACs & RPCs in the scores of group 

E measures, in the sense that the view differs on what the local governments can do to 

support the people in need. Also, here, a major link to compulsory licensing exists. Of 

course, RRC where most of the drug developers are located, are supporting their 

industries and as a consequence are against compulsory licensing. This is in contrast with 

RPCs and RACs that do not have that much of patent-based drug developers. As a 

consequence, the latter ones mainly have a “pro” compulsory licensing standpoint. 

Whether or not RACs and RPCs take the step to enforce compulsory licensing depends 

on the balance of advantages versus disadvantages they envisage. For instance, RRC 

might reduce their development aid to RPCs or RACs, which implement compulsory 

licensing. This all links up with the game theory, explained in Section 2.5.4. 

 Testing differences between sets of data, reveals that there were very few 

differences based upon the size of the organization in which the respondent worked. This 

means that Henry Mintzberg’s organization theory, a contingency theory, is not very 

helpful in explaining differences in preferences for access approaches of stakeholders. 

For example, a correlation between the size of the organization and the attitude on 

“company level initiatives,” as suggested by Katrak (2004), and described in Section 

2.4.2 under measure 24, was not found. On the other hand, Hofstede’s cultural 

consequences conceptual framework was shown to have several links to the differences in 

preference found. Differences were also observed for the averages of group B and E as a 

result of low or high ratings on Hofstede’s cultural components: Power Distance Index, 

Individualism and Masculinity. The most plausible assumption to explain those 
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differences is that communities with high power distance values, high individualism 

scores and high masculinity scores are resistant to helping reduce the development costs 

for drug developers (the big powerful rich enemy), as well as to the authorities as driving 

force to solve problems (anarchy type of feelings against the authorities who are in 

power). 

 The outcome of testing differences between three sets of data was similar to the 

outcomes of testing difference between two sets of data. 

 

4.2. Text Analysis of the Interviews 

4.2.1. The Participants to the Interviews/the Interviewees 

 In Chapter 3. “Research Design, Materials and Methods,” the modus operandi for 

the interviews was clarified. The interview period ran from July 2009 until the middle of 

December 2009. In total 29 valid interviews were held. The first four interviews were 

used as pilot interviews to evaluate the technique, to test the logistics for the organization, 

to check the timing of an average interview and so forth. The remaining 25 interviews 

were considered to be the full-run interviews. Everything went very well with the pilot 

interviews. Immediately after those four interviews had been done, an assessment of them 

revealed that the pilot run interviews could be used for the final evaluation without any 

doubt or without adaptation. 

 Addendum 4-13 shows the overview and characteristics of the health care experts 

with whom an interview took place. The four test-run interviews are highlighted in 

yellow; the full-run interviews are highlighted in green. In order to protect the 

confidentiality and the anonymity of the participants, as a matter of fact, names of the 

interviewees are not mentioned. Only the rough characteristics are summarized. Only one 

out of the 29 interviewees refused to be audio-taped. For that interview a written 
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summary was made the same day as the interview so as to catch the essentials of what 

was said, without bias. Since in the quantitative research with the questionnaires, not  a 

single copy was received from Oceania, a special effort was done to make sure that two 

interviews with people in Oceania would be part of the sample. It appeared to be 

extremely difficult to get the commitment of people from South Africa, Brazil and 

Thailand. In the margin of the organization of the interviews it became clear that the 

subject of access to medicines continues to be a very sensitive topic in these countries. 

Finally, an appointment with one person from Brazil was made for an interview. From 

Thailand, at the end, two willing candidates were found. None of the participants of the 

interviews had been involved in the questionnaire survey. 

 Six out of the eight interviews in the class, “Authorities/Politics” were held with 

people that work (or in the meantime worked) in the close proximity of their minister of 

health, or their minister of foreign affairs/development collaboration, or the European 

Commissioner for Humanitarian Aid & Development Collaboration. They certainly have 

direct influence on political decision-making. For the other two interviewees, they have 

indirect influence on political decision-making. 

 It should be noted that for the questionnaires, the net response rate was much lower 

for South Africa, Brazil and Thailand (earlier named the “conflict countries”), than for the 

rest of the world (“non-conflict countries”). The same phenomenon was operative when 

the thesis author was seeking to obtain commitment for the interviews. Whereas, for these 

“conflict countries,” several people initially confirmed verbally or via e-mail that they 

would be willing to participate, most of them, later on, when it came to fixing an exact 

date and proposing the rough contents of the interview, responded with reasons why an 

interview would not be possible: “too much work,” or “I have no time during the next few 

months.”  Some of those prospective interviewees did not reply to phone or e-mail 
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messages after their initial acceptance to participate; consequently, those interviews could 

not be held. In contrast, the vast majority of people from the “non-conflict countries” that 

initially committed to participate, did their interview. The difference in behaviour was so 

striking that a small cross-tabulation exercise was set up to see whether the withdrawal 

from an interview, of the people from “conflict countries“ was significantly different 

from those from “non-conflict countries.” Table 4-27 shows the cross-tabulation. Table 4-

28 shows the Chi-Square result. 

KeptPromise * CversusNC Crosstabulation

3 5 8
6,3 1,7 8,0

37,5% 62,5% 100,0%
26 3 29

22,7 6,3 29,0
89,7% 10,3% 100,0%

29 8 37
29,0 8,0 37,0

78,4% 21,6% 100,0%

Count
Expected Count
% within KeptPromise
Count
Expected Count
% within KeptPromise
Count
Expected Count
% within KeptPromise

0

1

KeptPromise

Total

1 2
CversusNC

Total

 

Table 4-27: SPSS Table: Cross-tabulation of candidates for interview who kept their 
promise to participate; “C: conflict-countries” versus “NC: non-conflict countries” 
CversusNC : 1=non-conflict country, 2=conflict country 
Kept-Promise : 0=didn’t keep promise, 1=kept promise 
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Chi-Square Tests

10,065b 1 ,002
7,222 1 ,007
8,758 1 ,003

,006 ,006

9,793 1 ,002

37

Pearson Chi-Square
Continuity Correctiona

Likelihood Ratio
Fisher's Exact Test
Linear-by-Linear
Association
N of Valid Cases

Value df
Asymp. Sig.

(2-sided)
Exact Sig.
(2-sided)

Exact Sig.
(1-sided)

Computed only for a 2x2 tablea. 

1 cells (25,0%) have expected count less than 5. The minimum expected count is
1,73.

b. 

 

Table 4-28: SPSS Table: Chi-square test after cross-tabulation of people who kept or 
didn’t keep their promise to participate to an interview after an initial acceptance in 
principle. 
 

 The difference in the behaviour to fulfil the agreement to be interviewed appeared to 

be statistically different between people from “conflict countries” versus those from 

“non-conflict countries” (Chi-square: 10.07; p<0.05). This is similar to the lower 

response rate to the questionnaire, which was borderline non-significant, or for which 

there were not enough samples to demonstrate significance. It must be emphasized, 

however, that although Table 4-28 shows significance, at first sight the results must be 

interpreted with caution because one out of four “cells” in the database had an expected 

count less than five. However, since the p-value for the “Fisher’s Exact” test, which is not 

sensitive for high or low numbers of expected data shows significance (p<0.05) the 

difference can be considered to be statistically significant. 

 What also became clear from the overviews, and which is explained further in 

section 4.2.3.1, is that “sensu stricto,” the categorization of “a person working at the 

authorities,” “a person working at a drug company” and “a person working at an 

NGO/foundation” does not exist. The reason is that the majority of the interviewees had 

experiences in more than one professional stakeholder environment. 
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 The text analysis of the typed out interviews was performed, using NVIVO8 

software. For the use of NVIVO8, specialized literature was consulted (Richards, 2005; 

Richards, 2006a; Richards, 2006b). 

 

4.2.2. Analysis of the Pilot-Run Interviews  

 The first four interviews were counted as the pilot interviews to evaluate the 

technique, to try out the logistics for the organization, to check the timing of an average 

interview and so on. The other 25 interviews were considered the full-run interviews.  

 Everything went well with the pilot interviews. The average duration of the 

interviews was between 50 and 60 minutes, with a minimum individual duration of about 

50 and a maximum of 77 minutes. The latter was considered too long; too much time was 

spent on in-depth discussions, drifting away from the main track of the interview.  

 As a general remark, it must be stated that the interviewees, although preparatory 

documentation had been provided to them, well in advance, they had taken only a limited 

amount of time to prepare for the interview. One of the interviewees in the pilot run did 

not even remember the purpose of the meeting/interview. This means that in the full-run 

interviews, sufficient time was used to provide a good introduction. Of the four 

interviewees, one person did not allow voice-recording of the interview. Written notes of 

that interview were made by this thesis researcher on the same day of the interview.   

 NVIVO8 was tested out on the typed pilot-run interviews. As explained in Chapter 

3. “Research Design, Materials and Methods,” a codebook with “tree nodes,” “cases” and 

“sets” was developed and established into NVIVO8 upfront. No problematic issue was 

observed in analysing the four pilot-run interviews. Immediately after these four 

interviews had been processed, an assessment of the results revealed that the pilot-run 

interviews could be used for the final evaluation without any doubt or without adaptation. 
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It was concluded that the four pilot interviews would count as complete interviews in the 

final complete analysis with NVIVO8. This means that the introduction letter and the 

description of the 26 approaches to improve access to life-saving medicines, found in the 

literature didn’t have to be changed after the pilot interviews were evaluated.  

 

4.2.3. Analysis of the Full-Run Interviews and the Complete Set of Valid Interviews 

4.2.3.1. General Analysis of the Interview Sample 

 The 25 full-run interviews were added to the four pilot-run interviews, resulting in a 

set of 29 final interviews. None of the 29 interviews was unacceptable in terms of 

logistics, wrong choice of interviewee, etc. The shortest interview took 28 minutes and 

the longest interview was the one of 77 minutes from the pilot-run interviews. All 

interviews were done in English, however, once in a while, the very first introduction/the 

welcoming was done e.g. in Dutch, in Spanish or in French. One exception was made: 

one of the interviews was run completely in French, given the fact that the interviewee, 

although he understood English, he was not confident to speak English. In this case the 

interviewer translated the typed out text of the interview from French to English. This 

posed no difficulty since the terminology of the interview subject had become very 

familiar to the interviewer by that time.  

 The interviews were divided into those with:  

• people working at the authorities (public health authorities), or actively involved in 

politics related to health care, or working in state health care institutes; 

• people working at universities, drug developing companies (pharmaceutical 

companies, biotech companies), but a minority also, working at other companies involved 

in “enterprise-level initiatives” for the employees in terms of access to medicines; 

• people working at NGOs and Foundations involved in access to medicines. 
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 As explained in Section 4.1.5, special attention was paid to interview some people 

from Oceania, in order to compensate for the lack of returned questionnaires from 

Oceania. Also, much attention was paid to include people from the “conflict countries” 

(Brazil, Thailand, South-Africa) within the interview programme. 

 The distribution of the interviewees over the above-mentioned three categories was: 

8 representatives of authorities & politics, 10 representatives of universities and drug 

developers/other companies, 11 representatives of NGOs and Foundations. In a sense, 

one could say that the ease of getting people convinced to participate as well as the final 

number of people that eventually participated, is more or less in line with the number of 

responses from the survey questionnaire: NGO’s/F more than Drug 

Developers/Companies more than Authorities/Politics. Another aspect on the sample 

distribution of the interviews however, is that a relatively good balance was obtained in 

terms of: 

• gender of the interviewees (22 male / 9 female) (total=31: sometimes interviews 

were held with two people, but were considered as one interview); 

• their location/work place in the world: presence in Resource-Poor/Average/Rich 

countries (6 RPC / 6 RAC / 17 RRC); 

• belonging to continents (12 Europe / 6 Africa / 4 Americas / 5 Asia / 2 Oceania).  

   

 An important disclaimer should be made here. The classification of the interviewees 

in the above-mentioned three groups is only hypothetical and not unambiguous. In many 

cases, the people interviewed have had work experiences in another group. For instance, a 

person who worked for ten years for the public health authorities of a poor African 

country changed jobs and moved to an NGO some six to nine months before the 

interview. He confirmed, however, that his decade of experience at the level of the 

                              - 223 - 



 

authorities was the main driver for answering the questions during the interview. Another 

example is a participant who had worked for many years on access to medicines’ policies 

at WHO, and who is now the head of access programmes at a pharmaceutical company.  

 So, differences between NVIVO8 scores of “authorities/politics,” “drug 

developers/other companies,” and “NGOs & Foundations” must be interpreted with care. 

This even raises the question whether the same reality could be in place for the people 

who filled in the questionnaires. Given the fact that the history/background of the people 

who filled in the questionnaires is not known, the fact that, in general, very similar 

average results were found for “authorities,” “drug developers” and “NGOs/F” in the 

questionnaire survey may find its explanation in this finding.  Maybe, the world of access 

to medicines is such a small world, with people regularly rotating from authorities to drug 

developers or NGOs & Foundations or vice versa, so as to fill in different positions in 

their career path and therefore their opinions tend to evolve toward similar priorities. 

4.2.3.2. Specific Analysis of the 29 Inputs 

 The complete set of approaches to increase access, as defined after the interviews is, 

for a good reading of the text below, displayed hereunder as Table 4-29.  

 To start with, it must be highlighted that apart from the 26 approaches, that were 

tested in the questionnaire survey, an additional 15 were added, depending on their 

appearance as an additional approach suggested by one of the interviewees. This does not 

necessarily mean that the interviews should have been done before the literature research 

and the questionnaire survey. The method used with NVIVO8 allows the researcher to 

pick-up new approaches the first time they are encountered in an interview. Having done 

the interviews before the questionnaire survey would have resulted in a list of measures, 

in which certain approaches would have been missing. Furthermore, some of the 15 extra 

identified measures were individual opinions, that are not widely published or known by 
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a larger public, for which it would have been difficult to have given a short narrative 

description in a questionnaire setting, e.g. the measure to abandon all subsidies in the rich 

world. 

 

Approach/Measure

1. Advanced market commitments
2. Optional rewards on therapeutic effect
3. Priority review voucher
4. Transferable intellectual property rights/avoid generics
5. Tax reliefs
6. Re-location of R&D to low-cost countries
7. Medical innovation prizes
8. Breakthrough innovation LC/HQ Prahalad
9. Public sector funding of R&D
10. Disease burden incentive systems
11. Addressing the regulatory excess
12. Public-private partnerships (ppp)
13. Non-profit companies for medicines
14. Global Marshall plan
15. 0.5% of GNP for poverty
16. 0.1% of GNP for drugs for neglected diseases
17. Infection prevention
18. Subsidisation & reimbursement
19. Price controls/reference pricing
20. Compulsory licensing
21. Parallel importation & parallel trade
22. Drug donation
23. Patent donation & free licenses/voluntary licenses
24. Enterprise-level initiatives
25. Differential & tiered & discriminatory pricing
26. Voluntary discount prices beyond differential pricing
27. Patent pooling
28. Strengthening national health insurance system
29. Setting up international health insurance system
30. Appropriate use of drugs & adherence
31. Improvement of quality of drugs
32. Setting up microfinancing systems
33. Local authorities to spend 15% of budget to health
34. Tendering and Kiwi model
35. Family planning & reduce population size
36. Diagnostic testing point of care
37. Early access to clinical trials in RPC
38. Abandon all subsidies in the rich world
39. Educate RPCs to become self-sufficient
40. Improve health infrastructure & country infrastructure
41. Authorities lower taxes on medication  

Table 4-29: Complete list of measures to increase access to life-saving medicines, after 
the interviews. 
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 Having scored the statements of the interviewees according to the method described 

in Chapter 3. “Research Design, Materials and Methods,” a picture in terms of general 

outcomes, is displayed in Figure 4-5. 

Net Number of Hits 29 Interviews

-20 -15 -10 -5 0 5 10 15 20 25 30
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Figure 4-5: General overview of net results of favourable and unfavourable statements 
(hits) on approaches to increase access to life-saving medicines in resource-limited 
countries, resulting from the interviews (See also Addendum 4-14-A and Addendum 4-
14-B). 
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 In total, the picture is now comprised of 41 approaches. Above the red line are the 

original 26 approaches tested also in the questionnaire survey. Below the red line are the 

additional approaches posed by the interviewees. To the question in how far the themes of 

the conferences, described in Section 3.4.3 could have influenced the interviewees, and 

the reporting of additional approaches by the interviewees, this thesis author emphasizes 

that the themes of the conferences were so diverse and miscellaneous that no particular 

influence is to be expected. Topics, e.g. specifically on Unitaid’s patent pooling and on 

PPPs were not on the agenda. Therefore, it is this thesis author’s opinion that such 

particular influences have not played a substantial role.  

 The same list of 41 approaches, with their corresponding number of hits and 

histogram can be found in Addendum 4-14-A, for the approaches, in the sequence they 

were used and numbered in the questionnaire, and with the new approaches added in the 

chronological sequence for which they were posed by the interviewees. The same results 

can be observed, however, in a sorted fashion, the net number of hits descending from 

high to low in the form of a histogram, as represented in Addendum 4-14-B. 

 As a consequence, the five top scoring measures from the interviews are as 

presented in Table 4-30. 

Highest scoring individual approaches

Approach Net # Hits

top 1 : Public-private partnerships (ppp) 27
top 2 : Differential & tiered & discriminatory pricing 25
top 3 : Infection prevention 19
top 4 : Patent pooling 14
top 5 : Improvement of quality of drugs 11
top 5 (ex aequo) : Strengthening national health insurance system 11

Table 4-30: Highest scoring individual approaches to increase access to life-saving 
medicines in resource-limited countries, according to the outcomes of the interviews. 
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 After more detailed analyses (see Addendum 4-15), the five top scoring measures to 

increase access to life-saving medicines in resource-poor countries, split into the three 

stakeholders, authorities/politics, drug developers & other companies and NGOs & 

Foundations are presented in Table 4-31. 

               Priority ranking (top 5) per Stakeholder - 29 INTERVIEWS

STAKEHOLDER : All AU/POL DD/COMP. NGO&F

Highest scoring individual measures
top 1 12. (27) 12. (8) 12. (10) 25. (13)
top 2 25. (25) 28. (5) 25. (8) 17. (11)
top 3 17. (19) 31. (5) 17. (6) 27. (11)
top 4 27. (14) 18. (4) 14. (5) 12. (9)
top 5 28. (11) 19. (4) 23. (5) 20. (8)

5. ex aequo 31. (11) 25. (4)

Table 4-31: The top scoring (net hits) individual approaches according to the stakeholders 
Legend: e.g. “12. (27)”: approach 12 (public-private partnerships) had a net hit score of 
27. 
 

 A similar split of the top five scoring approaches according to the resource level of 

the environment where the interviewees are predominantly active, is presented in 

Addendum 4-16, and is displayed in Table 4-32.  

               Priority ranking (top 5) per Resource Level - 29 INTERVIEWS

RESOURCE LEVEL : All RPC RAC RRC

Highest scoring individual measures
top 1 12. (27) 25. (5) 25. (5) 12. (20)
top 2 25. (25) 28. (5) 28. (4) 25. 15)
top 3 17. (19) 23. (4) 23. (4) 17. (14)
top 4 27. (14) 1. (3) 12. (4) 27. (14)
top 5 28. (11) 11. (3) 31. (4) 31. (5)

(ex aequo) 31. (11) 12. (3) / 14. (3) / 17. (3) / 18. (3) 40. (4) 15. (5) / 20. (5) / 1. (5) / 14. (5) / 18. (5)

Table 4-32: The top scoring (net hits) individual approaches in view of the predominant 
resource level of the working environment of the interviewee 
Legend: e.g. “12. (27)”: approach 12 (public-private partnerships) had a net hit score of 
27. 
 

 From Table 4-31, it can be concluded that the influences of the stakeholders in the 

overall results were relatively balanced, with a slight dominance of NGOs & 

Foundations. However, from Table 4-32 it became clear that the number of net hits by the 
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resource-rich environment had a major influence in the overall ranking. As to the choice 

of the approaches, the implications of Table 4-31 and Table 4-32 are, that the three 

stakeholders and resource levels are pretty much aligned with regard to preferences for 

approaches to increase access to life-saving medicines. 

 How these results of the interviews relate to the outcomes of the questionnaires is 

elaborated further in Section 4.3. For now, it is highlighted that there was one approach 

that scored extremely low in the interview analyses, namely “Transferable intellectual 

property rights/prolongation of exclusivity of drugs/avoidance of generics”: its score of 

net hits is -16 and is really a highlight in this set of results in the sense that it is the 

ultimate laggard of all the approaches (see Addendum 4-14-A and Addendum 4-14-B). 

 The items “improvement of quality of drugs” and “strengthening national health 

insurance” received extensive support in the literature. Patel et al (2010) found from a 

focus group survey, in the South African setting that “generic medicines, as well as 

medicines supplied without charge by the state, were considered to be of poor quality and 

were treated with suspicion.” They concluded that the perception of inferiority that 

patients have of free or generic medicines significantly undermines attempts to implement 

national medicines policies aiming at improvement of access to medicines. This is a clear 

proof that the quality of the medication indeed plays an important role as well. 

Furthermore, Sun et al (2008) reported that “the quality and safety of Chinese-made 

pharmaceuticals, most of which are not patented,” remains problematic. 

 

 Support for well-functioning public health systems was found in the literature. 

Backman et al (2008) examined the health systems and the link to the right to health in 

194 countries and concluded that health systems should have certain ‘right-to-health’ 

features. These features should be legally binding requirements, not optional extras. 
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Governments must be held accountable to ensure that health systems have, in practice, the 

features required by international human-rights laws. Hamid et al (2010) found that micro 

health insurance had a positive association with indicators such as household income, 

stability of household income, investment in productive assets and so on. Boyer et al 

(2010) argued that for instance through decentralization of the healthcare system, 

successful scaling-up of access to ART became possible in Cameroon. Apart from 

looking at favourable and unfavourable statements of the interviewees on different 

approaches to increase access to life-saving medicines, the analysis by means of NVIVO8 

also focussed on finding explanations for certain events in the past, and evidence for 

trends, and certain events that the interviewees anticipated would happen in the future.  

 Addendum  4-17-A shows the list of these identified topics, together with the 

number of times the evidence was detected independently. They were sorted based on the 

number of times a particular topic was mentioned independently. Based upon that, the 

following “top five” topics were found (see also Addendum 4-17-B). 

• The current, global financial and economic crises will have a strong effect on access 

to life-saving medicines in resource-poor countries. Maybe the existing treatments can be 

maintained and continued, however, there will be very little room to expand access, in 

other words, to put additional people on treatment programmes. 

• Tough negotiations between authorities and drug manufacturers will happen again. 

Granting of compulsory licensing without the consent of the owner of the IP rights will 

continue. Open conflicts will come into existence again, not only in Thailand, Brazil, and 

South Africa. Other countries will use the examples of those countries to start their own 

struggle for lower medicine prices. 

• An important reason why the conflicts between authorities and drug developers on 

the price of medicines happened in Brazil and Thailand (and partly South Africa), is the 
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fact that these countries either already had a well-developed network of local 

pharmaceutical industry or governmental laboratories in their countries, that were 

technically able to copy medicines, or had excellent relations with such companies in 

other low-cost countries such as India. As such, granting a compulsory license was a 

reason for the authorities to maintain these networks or even to kick-start a 

pharmaceutical industry in their country. 

• Corruption continues to be a major disturbing factor in the whole system of 

development cooperation, aid programmes and access to life-saving medicines 

programmes. Calderisi (2006) stated that Africans still consider poverty as natural as the 

wind and the rain, and they accept dictatorships and high-handed elected officials as their 

lot. For a more global description of corruption as a hampering factor, reference is made 

to Section 4.2.5 of this thesis. 

• The game theory relationships have been a major factor in the past, which 

determined the relationships between poor countries and the pharmaceutical industry and 

the governments of the rich countries, in which they are headquartered. This type of 

relationship is likely to continue in the future, although there is a first sign on the horizon 

that parties are beginning to be willing to step away from the game theory model and to 

begin to work on honest collaboration (Attridge and Preker, 2005). Notwithstanding this, 

poor countries that are prepared to collaborate with other countries to fight for reduced 

prices of medicines or to grant compulsory licenses are still too frequently confronted 

with reductions of the development aid or trade sanctions by the governments of the rich 

countries due to their fight for agreements for the provision of lower priced medicines.  

 Apart from these topics, several other interesting statements were made. For 

instance, it is expected that the more people put on treatment e.g. for HIV/AIDS, the 

longer the patients will live, and the more frequently illnesses such as diabetes, 
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cardiovascular diseases and cancer will appear in these patients, which will further 

increase the healthcare burden. Likewise, for these additional diseases, there will be a 

lack of cheap medicines, for which the same struggle to reduce prices or to break patents 

will come into play; thus, we will continue to be caught in a vicious circle.  

 Most interviewees put the primary responsibility for creating access to life-saving 

medicines with the local country authorities. This supported similar strong evidence in the 

literature (Koshla and Hunt, 2009). The question how the local authorities are going to 

fund measures in this field, makes us realize that for the time being, external help will be 

necessary for many years and that the road to self-sufficiency can only be a gradual one. 

 The need to focus on treatment of children was clearly stated as a point of attention 

in the interviews. Also, in the literature, several authors referred to this aspect. Atakouma 

et al (2007) reported that antiretroviral treatment among HIV/AIDS infected children is 

giving good results in Togo. There are many efforts to increase the number of 

beneficiaries. Dionisio et al (2007) concluded their investigation by stating that no more 

than 8% of the HIV positive children needing treatment in low- and middle-income 

countries, have access to antiretroviral medicines (ARVs). Children presently, account for 

about 4% of all treated patients, while for equitable access, they should make up at least 

13%. Children also need other pharmaceutical formulations of the medicines to be able to 

adhere to treatments. This observation was supported by Dunne (2007) who pleads for 

dedicated paediatric formulations. Gazarian (2009) argued that the policy response to the 

WHA resolution (World Health Assembly) on better medicines for children has been 

inconsistent or fragmented, and that success in this field depends on achieving successful 

integration between the science, the policy and the practice of paediatric medicines. Gray 

(2009) came to similar conclusions in the African context. Robertson et al (2009) 

investigated the availability of paediatric medicines in 14 countries in central Africa, and 

                              - 232 - 



 

found that the availability of key essential medicines for children is poor. Better 

understanding of the supply systems in the countries studied and of the pattern of demand 

for medicines is needed before improvements can be made. 

 Making new medicines accessible to the people in need by means of free access to 

experimental medicines, conditional licensing for conditionally approved medicines etc., 

might be another valuable route. Surprisingly, this approach was not picked up initially 

from the literature. However, Breckenridge and Walley (2008) warned that the recent 

publicity about the safety of new medicines, either already approved or in early clinical 

trials, should temper the enthusiasm on those approaches. Kuepfer and Burri (2009) 

reported that there has been a dramatic increase in the number of clinical trials conducted 

in resource-limited settings and recommended that minimum standards are needed at the 

local, national and sponsor levels to provide Good Clinical Practices (GCP) compliant 

clinical research. Also Davies (2010:173) reported recently that off-shoring of clinical 

trials to low-cost countries could contribute to increased access to new medicines. 

 

4.2.4. Reliability and Validity of the Interview Results; Limitations of the Test. 

 As discussed above, the schedule of interviews had a good distribution in terms of 

gender of the respondents, resource level of the environments where the interviewees 

have their predominant activity, and in terms of continents; all continents were 

represented in the sample. The number and duration of the interviews (29 interviews, 

average duration between 50 and 60 minutes) is substantial to provide reliable inputs. The 

reliability of the interview technique was tested in what was called the pilot-run 

interviews: four interviews in total. Observations were that the interviews tended to be 

too long, putting too much attention to details, and that interviewees were relatively 
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unprepared, which pointed to the need of a good introduction during the full-run 

interviews.  

 Voice recorded interviews were typed out literally. Screening and evaluation with 

NVIVO8 software posed no problem. The interviewees were randomly selected based on 

their appearance on the agenda of big international congresses or on the Internet. 

However, two exceptions on this general approach were introduced. Namely, an active 

and directed search for interviewees from Thailand, Brazil and South Africa was 

performed. With the aim to answer research sub-question 2, sufficient input of these so-

called “conflict countries” was needed, which would not have been obtained as a result of 

pure random sampling. Secondly, to compensate for the lack of returned questionnaires 

from Oceania in the quantitative survey, an active search for interviewees from Oceania 

was executed as well, in addition to the random search. 

The majority of the interviews were held at or in the margin of two major international 

congresses (see Section 3.4.3), the focus of which was exactly in line with the scope of 

this research thesis. As a consequence, it is expected that a re-take of the interview survey 

would have led to the same results. Inter-assessor reliability is not applicable in this 

research programme, since all the interviews and the analysis of the typed out records 

were done by the same researcher. 

 In terms of internal validity, extensive attention was paid to the questioning in the 

interviews, so that alternative approaches and measures, originally not found in the 

literature and as a consequence not tested in the questionnaire survey, would be detected, 

leaving no “third variables” untouched. Care was taken that no bias in terms of the 

sequence of the questions would occur. Explanations, correlations and trends were 

debated. Since the interviews ran in the timeframe July 2009 – December 2009, it can be 

concluded that they all ran in the period after the onset of the current global financial and 
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economic crises. This is in contrast with the questionnaire survey, which basically ran 

before the onset of this global event. Further in this text, in Section 4.3, where results of 

the questionnaire survey and the interview survey are combined and integrated, this 

aspect is further elaborated. The selection of the interviewees was a-select, provided their 

names appeared on the agenda of international conferences, as speakers (everyone’s 

chance to be picked as a candidate for the interviews was more or less the same); 

however, with two exceptions, explained on the previous page. Also the interviews were 

one-point-in-time events; no longitudinal approach. As a result, drop-outs/”mortality” 

cannot be considered an issue. Precautions were taken in the preparation and the 

introduction of the interviews to avoid ambiguity about the approach or the questions, and 

their sequence. 

 Given the standard instructions to work with NVIVO8, there is extensive evidence 

to conclude that the construct validity of the interviews was adequately addressed. In the 

first place the typed out interviews were screened for favourable or unfavourable 

statements on the 26 approaches to increase access, already tested in the questionnaire 

survey. The original set of approaches was complemented by additional approaches 

brought up by the interviewees themselves (flexible design element). As with the 

questionnaires, the interviewees were also informed upfront by means of an introduction 

letter to clarify that the content of this research is firewalled from and independent from 

the researcher’s activities as employee of a pharmaceutical company. This was to avoid 

that interviewees would give answers to fulfil the expectations of the researcher as an 

employee of a drug company. To test whether the interview concept was made 

operational in an adequate way for the targeted purpose, four test interviews were 

organized. After evaluation of these test interviews only minor shifts of attention were 
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needed, and it was concluded that the test interviews could be used as fully adequate and 

valid interviews, perfectly matching the screening and evaluation by means of NVIVO8. 

 Substantial efforts were made to safeguard the external validity of the 

questionnaires. In the first place, a substantial number of interviews were done. The fact 

that the number of candidate interviewees for which the actual interview did not 

materialize for one reason or the other, was higher for people from the “conflict 

countries” (Thailand, Brazil and South Africa) as compared to those from “non-conflict 

countries,” indicates that there are still huge sensitivities in these countries related to the 

topic. Eventually, it was possible to include a few people of those countries into the 

interviewee sample. As a consequence, it can be said that the outcome is balanced as far 

as gender, continent and resource level of the environment is concerned. Having done the 

majority of the interviews at or in the margin of two international congresses is not 

considered an issue for external validity, because the scope of the congresses was fully in 

line with the emphasis of this thesis. The question can be raised, however, whether 

participants who attended these conferences are representative of the international 

community of stakeholders. It must be admitted that small local NGOs were probably 

unable to afford the registration fees and the travel and lodging costs to attend these 

conferences. As a result, they are most likely underrepresented in the interview sample. 

This is identified as one of the limitations of the interview survey. 

 With regard to other limitations of the approach of the interviews, it should be noted 

that it was not easy to get access to the coordinates of experts in the fields. For instance 

from the organizers of the two international congresses around which the interviews were 

focussed, it was impossible to get lists of attendees and their coordinates, for reasons of 

privacy protection. So, the search to get in contact with the best candidate interviewees 

was very hard and cumbersome. The described difficulties to get interviewees from 
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Thailand, Brazil and South Africa into the survey is another limitation, suggesting that 

sensitivities around the topic still exist in these countries. It could be so that only the 

bravest people of those countries have spoken, and the opinion of the others is missing. 

The fact that most interviewees had work experiences in more than one stakeholder 

environment is yet another limitation, as it could have blurred the differences in the 

opinions of the three stakeholder groups. 

 Furthermore, the procedure of preparing for the interviews, of having the interviews 

organized, of typing out the voice recorded interviews, and analysing them by means of 

NVIVO8 was a very labour-intensive process.  

 The limitations of the interview survey mentioned above are not only a threat to the 

difficulties of the research process, but also to the reliability and validity of the results. 

The latter refers to the possible under-representation of people from local NGOs of low 

cost countries, through which the results might not be generalized to the entire global 

community involved in the struggle against HIV/AIDS, tuberculosis and malaria. 

Nevertheless, this thesis author considers the results of the interviews suitable for 

generalization, given the triangulation with the questionnaire results, as described in 

Section 4.3. 

  

4.2.5. Conclusions and Discussions, Based on the Interview Results 

 In the timeframe from July to December 2009, 29 interviews of an average duration 

between 50 to 60 minutes were held with health care professionals working at public 

health authorities, drug developers and NGOs & Foundations. 

 All interviews were voice-recorded (except one) and typed out literally. For the one 

non-recorded interview, a written summary was prepared. A codebook of tree nodes, 
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cases and sets of data were upfront created in NVIVO8, based on which the typed out 

interviews were screened and evaluated.  

 Overall, the five approaches that received the highest net number of hits in the 

interviews relate to the following approaches to increase access to life-saving medicines 

in resource-poor countries (in descending order of the net number of hits):  

• public-private-partnerships (PPPs); 

• differential & tiered & discriminatory pricing; 

• infection prevention; 

• patent pooling; 

• improvement of the quality of drugs; 

• strengthening national health insurance systems (e.a.). 

 
  

 The fact that the formation of PPPs comes out as the most favourable one to 

increase access to medicines appears to indicate that, indeed, all parties have learned 

something from the conflicts on pricing issues and compulsory licensing that have 

occurred in the recent past. Apparently, there is a paradigm change from the confrontation 

model/the game theory model to a collaboration type of model in the form of PPPs. If this 

were the only outcome of this thesis, it would already be a major and significant finding. 

  

 “Differential pricing & tiered pricing & discriminatory pricing” were mentioned by 

many interviewees as very logical and still very important tools. According to them, 

adaptation of the price of the medicines to the life standard and income level of the 

people is a very common sense approach.   

 “Infection prevention,” scored high because it is also a very common sense 

approach and it is also linked more broadly to regional sustainable development 
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initiatives. Interviewees voice major concerns about sustainability for the future, due to 

the current way of approaching development collaboration and medical aid programmes. 

 Interviewees reported that for every two new patients put on HIV treatment in recent 

years, five newly infected people have entered into the system. Evidence for this order of 

magnitude (i.e. two newly infected people for one patient put on treatment) was found in 

the literature as well (Coovadia and Hadingham, 2005:5; Dionisio et al, 2007:155). 

Positive news in this field was published by the Associated Press (2009) on November 

25, that the WHO’s latest research shows that the annual global HIV rates of new 

infections are declining. Apparently, the annual rate of new infections has fallen by 30 

percent since 1996. Nevertheless, instead of catching up, the disease burden is still 

increasing. Therefore, prevention of infection must be given high priority now and in the 

future, notwithstanding possible issues with the culture, religion or whatever. It is a 

question of life and death.  

 Patent pooling is a new mechanism in which a few companies bring together the 

intellectual property of some of their drugs or treatments in the form of a “Patent Pool,” 

to a separate legal entity, to which people interested in the drugs and treatments that are in 

the pool can, in a simplified and a cheap way, obtain access to the rights, so that for 

instance FDCs (Fixed Dose Combinations) become available in a simpler, faster and 

cheaper way. Schofield (2008) reported on the task force that has been established to 

launch the patent pool concept, by Unitaid, which is hosted and administered by the 

WHO. However, in a recent interview of Asher Mullard (2009), Scrip’s senior science 

reporter, Professor Herrling of Novartis said “I don’t think a patent pool is the right thing. 

Companies would refuse to contribute patents with any profit potential.” Also, Forbes 

Magazine reported on December 11, 2009 that it is disappointing to see that three years 

after Unitaid broached the idea, only Gilead Sciences, Johnson & Johnson’s Tibotec and 
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Merck are “actively engaged” in negotiating with Unitaid over the patent pool (Bahree 

and Herper, 2009). Nevertheless, ‘t Hoen (2009) and Schofield (2008) remain strong 

proponents of the patent pool mechanism.  

 The strengthening of national health insurance systems points to the idea that aid 

and support for the resource-poor countries should not always mean external aid, coming 

from the rich industrialized countries. Within each resource-poor and resource-average 

country there are also many rich and very rich people. However, they do not contribute to 

helping to make medicines more accessible to the poor, since the national health 

insurance system is not functioning well. A lot of aid could come through solidarity of the 

rich with the poor in their own countries through a health insurance system in which, at 

the end, the rich pay relatively more for healthcare than the poor. Hamid et al (2010) have 

investigated the impact of micro health insurance on poverty reduction in real areas of 

Bangladesh. They showed that micro health insurance has a positive association with 

indicators such as enhancing household income, stabilization of household income, 

increased investment in productive assets and reduced poverty. Unfortunately, their 

evidence is not very robust due to the limited time that his investigation ran. However, 

they seriously consider whether or not micro health insurance could be an alternative for 

existing government programs. It may save the rental costs or construction costs of 

building new health centres, and thus, the insurers could offer lower charges for their 

products, it may enhance the confidence of both patients and personnel regarding the 

sustainability of healthcare, and it might reduce the financing gap in the health sector 

(Hamid et al, 2010). 

 Carrin (2002) addressed the issue of the feasibility of “social” health insurance 

(SHI) in developing countries. SHI aims at protecting all population groups against 

financial risks due to illness. There are substantial difficulties in implementation, 

                              - 240 - 



 

however, due to lack of debate and consensus about the extent of financial solidarity, 

problems exist with health service delivery, and insufficient managerial capacity. The 

transition to universal coverage is likely to take many years, but it can be speeded up. 

Adopting a “family” approach to financial protection, sustained financial support from 

governments and donors, and de-concentrating the development of SHI may slash several 

years from the time needed to achieve full, universal protection, against healthcare costs 

(Carrin, 2002). 

 The issue of inadequate quality of the medicines in the poor countries relates to the 

fact that there is extensive counterfeiting. Newton et al (2006) stated that the production 

of counterfeit or substandard, non-effective drugs is a widespread and under-recognized 

problem that contributes to morbidity, mortality, and drug resistance, and leads to 

spurious reporting of resistance and toxicity, and to loss of confidence in the healthcare 

systems. In some of the products, the active ingredient is not present in a sufficient dose. 

Several counterfeit drugs don’t even contain an active ingredient; they are simply false 

surrogates (Newton et al, 2006). Under the title “This body does not want free 

medicines”: South African consumer perceptions of drug quality”, Patel et al (2010) 

argued that consumers perceive free or generic medicines as being inferior. However, this 

is no proof that they de facto are inferior. It is this thesis author’s opinion that many 

generic drugs are of high quality. The risk involved with poor quality of medicines is that 

the infective agent becomes resistant to sub-lethal doses of the medicine’s active 

ingredient, possibly creating cross-resistance to all products within the same active 

ingredient chemical class, even if sufficiently dosed. As a consequence, these products 

would not be useful for treatment any longer. Then, second line, or even third line 

treatments (second generation and third generation medicines) would have to be used. 

Unfortunately, these are the newer medicines, that are predominantly still under patent, 
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and as a consequence, they are much more expensive. Risha et al (2008) described an 

inexpensive and high sample throughput method, Minilabs®, to help improve the quality 

control by regulatory bodies in resource-limited settings, such as Tanzania. The 

improvement lies in the fact that Minilabs® is a transportable lab system that can be 

carried along for point-of-care testing.  

 

 As to explanations for particular events or certain situations, the five statements 

described in Section 4.2.3.2 were heard most frequently during the interviews. It is no 

surprise that the strong effects of the current economic crisis on access to life-saving 

medicines were frequently presented. Indeed, the interviews were held just after the onset 

of the economic crisis of 2009/2010, when several countries in the world were sliding 

into a recession. The expectation that conflicts between authorities and drug developers 

on the price of the medicines and on compulsory licenses were going to continue in the 

future was predominantly present in the interviewed population. Although several 

interviewees admitted that the world has learned much from the recent conflicts in 

Thailand and Brazil (namely that collaboration is the only way out), their overarching 

opinion was that these conflicts will continue to occur, particularly in view of the 

economic crisis of 2009/2010, which makes it much more difficult for the donors to 

maintain their supply of aid. The reason why Brazil and Thailand were the ones that 

initiated compulsory licensing for HIV drugs is believed to be because they both had 

either their own local pharmaceutical industry or a partner country, strong in generic 

supplies; for example India is the generic drug supplier for Thailand.  

 That corruption is still a disturbing factor, according to the interviewees, isn’t a 

surprise either. This element was found repeatedly in the literature as well. Even worse 

than the shear fact of the corruption itself, is the mentality in many countries that 
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corruption belongs to the way the game is played, and is accepted by the citizens for 

people in top positions in organizations and the government (Calderisi, 2006). 

 With regard to corruption, it is important not to point fingers in one or the other 

direction. Corruption is still everywhere. It would be wrong to suggest that only Western 

corporations or only African countries are putting their fingers into the aid pie and pulling 

out plums. Many help themselves (Hancock, 1992:174). Corruption at the village level in 

the developing countries, however, is a minor issue in comparison with corruption at the 

top. The World Bank admitted that between 10 and 15 per cent of all the money that it 

had put into projects in Indonesia had been dissipated through “leakage” – a euphemism 

for high-level theft (Hancock, 1992:175). Public money levied in taxes from the poor of 

the rich countries is transferred in the form of “foreign aid” to the rich in the poor 

countries; the rich in the poor countries then hand it back for safe-keeping to the rich in 

the rich countries (Hancock, 1992:181). Structural adjustment money thus lends itself 

perfectly to the theft and plunder of capital flight. Our aid does not help ordinary people 

“to help themselves” and it does not promote broadly based prosperity. On the contrary, it 

systematically empowers and enriches the very forces that today most efficiently stifle the 

initiative and resourcefulness of peasants, nomads, slum-dwellers and villagers 

throughout the Third World (Hancock, 1992: 183). Many authors refer to corruption in 

similar terms: Calderisi (2006:57 and 83), Moyo (2009:50), Mwangi (2008), Tetteh 

(2009). 

 To see “game theory & prisoner’s dilemma” at play, noted at the fifth place in the 

list, indicates that there is still a lot of pressure exercised by for instance the US and 

Europe on poor countries, to carefully think over their decisions on obligatory price 

reductions and compulsory licenses, because they might influence their decisions on trade 

advantages or trade sanctions by the Western governments. It would be useful to look at 
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the outcome of Ostrom’s (1990) work and to use her recommendations to come to social 

action (see Section 2.5.4) for the better of access to life-saving medicines. 

 

4.3. Combination and Integration of the Questionnaire and Interview Results 

4.3.1. Comparison of the Questionnaire and Interview Results 

 A good comparison of the questionnaire and interview results, can only be applied 

to the 26 original approaches found in the literature and tested in both the 

questionnaires and the interviews. For a good understanding, reference is made to 

Addendum 4-4-A, Addendum 4-4-B and Addendum 4-4-C. These addenda show the 

averages that each of the approaches scored in the questionnaire survey: respectively in 

the sequence in which they were listed (version A & B), and sorted on the descending 

number of the average scores (version C). The average score in the questionnaire survey 

and the net number of hits in the interview survey were then compared for the 26 original 

approaches. This comparison is presented in Addendum 4-18. By means of SPSS, a 

Pearson correlation coefficient was calculated between the average scores in the 

questionnaire survey and the net hits in the interviews. Table 4-33 shows the results of 

this calculation. 
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Correlations
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,016

26 26
,468* 1
,016

26 26

Pearson Correlation
Sig. (2-tailed)
N
Pearson Correlation
Sig. (2-tailed)
N

QUEST

INTERV

QUEST INTERV

Correlation is significant at the 0.05 level (2-taile*. 
 

Table 4-33: SPSS Table: Pearson correlation between the average scores of the 26 
approaches in the questionnaire survey and the net number of hits in the interview survey. 
 

 As the table shows, there is a statistically significant correlation (p=0.02) between 

the two types of scores, which can be called “average” in strength, given the value of 0.47 

for the Pearson correlation coefficient. This means that on average, the higher the score  

in the questionnaires, the higher the net number of hits in the interviews and vice versa. 

 Further to the correlation result obtained above, a scatter diagram was prepared that 

displays the net number of hits in the interviews on the X-axis and the average score in 

the questionnaire on the Y-axis. Figure 4-6 shows graphically the correlation calculated.  
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Scatter diagram for questionnaire and interview results 
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Figure 4-6: SPSS Figure: Scatter diagram showing the correlation between results 
obtained in the questionnaire survey and in the interview survey, for the 26 original 
approaches to increase access to life-saving medicines in resource-limited countries. 
Legend :  
INTERV : number of net hits of each of the 26 original approaches in the interview 
survey 
QUEST : average score of each of the 26 original questions in the questionnaire survey  
 

 The data plot in Figure 4-6 clearly shows the correlation: higher average scores in 

the questionnaire survey correspond with higher numbers of net hits in the interview 

analysis. 

 In another attempt, the “priority ranking” of the 26 measures in the questionnaire 

survey was compared with that in the interview survey: see Addendum 4-19. In the 

addendum, the ranking of the average scores of all the 26 original measures in the 
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questionnaire survey was compared with the ranking of the net number of hits in the 

interviews. Based upon that overview, Table 4-34 was constructed. 

 Table 4-34 shows how the top five ranked approaches in the questionnaire survey 

link up with the rankings in the interview survey. This comparison learns that two 

approaches, namely infection prevention and PPPs belong in the top five ranking of both 

the questionnaire survey and the interviews. 

Approach/Measure RANK RANK
Average Score Net # Hits
Questionnaire Interview

17. Infection prevention 1 3
18. Subsidisation & reimbursement 2 10
15. 0.5% of GNP for poverty 3 6
12. Public-private-partnerships (PPPs) 4 1
05. Tax reliefs 5 15
16. 0.1% of GNP for neglected diseases 6 (e.a.) 13  
Table 4-34: Comparison of the priority ranks of the five best-ranked measures out of the 
questionnaires, with the ranking in the interviews (looking at the original 26 approaches 
only). (e.a.: ex-aequo) 
 
 
 
 Likewise, Table 4-35 shows how the top five ranked approaches in the interview 

survey link to the rankings in the questionnaire survey.    

Approach/Measure RANK RANK
Average Score Net # Hits
Questionnaire Interview

12. Public-private partnerships (PPPs) 4 1
25. Differential & tiered & discriminatory pricing 12 2
17. Infection prevention 1 3
23. Patent donation & free licenses/voluntary licenses 13 4 (e.a.)
20. Compulsory licensing 23 5 (e.a.)
15. 0.5% of GNP for poverty 3 6 (e.a.)
Table 4-35: Comparison of the priority ranks of the five best-ranked measures out of the 
interviews (looking at original 26 approaches only), with the ranking in the questionnaires 
(e.a.: ex-aequo) 
 

This table shows that three approaches belong to the top six (given the ex-aequo of the 

net number of hits in the interview analysis) approaches in both the questionnaire survey 
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and the interviews, namely: infection prevention, PPPs and donation of 0.5% of GNP for 

poverty. 

 As Addendum 4-18 and Addendum 4-19 also demonstrate, by far, from the original 

26 approaches, in the questionnaire results, approach no. 21 “Parallel Importation/Parallel 

Trade” was the laggard; it is clearly approach no. 4. “Transferable Intellectual Property 

Rights/prolongation of exclusivity/avoid generics” in the interview results. The most 

plausible reason is believed to be a more “activist” attitude of the interviewees, as 

compared to those who filled in the questionnaires. All of the interviewees had 

experiences on the battlefield of access to life-saving medicines in resource-poor settings. 

However, this is an assumption, because the professional background and history of the 

people that filled in the questionnaires were not known. 

 

 It must be noted that some of the additional measures/approaches to increase access, 

identified during the interviews need particular attention here too. Therefore, this thesis 

author refers back to the top five scores in the interview survey for the complete set of 

41 approaches tested (see also Table 4-30):  

• public-private partnerships (PPP); 

• differential & tiered & discriminatory pricing; 

• infection prevention; 

• patent pooling; 

• improvement of the quality of medicines 

• strengthening national health insurance systems (e.a.) 

  
 The approaches “patent pooling,” “strengthening national health insurance systems” 

and “improvement of the quality of drugs” are additional approaches introduced during 

the interviews. In the total ranking, within the interview results (looking at the 41 

                              - 248 - 



 

approaches in total), they come already at the fourth and fifth place (ex aequo taken into 

consideration). This is strong evidence that they need to be taken seriously, in addition to 

the original options, as valuable new inputs. 

 Patent pooling is there, because it is a very new approach in the pharmaceutical 

industry. Apparently, this mechanism already existed for quite a long time in other 

industries like the car industry, but it is only very recently being explored in the arena of 

access to medicines. The interviewees apparently see many advantages in the deployment 

of this system in the access to medicines business. 

 Strengthening national health insurance systems points in the direction that poor 

countries should not only rely on external help, but should explore possibilities to engage 

the rich people in their own country to also contribute more to solve the problems of their 

poor. Indeed, also in resource-poor countries, there are a substantial number of rich and 

very rich people. Currently, they seldom contribute more than anyone else to improve 

access to medicines for the poor, because the national health insurance system is crippled 

or non-existing. It can also be because of the fact of greed of the super rich that keeps 

them from helping to solve their country’s health-care problems. This result from the 

interviews is a clear reference to the fact that the primary responsibility is with the local 

public health authorities. If development collaboration could focus primarily on this 

aspect, namely helping to set up sound health insurance systems in the poor countries, it 

would be a major step forward. 

 That improvement of the quality of medicines scored high in the interviews is not 

surprising, since the lack of quality of medicines is one of the major hurdles for the 

people trying to provide assistance in the field. As explained in section 4.2.5, medicines 

with too low a concentration of active ingredients, counterfeited drugs, and drugs totally 

lacking an active pharmaceutical ingredient (API) can induce resistance of the infective 
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agents through which second line or third line treatments may become necessary. These 

treatments imply a much higher cost, since they are based on the newer “resistance-

resistant” drugs, which, in most cases, are still under patent. The high score of this 

approach points in the direction of local governments setting up quality control systems 

within their public health organizations, to safeguard the quality of the drugs used in their 

countries. 

 

4.3.2. Discussion of the Comparisons 

It is clear from the comparison of the questionnaire and interview results, that there are 

three big winners out of the original 26 approaches, since in both surveys they end up in 

the top-five of measures to be taken:  

• the formation of public-private partnerships (PPP); 

• infection prevention; 

• 0.5% of GNP to combat poverty. 

 Although “differential, tiered & discriminatory pricing” is an important approach, 

that is already being applied, to a large extent, by the drug developers, it still scores 

extremely high in the interviews. This indicates that there is support for expanded 

deployment of this approach in the field. However, it was not withheld as a winning 

approach because it only scored average in the interviews (see Table 4-36). 

 From the additional approaches, brought up during the interviews, patent pooling 

scored the highest. However, since it is a new approach in the pharmaceutical industry, it 

remains to be seen, whether this approach will fulfil expectations, given the scepticism of 

certain parties involved, as expressed by Mullard (2009) and by Forbes news on 

December 2009; namely that it is disappointing that so far, three years after the start of 
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the patent pool initiative by Unitaid, only three pharmaceutical companies, Gilead, J&J 

and Merck, are really gearing up towards this approach. 

 Hence, the additional winning approaches out of the interviews are defined as:  

• Improvement of the quality of medicines; proper quality assurance labs to help to 

prevent the need for expensive, second line and third line treatments; 

• Improving national health care systems: sound health insurance systems for the 

people. 

 

 Looking at the approaches that differ ten places or more in ranking between the 

interviews and the questionnaire surveys, the list shown in Table 4-36 was developed.  

Approach/Measure RANK RANK
Average Score Net # Hits
Questionnaire Interview

1. Advanced market commitments 19 8
5. Tax reliefs 5 15
10. Disease burden incentive systems 11 25
19. Price controls/reference pricing 18 7
20. Compulsory licensing 23 5
25. Differential & tiered & discriminatory pricing 12 2
Table 4-36: List of approaches that differ 10 places or more in priority ranking, in the 
questionnaire survey, as compared to the interview survey. 
 
  

 It is this thesis author’s opinion that interviewees might have spoken more from 

their personal, practical experiences in the field, as compared to the questionnaire 

respondents who might have responded more from the viewpoint of theoretical 

frameworks and policy development angles. Since the questionnaires were sent to CEOs 

of companies, Ministers of Public Health/Administrator-General of the Ministries of 

Health, and Presidents of NGOs & Foundations, the position of those in the organizations 

might have been higher than the people interviewed, and as a consequence, the level of 

aggregation with which they have responded, might have been somewhat higher as 
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compared to that of the interviewees. As stated before, interviewees might have spoken 

more from an “activist” perspective, as compared to the respondents of the 

questionnaires. This might explain why “price controls/reference pricing,” “compulsory 

licensing” and “differential & tiered pricing & discriminatory pricing” score much better 

in the interviews as compared to the questionnaires. Another more specific reason why 

“differential & tiered pricing & discriminatory pricing” scored lower in the questionnaire 

survey than in the interviews, might be the fact that after long and fruitful evaluation, it 

might be concluded that this approach was improperly classified as corporate 

philanthropy, in group F, whereas it could have been grouped under pull mechanisms as 

well. After all, setting differential prices can also be considered a means for increasing or 

optimizing sales and profits. 

  “Advanced market commitments,” a pull mechanism, ranked 19th in the 

questionnaires and ranked 8th in the interviews, and “More tax reliefs for drug 

developers,” a push mechanism, ranked 5th in the questionnaires and ranked 15th in the 

interviews, more or less switched ranks in the questionnaires as compared to the 

interviews. Since no systematic root cause could be revealed from the analysis, this thesis 

author’s opinion is that the random sample composition of both interviewees and 

questionnaire respondents is the most plausible explanation for this switch. 

 Based on this reasoning, this researcher selected the following approaches as the 

most promising for the next decade. The first three appear in the top five of both the 

questionnaire survey and in the interview results.  The fourth and fifth one are included 

because this thesis author believes these are the promising new approaches brought up in 

the interviews.  

Therefore, the five most suitable approaches selected are: 

• the formation of public-private partnerships (PPP); 
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• infection prevention; 

• 0.5% of GNP of the rich countries to combat poverty in the poor countries; 

• improving the quality of medicines; certified quality control labs to test the quality 

of the products and tamper-resistance of the packaging. Resistance testing of the infective 

agent against the product should prevent that the more expensive, second line and third 

line treatments have to be used.  Reference is made here to Prahalad’s business model on 

low cost and high quality, to get improvements realized in different fields; 

• improving national health care systems. Sound health insurance systems for the 

people. 

  

 These five selected approaches for the next decade are further described in Chapter 

5. “Overall Discussion, Conclusions and Recommendations” as the cornerstones for the 

way forward. 

  

4.3.3. Reliability and Validity of the Integrated Results; Limitations of the Test. 

 Aspects of the reliability and validity, discussed separately for the questionnaire 

results and for the interview results, respectively under Section 4.1.5 and 4.2.4 apply 

likewise for the comparison and integrated results. 

 In summary, in terms of reliability, the number of respondents and interviewees is 

considered adequate. The reliability of both the questionnaire and the interviews has been 

tested first by means of pilot-runs. Inter-assessor reliability is not applicable since the 

complete execution of the data collection and the data analysis have been done by the 

researcher himself. Looking at internal validity, approaches and concepts were prepared 

extensively and in-depth, so that the probability of not having identified “third variables,” 

“ambiguity about approaches or correlations” or “bias as a consequence of the sequence 
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of questions” is believed to be minimal. Selection of respondents and interviewees is 

considered to be sufficiently a-select; that is, any high-level health care professional in 

the arena of access to life-saving medicines had a fair probability of being identified as a 

candidate for either the questionnaire or the interview survey. However, it must be 

emphasized that some exceptions on purely random sampling have been made both for 

the quantitative and the qualitative survey in the interest of the completeness of the 

survey samples and to be able to answer research sub-question 2. An important remark 

related to internal validity of the combined results, is the fact that the questionnaires were 

run mainly before the onset of the global financial and economic crises of 2009/2010, and 

the interviews were done after the onset of those major events. This might have made the 

results between both techniques somehow different. It certainly explains the huge concern 

about the impacts of the current crises on the development collaboration and aid 

programmes, expressed repeatedly in the interviews. However, at first glance, no obvious 

problems were found in the comparisons of the questionnaire and interview results. On 

the contrary, a very clear influence of the current economic crises was observed in the 

interviews, in terms of looking at explanations for certain factors, or looking at trends, or 

evidences for particular elements. There, the impacts of the global financial and economic 

crises are very clearly visible. 

 Construct validity was documented to be well established, given the fact that 

neither the pilot-run with the questionnaire, nor the pilot-runs with the interviews 

revealed major shortcomings. Furthermore, standard methods like SPSS and NVIVO8 

were used to analyse the data. Both for the questionnaire and the interview survey, an 

introduction letter was used in which the role of the researcher, simultaneously being an 

employee of a pharmaceutical company, was clearly described. Terms like 

“independence” and “content firewall” should have driven respondents and interviewees 
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into the direction, not to try to fulfil the expected outcomes for the researcher as an 

employee of a pharmaceutical company. 

 As to external validity, with the extreme care that was taken for making the 

research tools operational and to the a-select identification of the respondents and 

interviewees, it is very likely that the results can be generalized to the complete global 

community involved in access to life-saving medicines in poor countries. However, the 

remark that smaller local NGOs might be under-represented in the interview sample, 

remains a limitation. Nevertheless, it is this thesis author’s belief that a re-take of this 

research, by another researcher, using other questionnaire respondents and interviewees 

would most likely result in the same final conclusions.  

 The main limitations of the total research concept can be considered to be the sum 

of the limitations of the two main methods used.  

• The response rate of 10% in the questionnaire survey did not allow for comparisons 

between the stakeholders within countries; neither did they allow for comparisons among 

individual countries. The non-random selection of Brazil, Thailand and South Africa. The 

fact that only responses were received out of 54 of the 109 countries. The fact that only 2 

replies were received from key countries like India, China and Brazil. 

• The labour-intensiveness of the interview approach and NVIVO8 analysis is a major 

limitation as to the number of interviews that can be performed in the default timeframe 

of a doctoral research programme. The possible under-representation of small local 

NGOs in the interview sample. The non-random selection of candidates from Oceania, 

and from Brazil and Thailand. 

 

 In essence, the results correspond quite well with the publication by Khosla and 

Hunt (2009). It is interesting to read, in their article, that the primary responsibility is 
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indeed with the governments/authorities of the states, but that national and international 

actors, amongst which is the pharmaceutical industry, also have part of the responsibility. 

These authors also recognized that pharmaceutical companies have other responsibilities 

such as to ensure shareholder value.  
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5.  OVERALL DISCUSSION, CONCLUSIONS AND RECOMMENDATIONS  

 This chapter contains an overall discussion of the results obtained. From all the 

information gathered, and results obtained, seven trends were described that this thesis 

author expects to happen in the next decade. As a form of overall conclusion, answers to 

the research questions, defined in Chapters 1 and 2, were formulated and ten concrete 

recommendations that could help to increase access to medicines were described. Finally, 

the contribution to science and to management practice of this work were highlighted and 

suggestions for further research were described. 

   

5.1. Overall Discussion 
 
 After the analyses and discussion of the results of the questionnaire survey and of 

the interview survey, in the following text this thesis author submitted the findings to an 

additional high level discussion. 

As highlighted in Chapter 4. “Results and Discussion,” the approaches to increase global 

access to life-saving medicines, that came out as the most frequently selected approaches 

to be applied in the next decade are:  

• the formation of public-private partnerships (PPP); 

• infection prevention; 

• at least 0.5% of GNP to be spent by rich countries to combat poverty in poor 

 countries; 

• Improvement of the quality of medicines; 

• improvement of national healthcare/insurance systems (e.a.) 

 

 Also, there was a clear tendency in the feedback within the questionnaire survey, 

that stakeholders found that macro-economic measures in the framework of international 
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collaborations and treaties (Group D of measures in this questionnaire research) had the 

best chances for success in the future. This shows that the majority of the participants in 

the questionnaire replied that small, local initiatives are not powerful enough to solve the 

huge issues; according to them, high-level, macro-economic approaches are believed to 

be necessary to provide effective responses to the global needs. 

 

 The suggestion for the formation of PPPs is not new. Many good examples of well-

functioning PPPs already exist. Most probably these PPPs have already contributed to the 

paradigm shift, which was documented in this research survey in the observation that 

authorities, drug-developers and NGOs are very much in agreement in their thinking of 

what should be done in the future. Several interviewees confirmed that the results that 

were documented within the questionnaire survey of this research programme, would 

certainly not have been obtained ten years ago, when the stakeholders were believed to be 

much more in the conflict mode of interacting with each other. Also, in the literature 

review, evidence was found that there is a tendency to move from game theory 

approaches to well-intended collaborations (Attridge and Preker, 2005). However, the 

approach of PPPs can be extended and intensified. Since, according to the TRIPS 

agreement, negotiations on a fair remuneration of the patent holder, in case of compulsory 

licensing are not obligatory in certain conditions, this can only create irritation and 

conflicts. Instead, the principle of the PPPs could be a helpful tool, not only in the process 

of helping to ensure the development of the medicines and getting them physically 

distributed to the people, but also to ensure proper functioning of the negotiation 

processes where prices and conditions are discussed and agreements are made. That’s 

why the author of this thesis is much more in favour of the original term “public-private 

partnerships” than of the newly proposed term “product development partnerships” 
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(PDPs). Although Anderson et al (2004) indicate that there are in principle three types of 

PPPs (product-based; product-development-based; systems/services-based partnerships), 

this thesis author beliefs that the scope of PPPs should be extended beyond that; see 

Section 5.3. 

 At several levels, this research has demonstrated that the current approaches to 

increasing global access to life-saving medicines are not satisfactory or sustainable. 

Certainly, in the case of HIV/AIDS, where for every two new patients put on treatment, 

five new people are infected in the same time-span, it is clear that this is like “swabbing 

with the tap open.” Furthermore, as long as no cure has been found for a particular 

infectious disease, the people that are on life-long treatment, additionally burden the 

health care systems, because they are, to a higher extent than the healthy population, 

susceptible to other diseases such as diabetes, cardio-vascular diseases and cancer. It is a 

downward spiral for the healthcare systems. Therefore, prevention of transmission of 

infectious diseases should receive top priority for the next decade and beyond that time 

horizon as well. 

 The principle of Jeffrey Sachs in which rich countries spend 0.5% or even 0.7% or 

more of their GNP to combat poverty in the poor countries is well known. Unfortunately, 

only a handful of countries have so far reached 0.5% of GNP for official development 

assistance (ODA) or did better than that: the Netherlands, Norway, Denmark, Sweden, 

Belgium (Sachs, 2005). Countries that achieved 0.7% so far are Denmark, Luxemburg, 

the Netherlands, Norway and Sweden (Calderisi, 2006:157). WHO has reported that 

among the top 20 donors, the Gates Foundation, the European Commission, the UK, 

Unitaid and the Netherlands are the top-five (WHO, 2008). Already, back in the late 

1970s, the most generous aid donor countries were the Netherlands, Sweden and 

Denmark (Calderisi, 2006:159). Without any doubt, also these countries will come under 
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pressure during the coming years to maintain their levels of development collaboration, as 

is explained later in this chapter. However, during the next ten years, external help from 

the rich world is urgently needed to kick-start and to maintain health care systems in the 

countries that are worse off.  

 The importance of improved quality of medicines has been stressed repeatedly 

throughout this thesis under the umbrella of counterfeit medicines etc. Reference is made 

to the business model of Prahalad (2006b), explained in Section 2.5.6 to make progress 

on drug quality, at low cost. 

 How important the setting up or improving health insurance systems is as an 

approach, was demonstrated very recently by Barak Obama, the new president of the 

United States of America. Will a health care insurance programme be within reach of all 

citizens of the US, in 2010? For the developing world, the enforcement of national health 

insurance systems has not only been the need for them to provide access to medicines, but 

also there is an extremely important message that makes them aware and sensible to the 

fact that they should become self-sufficient, take their fate in their own hands and not rely 

for everything on external aid. It is not believed that becoming self-sufficient can be an 

abrupt five-year process, as suggested by Moyo (2009). It will take several decades to 

realize such substantial improvements.  

 

5.2. Seven Expected Trends for the Next Decade 
 
 From the handwritten comments in the questionnaires, and from the extensive 

interviews, this researcher formed a clear idea of the trends that are expected in the field, 

in the next ten years. These are the statements and predictions for the near future that this 

researcher became convinced of, at the end of this extensive research programme.  

In a sense, this section is futuristic in nature. 
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A. The pharmaceutical patents system will not be abandoned the next decade. 

 The current patents systems are so fundamentally embedded in the pharmaceutical 

industry that they will certainly not have disappeared or abandoned in a decade. The 

system is praised for the incentives it provides to trigger innovations in the industry; it is 

weakened by the fact that new medicines remain expensive until their patent has expired. 

The proposals of advocates of disconnecting the funding of R&D for new drugs from the 

sales of existing drugs are well-intended (‘t Hoen, 2009; Flynn et al, 2009:192; Pogge, 

2007:103). For instance, very recently, Banerjee et al (2010) proposed the creation of the 

Health Impact Fund (HIF), a form of comprehensive advanced market commitment, as an 

enduring reform that would give pharmaceutical innovators stable financial incentives to 

develop new medicines that have large effects on global health, and to sell them 

worldwide at no more than the lowest feasible cost of production and distribution. 

However, according to this thesis author, the alternatives proposed are not fully realistic 

for the next decade, for instance the idea of letting the public sector become the main 

driver of research for new medicines. Piot and Caraël (2009:106) also defend the patent 

right, however they indicate that the companies should keep the prices as low as possible. 

 Furthermore, the statement that patents are superfluous and inappropriate, based on 

the statement related to the Salk vaccine, discovered in the 1950-ties: “Nobody owns the 

patent; could you patent the sun?” (Khoon and de Wildt, 2008:103) needs clarification. 

This was a statement of Jonas Salk, after he invented the Salk polio vaccine, as a result of 

his work at the University of Pittsburgh, School of Medicine, that was funded by the 

National Foundation for Infantile Paralysis.  But as explained in the following paragraph, 

the statement is considered irrelevant in the current era.  
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 The sun shines for everyone, rich and poor. Nobody needs to be innovative or make 

huge investments to enjoy the magnificence of it. One could indeed argue that medicinal 

compounds are also freely available in nature, and accessible to everyone. However, it 

takes innovations and huge investments to discover and exploit them. Furthermore, 

modern medicines only become available thanks to the innovation by chemical 

engineering and ingenuity to discover and develop safe and efficient new medicines. 

Furthermore, beginning in the mid 1980s, Salk also engaged in research to develop a 

vaccine for AIDS. For this purpose, he co-founded “The Immune Response Corporation,” 

to search for a vaccine, and patented Remune, an immune-based therapy. 

 

B. The dichotomy of patent-drug based companies versus generic-drug based companies 
will dramatically diminish. 
 
 Several international pharmaceutical companies have seen their pipelines dry up in 

the last decade. Most of them were faced with expiration of the patent of their 

blockbusters, which were quickly copied by the generic medicines producing companies. 

As a result, revenues for the originating companies plummeted promptly. Practically all 

major pharmaceutical companies are desperately looking for new, innovative molecules 

that they can use to become their next big blockbusters, as soon as possible. 

 At the one side of the equation, namely from the part of the patent-based 

international pharmaceutical companies, a tendency has evolved for them to become 

involved in production of generics. The idea is to pick a grain from what otherwise would 

come into the hands of the generics companies sooner or later. E.g. Eurogenerics was 

bought by Stada Arzneimittel AG, and is now the generics division of this company that 

is also involved in producing branded, patented products. Press agency Reuters 

announced on September 30, 2009 that Pfizer launched a generics unit for 

pharmaceuticals that can be injected (Clarke, 2009), so as to get into the generics market. 
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The same agency announced on December 1, 2009 that Pfizer will be selling generic 

medicines in Japan sometime shortly after 2010 (Nishitani, 2009). 

 At the other side of the equation, generic-drug producing companies located in 

countries that have recently signed the TRIPS agreement, and which are bound to respect 

the international patents system, will sooner or later be wanting to patent their own 

product inventions. No doubt, Brazilian and Indian companies such as Ranbaxy, Cipla 

and Far-Manuinhos, will sooner or later, invest in such options. The fact that such 

companies have set up affiliates in the industrialized countries will contribute to that 

evolution. 

 As a consequence, from both sides of the equation, mixed companies will develop, 

involved in both patent-based branded products and generics. Maybe some companies 

already tried it, but have withdrawn. Most probably the reason is that it takes some time 

to realize that both parts of such enterprises need totally different organizational 

structures, cultures, systems, tools, mindsets and skills of the people involved.  

 

C. The effects of the current global economic and financial crises will be felt for half a 
decade. 
 
 Overall predictions are that in the Western industrialized world, countries are getting 

out of the recession mode in the fourth quarter of 2009 or in the first quarter of 2010. This 

of course relates to economic development. However, predictions equally state that 

during the year 2010 unemployment will continue to rise drastically. This means that 

even the countries that are the best off, will face a tremendous pressure on their social 

security systems, because of the burden of unemployment and because of companies that 

go bankrupt. Following the theory that the economy goes in different types of waves 

(theories of Kondratieff and Schumpeter, described by Open University, 1992) and 

following the lessons from the great global depression of the 1930-ties, it can be expected 
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that the world will only have fully recovered by the second half of this decennium. The 

poor countries, indeed are worse off, being more susceptible to the leverage effects that 

such crises cause. Whereas, in the Western world, it relates primarily to stock values, it is 

expected that in the developing world it is cutting directly into the basic needs. As a 

consequence of the current crises, for example, it is expected that child mortality will 

double this year and in the near future. Hundreds of thousands of lives are at stake. One 

of the reasons is that protectionism is showing its ugly face again (Verhofstadt, 2009). 

This pleads for a further intensification of the Doha development rounds to abandon 

tariffs and other obstacles for free world trade (Verhofstadt, 2009). Putting more than the 

currently four million people on ART means going beyond a tipping point, which implies 

that new resources must be mobilized within a challenging financial landscape 

(Molyneux, 2010). 

 

D. Funds for development collaboration/medical aid programmes will have substantial 
competition from demands for funds for protection against climate change.  
  

 Among the concerns about the future of the Earth, the fight against pollution and 

global warming are currently receiving increased attention. The World Summit held in 

December 2009, in Copenhagen, was expected to result in a treaty, which was supposed 

to be the successor of the Kyoto Protocol, initially adopted on 11 December 1997 in 

Kyoto, Japan, and which entered into force on 16 February 2005. Unfortunately, The 

Copenhagen summit is considered to have been a failure. Hardly any concrete 

improvements beyond the stipulations of the Kyoto treaty were agreed upon. Luckily, one 

of the meagre successes of the summit was that some funds were collected as donations 

by the rich countries to protect the developing world from some of the effects of global 

warming.  
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 However, according to this thesis author, it can be predicted that in the following 

years, the attention for Mother Earth will further increase and that expenditures in this 

area will compete with expenditures that could be invested elsewhere, also partly in the 

field of development collaboration and medical aid programmes. Apart from the financial 

aspect of this, the psychological effects might be even worse, namely that doom 

scenario’s related to an apocalyptic perishing of the Earth will divert attention of political 

leaders from global health issues and access to medicines. The probability that this is 

going to happen is relatively high, since the rapid destruction of eco-systems of the Earth 

will have more impact on the minds of the people in the rich world than poverty of their 

fellow human beings in the South, which is a reference to the hierarchy of needs of the 

people in the rich world. 

 

E. Compulsory licensing will continue to be used as an interim solution by a number of 
countries. 
 
 There are clear signs in this thesis author’s findings that most parties learned a 

lesson from the conflicts on the pricing of medicines in Brazil, Thailand and South 

Africa. The outcomes of the questionnaire survey demonstrate it, and several participants 

in the interviews referred to it. Also, evidence was found in the literature that this is the 

case (Piot and Caraël, 2009). Of particular interest here is that the special message that all 

three participants from Brazil and Thailand in the interviews provided is, that the attitude 

of the pharmaceutical companies on the pricing of their products is extremely important. 

Apparently, companies that position themselves from the beginning as ready to talk and 

negotiate are embraced by the authorities as reliable partners, whereas, those that enter 

negotiations with stiff and inflexible standpoints will lose. It is interesting to see that in 

each of the conflicts that took place, the community of the NGOs and Foundations chose 

the side of the authorities in the conflict. Since all the parties have learned about the 
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conflicts, they will think twice before starting another riot that will spread around the 

world press and that will stand in the way of smooth collaboration in the future. However, 

it will be interesting to see what upcoming powers like India and China will do in the 

future. That’s why journal articles with titles such as “Why India’s patent battles matter?” 

(Ollier, 2008) are appearing in the literature.  

 Whereas it is less likely that open conflicts on the pricing of drugs and on 

compulsory licensing will happen again in Brazil, Thailand and South Africa, the more 

likely it is that they will happen in other emerging markets. A first reason is that the 

current, emerging markets might only see the positive consequences of what happened in 

the “conflict countries,” namely that the pharmaceutical companies involved, drastically 

reduced the prices of the products under scrutiny and pressure. Those are the countries 

that can put some counterbalance against the rich countries and the pharmaceutical 

companies in the game theory that is still often played in this context. The seven countries 

currently regarded as the emerging markets are, the EM7: China, India, Korea, Brazil, 

Turkey, Mexico, Russia (Anderson et al, 2009); Indonesia is listed in that group instead 

of Korea according to information of WHO, IMS Health and PriceWaterhouseCooper 

(PWC) (‘t Hoen, 2009:66). The second reason is that in any era, there will be emerging 

markets. That’s the name of the game: some economies and cultures get over their top 

and plummet, other nations make strong progress and emerge to the top levels. Thanks to 

development collaboration and trade agreements, some of the developing countries have 

made a rapid evolution. They might be the emerging countries of the decade 2020-2030: 

Ghana, Botswana, Nigeria, Uganda, Kenya, Zambia, Mozambique, and Senegal. They are 

at the point to join the current emerging markets (Verhofstadt, 2009). They might be the 

implementers of compulsory licenses in the future. 
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 However, Williams (2007:1) reported that compulsory licensing should be 

considered as an interim solution. Once collaboration is at the point where it should be, 

there is no need for non-voluntary licensing any longer. 

 
F. An efficient and safe vaccine for HIV, TB and malaria will not be available in the next 
ten years.  
 
 It is not sure whether the scientific community will ever be able to develop a 

traditional vaccine against AIDS (Piot and Caraël, 2009). The Associated Press reported 

on September 22, 2007 that Merck’s experimental AIDS vaccine had failed and that the 

company had decided to discontinue clinical trials with it (Johnson, 2007). Worldwide, 

attempts to develop a traditional vaccine against HIV are back to square one. So, an 

efficient and safe vaccine is not to be expected in the next decennium. Recent studies in 

Thailand, showing 30% protection of people vaccinated with a candidate vaccine brought 

new hope (Piot and Caraël, 2009). However, independent evidence, not yet published, has 

shown in the meantime, that the conclusions of this study were unscientific and incorrect. 

 For TB, a first generation vaccine (BCG) has existed for many years, however, it is 

more than 50 years old, not sufficiently effective and has substantial side-effects. 

Furthermore, no new, second generation vaccine for TB in on the horizon before 2020. 

Castañon-Arreola and Lopez-Vidal (2004) recently reported that attempts to develop a 

novel, more-effective TB vaccine are facing great difficulties in the sense that their 

protective efficacy is even less than that offered by the current BCG vaccine.  

 For malaria, there is the question of whether a vaccine can be developable in the 

first place. In this field, the development is still in the stage of making an inventory of 

detailed information on the patterning of the “epitopes” and other motifs of importance 

from the viewpoint of reverse “vaccinology” to identify the most probable protein 
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candidates for the vaccine investigation (Chaudhuri et al, 2008). Davies (2010:173) 

confirmed that all attempts to develop a vaccine against malaria have failed so far. 

 
 
G. Major pharmaceutical companies are pulling out of the anti-infectious diseases 
business for resource-poor areas. 
 

 Although new initiatives have recently been launched to incentivize the 

pharmaceutical industry to do research for neglected diseases and diseases endemic in the 

developing world, recent examples show that several international pharmaceutical 

companies are pulling out of the R&D for infectious diseases or at least are rationalizing 

their infectious diseases business. The Financial Times reported on July 12, 2008 that 

pharmaceutical company Roche, in a memo circulated the week before, announced that it 

would stop research on antiretroviral drugs because of “disappointing results in clinical 

trials” (Jack, 2008). A second example is that Pfizer and GlaxoSmithKline are joining 

forces to work on HIV/AIDS products. They are merging their HIV drug units in a new 

company to share costs, according to Aids Read., Jun-Jul., (2009). Sanofi-Aventis 

decided in 2008 to close 8 of its 23 R&D centres, with major negative impact on research 

for infectious diseases. Yet, another risk is that the recent emphasis placed upon the 

global infectious diseases (Avian flu, H1N1 flu) will take away resources at the 

disadvantage of infectious diseases endemic in resource-poor settings.  

 
 
5.3. Overall Conclusions: the P3S3-model 
 
 This section refers back to the research questions and formulates high-level 

conclusions as answers to the main research question and to the sub-questions. The 

following text provides the answers derived from this research work. 
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• What is the best fit of approaches to increase access to life-saving medicines in 

resource-limited countries, which can help to create a win-win situation for the key 

stakeholders? 

 Out of this research, based on the questionnaire survey and on the interview survey, 

the following approaches were documented to likely be the most effective combination to 

improve global access to life-saving medicines: 

o  The continued and intensified formation of public-private partnerships (PPPs) for 

 drug development and medical aid programmes; 

o  Infection prevention, stepping away from traditional cultural and religious values, 

 including the development and usage of preventive medications; 

o  The continued attempt to make sure that at least 0.5% of their GNP is spent by rich 

 countries to combat poverty in poor countries; 

o  Improvement of the quality of medicines; 

o  Improvement of national health care/insurance systems, to reinforce the attitude of 

 self-sufficiency, and to make poor nations more self-sufficient and not totally reliant 

 upon external help. 

• What are the factors that led to recent conflicts between health authorities and drug 

developers related to access to medicines, namely on the pricing of medicines? 

 The conflicts in Brazil and Thailand a few years ago must be differentiated from the 

one in South Africa, in 1999. The reasons found in this research are that Brazil had a 

well-developed local pharmaceutical industry which was able to easily produce copies of 

the products under scrutiny. For Thailand the same reason might be applicable, namely to 

maintain or to kick-start a local pharmaceutical industry. However, for Thailand, the good 

relationships with generic’s suppliers in India were more likely to have provided the 

trigger for them to decide for a compulsory license. Both Brazil and Thailand have 
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stipulations, which constitutionally require them to provide access to health care, so there 

was a political commitment to live up to the constitution as well. Also, Brazil and 

Thailand had the longest history and the largest number of patients on HIV/AIDS 

treatment, for which they had to assure a continued supply of cheap medicines. Having 

the longest history also meant that in these countries, resistance of the virus has 

developed over time, resulting in the fact that in these countries, more expensive second 

and third line treatments became necessary in the first instance, and as a consequence, 

there was additional pressure to reduce prices of medicines. Some respondents also 

argued that Brazil and Thailand were more courageous in standing up to the 

pharmaceutical companies and to the industrialized world. According to this thesis 

author, courageous has to be translated into, “having more economic counterweight and 

power in the negotiations with the pharmaceutical industry and the rich countries,” in 

other words they are interacting according to the concepts of game theory.  

• What set of recommendations on ethical policies can be formulated based on this 

research, to get beyond the conflict model in the future? 

 One of the key terms of a set of ethical policies for the next decade that results from 

this thesis, is collaboration, namely encouraging and supporting the development of  

“Public-Private Partnerships for gradual Self-Sufficiency and Sustainability (P3S3).” 

Public-private partnerships, at all levels of the process of improving global access to life-

saving medicines, should be more frequently and more intensively used. PPPs, set up as 

steering committees, increase respect for the standpoints of the different parties. The 

mechanism would also be a tool to get better control over the operations covered, and in a 

sense it is the best way to avoid or at least to reduce corruption. It is important to note  

that it is this thesis author’s opinion based on independent evidence, that everywhere, 

even in the rich countries, treatment/cure consumes by far the biggest part of the health 
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care budget, often around 95%. Whereas, in the rich countries, substantial progress is 

being made recently in the field of prevention, e.g. anti-smoking campaigns in public 

buildings and in restaurants, the countries in resource-limited settings should also 

drastically move into the direction of prevention and prophylaxis, which is the second 

key lesson that resulted from this research, in order to master the big three infectious 

diseases. Peter Piot has stated in his recent book, “Over Aids”, that indeed very few 

developing countries have so far spent efforts on prevention (Piot and Caraël, 2009:44). It 

is this thesis author’s opinion that a ratio of ¾ of the health care budget for treatment/cure 

and ¼ for prevention, would already be a sound goal to achieve by 2020. This would 

result in around 5-fold the percentages currently spent on prevention. 

 

How can global access to life-saving medicines be optimally enhanced in the next 

decade? 

 The overall research question is being answered by means of a new conceptual 

framework, developed by this thesis author, resulting from this thesis research. The 

concept elaborated by this thesis author is named the P3S3 model, that is displayed in 

Figure 5-1. 
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The P3S3 Model

        Resource
        Limited            >0.5% GNP
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-
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Improve National 
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Figure 5-1: Integration of the findings of this thesis research into the conceptual 
framework “Public-Private Partnerships for gradual Self-Sufficiency and Sustainability” 
(P3S3). 
  

 The figure integrates the findings of this research. More frequent and extensive use 

of public-private partnerships is envisaged, both as steering committees and control 

mechanisms, not only to coordinate activities in the field, but to also streamline 

negotiations on pricing and “fair” royalties in the case of compulsory licensing and to 

support appropriate public spending of the resources. It is also considered to be the best 

mechanism against corruption. Thereby, it is assumed that in the next decade, substantial 

help from the rich countries to the poor countries will continue to be needed to get them 

out of the slump. Therefore, it is believed that Jeffrey Sachs’ principle in which the rich 

countries dedicate more than 0.5% of their GNP, annually, to combat poverty in the 

resource-limited countries, should be stimulated to the maximum extent, at least for the 

next decade, and notwithstanding the scrutiny of the global economic crisis and the 

competition with environmental funds.  
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 However, the first paradigm shift should be the sustainability route: from cure and 

treatment to a fair proportion of prevention and prophylaxis in order to avoid “swabbing 

with the tap open.” Also the improvement of the quality of the medication falls in this 

category, because it will avoid resistance of the biological agents, and consequently the 

avoidance that more expensive, newer drugs will be urgently needed. Only this route will 

be sustainable in the long term. Concrete suggestions are provided in Section 5.4. The 

second paradigm shift is towards increased self-sufficiency. Setting up and improving 

national health insurance in the poor countries will contribute to mechanisms where the 

rich people inside the resource-limited countries must take up their social responsibility 

and contribute, to a larger extent, to help the poor. Development collaboration in the field 

of healthcare should focus on this aspect. It will, in the longer term, reinforce everyone’s 

belief that the solution should not come from eternal, external supplies of resources, but 

increasingly, from internally generated resources. Today, it is already a fact that countries 

with a strong belief that they should solve their problems themselves, are doing much 

better than countries who continue to maintain a fatalistic belief that external help is the 

only possible solution (Calderisi, 2006:209; Hancock, 1992). It is this thesis author’s 

conviction that by the end of 2020 this approach could yield very tangible improvements 

in many countries of the world. 

 
 
5.4. Ten Concrete Recommendations from this Thesis Author for Increased Access to 
Medicines 
 
 Having evaluated all the contents and conclusions in Sections 5.1, 5.2 and 5.3, this 

thesis author provides the following recommendations that might help stakeholders 

engaged in the process of improving global access to life-saving medicines as one of the 

aspects of their core businesses. 
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I. 

 Arrangements which can be implemented without prior negotiations between the 

involved parties, such as compulsory licensing when the license is granted to a public 

laboratory, are default mechanisms for conflict, for losing time, for distrust, broken 

relationships and loss of reputation (Bird and Cahoy, 2008; Bird, 2009). Such 

mechanisms in the TRIPS agreement should be reconsidered. Negotiation and 

collaboration should be the golden standard. 

 

II. 

 With regard to the dedication of >0.5% of GNP by the rich countries to combat 

poverty in the resource limited countries, this thesis author’s recommendation is to 

combine this with the commitment of the authorities of the latter countries to dedicate at 

least 15% of their national budget to health care. Examples of laws in the Western world 

which entail the coupling of development collaboration to the commitment of the 

receiving countries to dedicate 15% of their national budget to healthcare already exist 

(Temmerman, 2009; Backman et al, 2008:2080). Subsequently, in addition, this 

researcher’s proposal is that the resource limited countries should dedicate 25% of the 

health care budget to prevention/prophylaxis, by the end of 2020. 

 

III. 

 Earlier in this thesis, this author predicted that the difference between patent-based 

and generic-based companies will diminish. More and more companies will be involved 

in producing both patented and generic products. This is considered a good evolution, 

because it will diminish the conflict mode within and between the drug developers. This 

implies totally different organizational types, cultures and skills of management and 
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employees. This thesis author’s recommendation to those companies is to apply the 

principles of the “ambidextrous organization” as described by O’Reilly and Tushman 

(2004). In this respect, applying different management principles, cultures, attitudes, 

skills and competencies on a branch of an organization focusing on innovation and 

effectiveness on the longer term, than on another branch of the organization concentrating 

on efficiency and cost effectiveness of mainstream operations in the short term, is a good 

recipe for success. Very similarly, Govindarajan and Timble (2010) describe a similar 

mechanism: organise innovation initiatives as partnerships between a dedicated 

innovative team and the group that handles ongoing operations and which is the engine of 

performance. 

 

IV. 

 As to prevention and prophylaxis, it is believed that a traditional up-to-standard 

vaccine for HIV/AIDS, TB and malaria will not be available in the next decade.  

Therefore, for HIV, the use of condoms will remain, by far, the most important 

preventive measure in the next decade. 

However, an innovative approach of  “chemical vaccines”  is evolving. The principle is 

that a drug, able to interrupt the transmission of HIV is engineered in such a way, that 

these so called “chemical vaccines” become available as long-acting pharmaceuticals 

(e.g. one shot per month, per two months or per three months). The arena of these 

“chemical vaccines” for prophylaxis/prevention of transmission of the virus could be 

reserved for compounds that are not optimal for treatment, but are sufficiently effective 

for prophylaxis. This could increase the willingness of pharma companies to make such 

substances available at a sufficiently low price, for this approach. Examples of this 

mechanism are already found in the literature (Baert et al, 2009). This thesis author 
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believes that this concept can be put to work, at low cost by the end of the decade, and 

could possibly be the answer to a huge issue that is emerging worldwide, namely 

“condom-fatigue” (Piot and Caraël, 2009:136). Piot states that we really cannot rely only 

on “abstinence of having sex, or condoms” (Piot and Caraël, 2009:61). 

The term “chemical vaccines” is used for different mechanisms of action. For instance, 

Khlebnikov et al (1996) in contrast with the previously mentioned authors, use it for 

immunizing against a certain micro-organism, making use of only chemical substances, 

like “lipopolysaccharides”, out of the cell membrane of the same micro-organism. 

Although it is out of the scope of this thesis, it has become clear from the interviews that 

“point of care diagnostic tools,” are as important as the treatments and preventions. 

Companies that continue to work on treatments should make sure that cheap, point of care 

tests to diagnose the illnesses in a reliable way, should go hand-in-hand with the 

distribution of their medicines. Piot and Caraël (2009:100) state that whatever the 

approach is that a country follows, access to antiretroviral products implies the use of 

diagnostic tests. 

In this regard, it is also interesting to report that several companies and universities have 

recently started the search for a cure for AIDS. The approach is to focus on trying to 

eliminate or eradicate the virus from sanctuaries, also called reservoirs in the human body 

where the virus can survive during highly active antiretroviral therapy (HAART). 

Nonhuman primate models are being set up for this purpose (North et al, 2010). 

However, this approach is not likely to result in a cure by 2020, since it is really in the 

beginning phase of development. 
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V. 

 For Malaria and TB respectively, it is believed that the best preventive measure for 

the next decade will still be the massive use of bed-nets to avoid transmission of the 

parasite via the Anopheles mosquito, and improved hygiene. Indeed, bed-nets for malaria, 

awaiting large hydraulic engineering works that can eliminate the breeding places of the 

mosquitoes, when the poor countries have been upgraded to resource-richer levels: 

reference is made to the draining of the “Pontino” marshes in Italy in the 20th century. 

 For tuberculosis, it is believed that dramatic increase in hygiene is the only 

achievable prophylaxis measure for the next decade. However, the development of multi-

drug resistant strains of Mycobacterium tuberculosis should trigger the R&D environment 

to not only start development initiatives for an improved vaccine for prophylaxis, but  

also to develop “resistance-resistant” molecules for treatment of the illness. 

 

VI. 

 Also today, cultural DNA still drives development in all societies (Henderson, 

2006:32). As to prevention by means of attitudes and beliefs, this researcher believes that 

Hofstede’s “uncertainty avoidance” and “long term orientation” are the two components 

of a culture that are most closely linked to prevention. Therefore, development aid 

focusing on attempts to increase the willingness to accept and to see the advantages of 

prevention as the only sustainable tool for the longer-term future, should learn about 

elements in the cultures of countries that score high on these two cultural components. 

Sooner or later, cultural roadblocks in the cultures of the poor countries will have to be 

reversed in favour of the encouragement of and support for prevention. It’s a matter of 

life and death for entire populations.   
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VII. 

 A “Facing the Future” lesson from this thesis research is that the use of unscientific 

methods in the political world, in trying to tackle problems of life and death, is 

detrimental for the health and welfare of humankind. Politicians stating, for instance, that 

HIV does not cause AIDS, instructing entire populations that food supplements and 

particular food ingredients, e.g. garlic oil, olive oil, lemon juice (Calderisi, 2006:59) can 

prevent the transmission of the virus, or that taking a shower protects one from getting 

infected after having had sex with an HIV positive person, whereas, the entire global 

scientific community has demonstrated the reverse, has given the epidemic free access to 

its tipping point. It has created conflicts and it has resulted in precious time having been 

lost to tackle the epidemic (Bird, 2009:212; Calderisi, 2006:59; Nattrass, 2008). This is 

believed to be one of the most important events that, if mankind could go back in time via 

a time-capsule, should have been changed for the better. It is the main reason why, in 

certain African countries, 25% of the population is infected with HIV (Bird, 2009:212; 

Calderisi, 2006:59; Nattrass, 2008). This thesis author’s recommendation is that public-

private partnerships, acting as negotiating and steering committees, should avoid 

repetition of this history at all cost in the future. 

 

VIII. 

 A second “Facing the Future” lesson is in line with the previous one. The role of 

religion has not come out of this research as a major element in the whole poverty and 

prevention of illnesses discussion. Piot and Caraël (2009:55) stated that the Catholic 

Church is regularly raising its voice against the immorality of condoms and preaches 

solely faithfulness, abstinence, and chastity. Further, it often allies against the rights of 

women in the field of sexuality and reproductive health. 
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 Because only a few references have been made to religion in the interviews, and 

although some of the interviewees found it too sensitive to talk about, in detail, this 

component is only marginally present in this thesis. However, it is implicitly present. 

Reference is made to Addendum 4-17-A and Addendum 4-17-B: there were 4 

independent negative references to religion out of 3 of the interviews. If religious leaders 

preach doubts about the root cause of AIDS, and in case they spread doubts about the use 

of condoms as important tools to prevent transmission of the virus, the same effects as 

described under VII. are to be expected. This is yet another area where mankind should 

be able to step into a time-capsule and change the events that happened in the past. 

Unfortunately, in this case, the capsule would not have to go that far in the past. BBC 

news (2009) reported on March 17, that during his first papal visit to Africa, Pope 

Benedict rejected condoms as the answer in the fight against HIV transmission. The 

whole world was shocked about statements on the prevention of HIV and the use of 

condoms. This researcher’s recommendation is that we should learn from situations 

where stringent religious rules do not prevent the implementation of down to earth and 

realistic, non-prudish measures of preventing the epidemic. Agreed, health before profits, 

but also before and above unscientific religious statements.  

 

IX. 

 Reference is made to the fact that the group D approaches of this thesis, the group of 

international, high-level, macro-economic approaches, scored the best in the 

questionnaire survey. The approach in this group with the highest individual score 

(Jeffrey Sachs’ principle) has already been selected and discussed as a major approach to 

be continued in the next decennium. Looking at this group of approaches in greater depth,  

it seems that initiatives such as the Global Fund to Fight AIDS, TB and Malaria, the Bill 
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and Melinda Gates Foundation, PEPFAR, are all initiatives that could be considered to be 

components of a “global Marshall plan.” Several participants referred to this during the 

interviews. However, apparently it is not yet called a “global Marshall plan,” because 

there appears to be insufficient coordination among those, coordinating these high-level 

macro-economic approaches. Also Piot and Caraël (2009) stated that it is time to merge 

agencies, to join forces; not to establish new agencies each time there is a particular need. 

Therefore, this thesis author’s recommendation is that a far-reaching coordination and 

integration of these and other similar approaches should be mandated as part of the 

responsibilities of the WHO/WHA. Then, even the idea of creating an international health 

insurance system would no longer be utopian. Under these conditions, why would the 

concept of national health insurance systems, applicable to individuals, not be useful for 

copying to countries? Each year, WHO/WHA would, for instance, be able to define 

which countries to contribute certain amounts of money, and which countries to receive 

the money. This principle is advocated by experts in the field like Pogge (2007). 

 

X. 

  In order to avoid that funds for the protection of the global environment & 

prevention of global warming come into conflict with funds to combat poverty, it is 

recommended that both mechanisms should be linked, for example at summits like those 

of Kyoto and Copenhagen. This could result in innovative financing techniques in favour 

of the developing countries as already suggested by Verhofstadt (2009). 

 
 
5.5. Contribution to Science and to Management Practice/Governance 
 
 This doctoral thesis is believed to be one of the most comprehensive investigations 

of what the main stakeholders for the improvement of global access to life-saving 
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medicines think of the effectiveness of the available approaches to increase access in the 

future, more particularly in the next decennium. Based on the sound scientific methods 

used, this research has developed new knowledge, and as a consequence, it contributes to 

the body of knowledge on access to medicines from a scientific perspective. 

 The contributions of this work to management practice and governance are twofold.  

In the first place, in general, this thesis will be sent to all participants of the questionnaire 

survey and of the interview survey, including people responsible for decision making in 

the field of donations, licensing activities and research and development collaborations 

and opportunities, for setting up partnerships. Therefore, it will contribute to a better 

background on which representatives of the three groups of stakeholders can make better 

and more sound decisions related to access to medicines in the future. Secondly, in 

particular, this researcher is using the lessons of this doctoral research (directly or 

indirectly) as the Programme/Project Management Leader (PML), and Decision Support 

Leader (DSL): 

• in a project to develop an anti-retroviral agent as a long-acting “chemical vaccine” 

for the pre-exposure prophylaxis of HIV/AIDS in risk groups such as sex-workers, men 

who have sex with men, mother to child transmission etc.;  

• in the development of a new mode of action medicine against MDR-TB. 

The projects are running in his employer’s company, respectively in collaboration with 

the “International Partnership for Microbicides” (IPM) and with the “TB Alliance.”  This 

combines elements of collaboration and prevention, the two major recommendations of 

this research thesis, in a practical setting. As a matter of fact, although this researcher is 

using the general conclusions of this thesis in his day-to-day work; at all times, 

confidential information provided by organizations in the questionnaires and by 

individuals in the interviews, will continue to be treated as anonymous and confidential. 
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Some information on these projects is already published (Baert et al, 2009; Andries, 

2005). More detailed information cannot be provided at this time because it is not yet in 

the public domain.   

 
 
5.6. Suggestions for Further Research 
 
 Because great care was taken to specify clearly the modus operandi of both the 

questionnaire and the interview techniques, this thesis author is confident that this 

research work would provide the same results if it was repeated with other a-select 

respondents and interviewees, even by another researcher. Based on the limitations of this 

research work, namely the rather low response rate on the questionnaire survey, the 

labour-intensiveness of the interview survey, and the possible under-representation of 

certain countries that play a key role, and small local NGOs, as described in section 4.3.3, 

it would be interesting to see if other researchers, repeating this work with exactly the 

same research materials and methods, would come to the same or similar conclusions as 

those derived by this researcher. 

 Likewise, it would be interesting to repeat the research programme in an identical 

way at regular time intervals, e.g. after 5 years and after 10 years to see how opinions 

evolve over a time-span of one decennium. That would also be an excellent tool to 

evaluate whether or not the predicted trends for the future, formulated in this research and 

which are futuristic in nature, will materialize and will match with the status update on 

the Millennium Development Goals (MDGs) for which 2015 is one of the major due 

dates. Those objectives are beyond the scope of this doctoral thesis, but would be 

extremely interesting follow-on topics for further research. 

    

        
         

                              - 282 - 



 

6. REFERENCES 

Ahmed, A. and Cleeve, E. (2004) “Tracking the Millennium Development Goals in sub-
Saharan Africa”, International Journal of Social Economics, 31(1/2): 12-29. 
 
AIDS Read., (2009) “GlaxoSmithKline, Pfizer to merge HIV drug units in new 
company”, AIDS Read. Jun-Jul, 2009, 19(6): 206. 
 
Ajzen, I. and Fishbein, M. (1980) Understanding attitudes and predicting social 
behaviour, Englewood Cliffs, NJ: Prentice-Hall. 
 
Akaleephan, C., Wibulpolprasert, S., Sakulbumrungsil, R., Luangruangrong, P., 
Jitraknathee, A., Aeksaengsri, A., Udomaksorn, S., Tangcharoensathien, V. Tantivess, S. 
(2009) “Extension of market exclusivity and its impact on the accessibility to essential 
medicines, and drug expense in Thailand: Analysis of the effect of TRIPs-Plus proposal”, 
Health Policy, 91(2009): 174-182. 
 
Akama, J.S. (1997) “Tourism Development in Kenya: Problems and Policy Alternatives”, 
International Journal of Tourism Research, 3 (2): 95-105. 
 
Akama, J.S. (1999) “The Evolution of Tourism in Kenya”, Journal of Sustainable 
Tourism, 7(1): 6-25. 
 
Anderson, S., Huss, R., Summer, R., Wiedenmayer, K. (2004) Managing 
Pharmaceuticals in International Health, Basel: Birkhäuser Verlag. 
 
Anderson, T., Das, I., Olson, J., Sobelman, D. (2009) “Assessment of the Opportunities 
for Pharmaceutical Manufacturers in Emerging Markets”, Journal of Managed Care 
Pharmacy, 15(5): 396-402. 
 
Andries, K., Verhasselt, P., Guillemont, J., Gohlmann, H.W., Neefs, J.M., Winkler, H., 
Van Gestel, J., Timmerman, P., Zhu, M.,  Lee, E., Williams, P., de Chaffoy, D., Huitric, 
E., Hoffner, S., Cambau, E., Truffot-Pernot, C., Lounis, N., Jarlier, V. (2005) “A 
diarylquinoline drug active on the ATP synthase of Mycobacterium tuberculosis”, 
Science, 307(5707): 223-227. 
 
Ashcroft, R. and ter Meulen, R. (2004) “Ethics, philosophy, and evidence based 
medicine”, Journal of Medical Ethics, 30: 119. 
 
Ashcroft, R.E. (2005) “Access to Essential Medicines: A Hobbesian Social Contract 
Approach”, Developing World Ethics, 5(2): 121-141. 
 
Associated Press (2009) “Global HIV rates declining”, Associated Press, November 25, 
2009. 
 
Atakouma, D.-Y., Tsolenyanu, E., Gbadoe, A., Gbetoglo, V., Lawson-Evi, K., Agbere, 
A.-R., Tatagan-Agbi, K., Assimadi, K. (2007) “Traitement antiretroviral des enfants 
infectés par le VIH/sida à Lomé (Togo): premiers résultats”, Archives de pédiatrie, 
15(2007): 1178-1182. 
 

                              - 283 - 



 

Attaran, A. (2004) “How Do Patents and Economic Policies Affect Access To Essential 
Medicines In Developing Countries?” Health Affairs, 23(3): 155-166. 
 
Attaran, A. and Gillespie-White, L. (2001) “Do Patents for antiretroviral drugs constrain 
access to AIDS treatment in Africa, Journal of the American Medical Association, 
286(15): 1886-1892. 
 
Attridge, C.J. and Preker, A.S. (2005) “Improving Access to Medicines in Developing 
Countries – Application of New Institutional Economics to the Analysis of 
Manufacturing and Distribution Issues”, HNP Discussion Paper (Health, Nutrition and 
Population), The World Bank, March 2005. 
 
Babar, Z.U.D., Ibrahim, M.I.M., Sing, H., Bukahri, N.I., Cresse, A. (2007) “Evaluating 
Drug Prices, Availability, Affordability, and Price components: Implications for Access 
to Drugs in Malaysia”, PLoS Medicine, 4(3): 466-475. 
 
Backman, G., Hunt, P., Khosla, R., Jaramillo-Strouss, C., Mekuria Fikre, B., Rumble, C., 
Pevalin, D., Acurio Paez, D., Armijos Pineda, M., Frisancho, A., Tarco, D., Motlagh, M. 
Farcasanu, D., Vladescu, C. (2008) “Health systems and the right to health: an assessment 
of 194 countries”, The Lancet, 372(9655): 2047-2085. 
 
Baeck, L. (2006) “China, Opportunity or Threat?” (Dutch) Seminar Business School 
KHK, “Katholieke Hogeschool Kempen”, December 6, 2006, Geel, Belgium 
Presentation by Professor Emeritus L. Baeck, Catholic University of Leuven. 
 
Baert, L., van ‘t Klooster, G., Dries, W., François, M., Wouters, A., Basstanie, E., 
Iterbeke, K., Stappers, F., Stevens, P., Schueller, L., Van Remoortere, P., Kraus, G., 
Wigerinck, P., Rosier, J. (2009) “Development of a long-acting injectable formulation 
with nanoparticles of rilpivirine (TMC278) for HIV treatment”, European Journal of 
Pharmaceutics and Biopharmaceutics, 72: 502-508. 
 
Bahree, M. and Herper, M. (2009) “The Next Aids Crisis”, Forbes Magazine, December 
28, 2009. 
 
Baiman, R. (2006) “Unequal Exchange Without a Labor Theory of Prices: On the Need 
for a Global Marshall Plan and a Solidarity Trading Regime”, Review of Radical Political 
Economics, 38(1): 71-89. 
 
Banegas, J.R., Rodríguez Artalejo, F., del Rey Calero, J. (2000) “Popper y el problema de 
la inducción en epidemioligía”, Revista Española Salud Pública, 74(4): 327-339. 
 
Banerjee, A., Hollis, A., Pogge, T. (2010) “The Health Impact Fund: incentives for 
improving access to medicines”, The Lancet, 375: 166-169. 
 
Banister, J. and Zhang, X. (2004) “China, Economic Development and Mortality Decline”, 
World Development, 33(1): 21-41. 
 
Barton, J.H. and Emanuel, E.J. (2005) “The Patents-Based Pharmaceutical Development 
Process – Rationale, Problems, and Potential Reforms”, Journal of the American Medical 
Association, 294(16): 2075-2082. 

                              - 284 - 



 

 
Basu, K. (2006) “Globalization, Poverty, and Inequality: What is the Relationship? What 
Can Be Done?”, World Development, 34(8): 1361-1373. 
 
BBC News (2009), “Pope Benedict XVI, who is making his first papal visit to Africa, has 
said that handing out condoms is not the answer in the fight against HIV/Aids”, BBC 
News, March 17, 2009. 
 
Beeson, P.B. (1977) “McKeown’s The Role of Medicine: A Clinician’s Reaction”, 
Milbank Memorial Fund Quarterly / Health and Society, Summer 1977, 55: 365. 
 
Belgische  Senaat, zitting 1997-1998, 24 februari 1998, Wetsontwerp houdende 
instemming met Internationale Akten -  Wereldpostvereniging, Wetgevingsstuk nr. 1-
898/1. 
 
Bell, J. (1993) Doing your Research Project: A Guide for First-time Researchers in 
Education and Social Science (3rd edition), Buckingham: Open University Press. 
 
Benatar, S.R. (2002) “Reflections and recommendations on research ethics in developing 
countries”, Social Science & Medicine, 54(2002): 1131-1141. 
 
Bergman, N.A. (1958) “The Legacy of John Snow – An Appreciation of His Life and 
Scientific Contribution on the 100th Anniversary of His Death”, Anesthesiology, Sept.-
Oct. 1958: 595-606. 
 
Bertoldi, A.D., Dornellas de Barros, A.J., Wagner, A., Ross-Degnan, D., Hallal, P.C. 
(2009) “Medicine access and utilization in a population covered by primary health care in 
Brazil”, Health Policy, 89(2009): 295-302. 
 
Bhatt, T.S. (2008) “A New Hope for Increased Access to Essential Medicines”, Brooklyn 
Journal of International Law, 33(2): 597-628. 
 
Bird, R. and Cahoy, D.R. (2008) “The Impact of Compulsory Licensing on Foreign 
Direct Investment: A Collective Bargaining Approach”, American Business Law Journal, 
45(2): 283-330. 
 
Bird, R.C. (2009) “Developing Nations and the Compulsory License: Maximizing Access 
to Essential Medicines While Minimizing Investment Side Effects”, Journal of Law, 
Medicine & Ethics, 37(2): 209-221. 
 
Boyer, S., Eboko, F., Camara, M., Abé, C., Nguini, M.E.O., Koulla-Shiro, S., Moatti, J.-
P. (2010) “Scaling up access to antiretroviral treatment for HIV infection: the impact of 
decentralization of healthcare delivery in Cameroon”, AIDS, 24(pS5-S15): 10pp. 
 
Breckenridge, A. and Walley, T. (2008) “Early Access to New Medicines”, Clinical 
Pharmacology & Therapeutics, 84(1): 23-25. 
 
Burapadaja, S., Kawasaki, N., Kittipongpatana, O., Ogata, F. (2007) “Study on Variations 
in Prices of Prescription Medicines in Thailand”, Yakugaku Zasshi, 127(3): 515-526. 
 

                              - 285 - 



 

Burstein, D., and De Keijzer, A. (1999) China – Economische en Politieke Kansen, 
Amsterdam/Antwerpen: Uitgeverij Contact. 
 
Calderisi, R. (2006) Why Foreign Aid isn’t Working – The Trouble with Africa, New 
York: Palgrave MacMillan. 
 
Calmy, A., Pizzocolo, C., Pizarro, L., Brücker, G., Murphy, R., Katlama, C., Strategies in 
Resource-Limited Settings Working Group (2008) “The Marriage of science and 
optimized HIV care in resource-limited settings”, AIDS, 22: 2227-2230. 
 
Cameron, A., Ewen, M., Ross-Degnan, D., Ball, D., Laing, R. (2009) “Medicine prices, 
availability, and affordability in 36 developing and middle-income countries: a secondary 
analysis”, The Lancet, 373(January 17, 2009): 240-249. 
 
Carrin, G. (2002) Social health insurance in developing countries: A continuing 
challenge”, International Social Security Review, 55: 13 pp. 
 
Carrin, G., Ron, A., Hui, Y., Hong, W., Tuohong, Z., Licheng, Z., Yide Y., Jiaying, C.,  
Qicheng, J., Zhaoyang, Z., Jun, Y., Xuesheng, L. (1999) “The reform of the rural 
cooperative medical system in the People's Republic of China: interim experience in 14 
pilot counties”, Social Science & Medicine, 48: 961-972. 
 
Castañón-Arreola, M. and López-Vidal, Y. (2004) “A second-generation anti-TB vaccine 
is long overdue”, Annals of Clinical Microbiology and Antimicrobials, 3(10): 10pp. 
 
Chan, P. (2008) “The access to medicines race”, Scrip News, July 11th, 2008, 24-25. 
 
Chapman, A.R. (2009) “Globalization, human rights, and the social determinants of 
health”, Bioethics, 23(2): 97-111. 
 
Chaudhuri, R., Ahmed, S., Ansari, F.A., Singh, H.V., Ramachandran, S. (2008) “MalVac: 
Database of malarial vaccine candidates, Malaria Journal, 7(184): 7pp. 
 
Chaudhuri, S. (2007) “The Gap Between Successful Innovation and Access to its 
Benefits: Indian Pharmaceuticals”, European Journal of Development Research, 
(3)19(1): 49-65. 
 
Chéron, C. and Fouassier, E. (2009) “Accès des pays en développement aux 
médicaments: vers une nouvell flexibilité juridique du droit des brevets?”, Médecine & 
Droit 2009 (2009): 74-80. 
 
Chong, C.P., Hassali, M.A., Bahari, M.B., Shafie, A.A. (2010) “Evaluating community 
pharmacists’ perceptions of future generic substitution policy implementation: A national 
survey from Malaysia”, Health Policy, 94(2010): 68-75. 
 
Clarke, T. (2009) “Pfizer launches generic injectable drug unit”, Reuters Health 
Information, 2009-09-29. 
 
Cohen, J.C. (2006) “Expanding Drug Access in Brazil – Lessons for Latin America and 
Canada”, Canadian Journal of Public Health, 97(6): 15-18. 

                              - 286 - 



 

 
Cohen-Kohler, J.C., Forman, L., Lipkus, N. (2008) “Addressing legal and political 
barriers to global pharmaceutical access: Options for remedying the impact of the 
Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS) and the 
imposition of TRIPS-plus standards”, Health Economics, Policy and Law, 3: 229-256. 
 
Cohn, L. (2004) “A Global Marshall Plan”, Business Week, September 27, 2004. 
 
Colgrove, J. (2002) “The McKeown Thesis: A Historical Controvery and Its Enduring 
Influence”, American Journal of Public Health, 92(5): 725-729. 
 
Collins, J.J. (1982) “The contribution of medical measures to the decline of mortality 
from respiratory tuberculosis an age-period-cohort model”, Demography, 19(3): 409-427. 
 
Coovadia, H.M. and Hadingham, J. (2005) “HIV/AIDS: Global Trends, Global Funds and 
Delivery Bottlenecks”, Global Health, 1: 10 pages. 
 
Coriat, B., Dumoulin, J., Flori, Y.-A., Barnett, T., Souteyrand, Y., Moatti (2003) “Patents, 
Generic Drugs and the Markets for Antiretrovirals”, Economics of AIDS and Access to 
HIV/AIDS Care in Developing Countries. Issues and Challenges, by Moatti, P.P., Barnett, 
T., Coriat, B., Souterand, J., Dumoulin, J., Flori, Y.A., 2003, London: National Aency for 
Aids Research, France.  
 
Dahab, M., Charalambous, S., Hamilton, R., Fielding, K., Kielmann, K., Churchyard, 
G.J., Grant, A.D. (2008) ““That is why I stopped the ART”: Patients’ & providers 
perspectives on barriers to and enablers of HIV treatment adherence in a South African 
workplace programme”, BMC Public Health, 8(63). 
 
Danzon, P.M. and Towse, A. (2003) “Differential Pricing for Pharmaceuticals: 
Reconciling Access, R&D and Patents”, International Journal of Health Care Finance 
and Economics, 3: 183-205. 
 
Davies, S.E. (2010) Global Politics of Health, Cambridge: Polity Press. 
 
De Doncker, P., Liessens, J., Noben, J., Somers, I., Vermeiren S. (1999) Sustainability – 
The triple bottom line of the next century, Vlerick Management School, Consortium 
Middle Management. 
 
Deutsche Apotheker Zeitung (2003) “Arzneimittel für Entwiklungsländer – Bundesrat 
will Reimporte besser verhindern”, DAZ Aktuall, Jahr 143(9): 931-932. 
 
Deutsche Apotheker Zeitung (2005) “Arzneimittelhersteller versorgen HIV-infizierte in 
der Dritten Welt”, DAZ Aktuell, Jahr 145(27). 
 
De Vocht, A. (2005) Basishandboek SPSS 13 voor Windows, Utrecht: Bijleveld Press. 
 
Dionisio, D., Gass, R., McDermott, P., Racalbuto, V., Mado, M., Braghieri, G., Crowley, 
S., Dos Santos Pinheiro, E., Graaff, P., Vasan, A., Eksaengsri, A., Moller, H., Khanna, 
A.K., Kraisintu, K., Juneja, S., Nicolaou, S., Sengupta, A., Esperti, F., Messeri, D. (2007) 
“What Strategies to Boost Production of Affordable Fixed-Dose Anti-Retroviral Drug 

                              - 287 - 



 

Combinations for Children in the Developing World?” Current HIV Research, 5(2): 155-
187. 
 
Dunne, M. (2007) “Antiretroviral drug development: the challenge of cost and access”, 
AIDS, 21(4): S73-S79. 
 
EIRIS (2005) “Access to medicines for the Developing World and the pharmaceutical 
industry”, Report of the “Ethical Investment Research Servies” Report, May 2005: 15 pp. 
 
Elkington, J. (1998) Cannibals with forks – The Triple Bottom Line of 21st Century 
Business, Gabriola Island, BC and Stony Creek, CT: New Society Publishers. 
 
Elkington, J. (2004) Enter the Triple Bottom Line. In Henriques A., and Richardson, J., 
The Triple Bottom Line: Does It all Add Up? London, Sterling VA: Earthscan. 
 
El-Said, H. and El-Said, M. (2007) “TRIPS-Plus Implications for Access to Medicines in 
Developing Countries: Lessons from Jordan-United States Free Trade Agreement”, The 
Journal of World Intellectual Property, 10(6): 438-575. 
 
ESRC(2006) 
http://www.esrcsocietytoday.ac.uk/ESRCInfoCentre/Images/ESTC_Re_Ethics_Frame_tcm
6-11291.pdf. 
Consulted in November 2006 
 
Factua Newsletter (2001) Monthly Newsletter “Algemene Vereniging van de 
Geneesmiddelenindustrie”, mei 2001, no. 113: 1-4. 
 
Farrugia, A. (2004) “Regulatory challenges to global harmonization and expanded access 
to concentrates: how will regulators balance the increasing cost of new safety 
requirements with the desire to increase the availability of affordable product”, 
Haemophilia, 10(4): 83-87. 
 
Faunce, T., Doran, E., Henry, D., Drahos, P., Searles, A., Pekarsky, B., Neville, W. 
(2005) “Assessing the impact of the Australia-United States Free Trade Agreement on 
Australian and global medicines policy”, Globalization and Health, 1: 15. 
 
Fischer T. and Julsing, M. (2007) Onderzoek doen!, Groningen/Houten: Wolters-
Noordhoff. 
 
Fishbein, M. and Ajzen, I. (1975) Belief, attitude, intention, and behaviour: An 
introduction to theory and research. Reading, MA: Addison-Wesley. 
 
Fletcher, J. and Morakabati, Y. (2008) “Tourism Activity, Terrorism and Political 
Instability within the Commonwealth: The cases of Fiji and Kenya”, International 
Journal of Tourism Research, 10: 537-556. 
 
Flynn, S., Hollis, A., Palmedo, M. (2009) “An Economic Justification for Open Access to 
Essential Medicine Patents in Developing Countries”, Journal of Law, Medicine & 
Ethics, Summer 2009: 185-208. 
 

                              - 288 - 

http://www.esrcsocietytoday.ac.uk/ESRCInfoCentre/Images/ESTC_Re_Ethics_Frame_tcm6-11291.pdf
http://www.esrcsocietytoday.ac.uk/ESRCInfoCentre/Images/ESTC_Re_Ethics_Frame_tcm6-11291.pdf


 

Ford, N. and ‘t Hoen, E. (2002) “Generic Medicines Are Not Substandard Medicines”, 
The Lancet, 359(9314): 1351. 
 
Ford, N., Wilson, D., Costa Chaves, G., Lotrowska, M., Kijtiwatchakul, K. (2007) 
“Sustaining access to antiretroviral therapy in the less-developed world: lessons from 
Brazil and Thailand”, AIDS, 21(4): 21-29. 
 
Gaiha, R. (2003) “Are Millennium Goals of Poverty Reduction Useful? Oxford 
Development Studies, 31(1): 59-84. 
 
Garnier, J.P. (2008) “Rebuilding the R&D Engine in Big Pharma”, Harvard Business 
Review, May 2008: 68-76. 
 
Gazarian, M. (2009) “Delivering Better Medicines to Children”, Pediatric Drugs 2009, 
11(1): 41-44. 
 
Gerhardsen, T.I.S. (2006) “Meeting the need for treatment: the initiatives”, Bulletin of the 
World Health Organization, 84(5): 346-348. 
 
Giampietro, M. and Bukkens, S.G.F. (1992) “Sustainable Development: Scientific and 
Ethical Assessments”, Journal of Agricultural and Environmental Ethics, 5(1): 27-57. 
 
Gladwell, M. (2000) The Tipping Point: How Little Things Can Make a Big Difference, 
London: Little, Brown and Company. 
 
Glasser, J.H. (2006) “The evolving implications of health and sustainability in China”, 
Public Health, 120: 597-600. 
 
Gold, E.R., Kaplan, W., Orbinski, J., Harland-Logan, S., N-Marandi, S. (2010) “Are 
Patents Impeding Medical Care and Innovation?”, PloS Med 7(1): e1000208. 
doi:10:1371/journal.pmed.1000208. 
 
Goodland, R., Daly, H., Kellenberg, J. (1994) “Burden Sharing in The Transition to 
Environmental sustainability”, Futures, 26(2): 146-363. 
 
Gostin, L.O. (2007) “Why Rich Countries Should Care About the World’s Least Healthy 
People”, Journal of the American Medical Association, 298(1): 89-92. 
 
Govindarajan, V. and Trimble, C. (2010) “How to stop the innovation war”, Harvard 
Business Review, July-August 2010: 76-83. 
 
Gray, A. (2009) “Pediatric Pharmacotherapy Issues in Africa”, Pediatric Drugs 2009, 
11(1): 6-8. 
 
Greasley, P. (2006) A short Course in Quantitative Data Analysis Using SPSS, Course 
material University of Bradford. 
 
Greetham, B. (2006) Philosophy, New York: Palgrave MacMillan. 
 

                              - 289 - 



 

Hale, V.G., Woo, K., Levens Lipton, H. (2005) “Oxymoron No More: The Potential of 
Nonprofit Drug Companies To Deliver On The Promise Of Medicines For The 
Developing World”, Health Affairs, 24(4): 1057-1063. 
 
Hamid, S.A., Roberts, J., Mosley, P. (2010) “Can Micro Health Insurance Reduce 
Poverty? Evidence from Bangladesh”, To be published. 
 
Hancock, G. (1992) Lords of Poverty - the power, prestige, and corruption of the 
international aid business, New York: The Atlantic Monthly Press. 
 
Hardi, P. and Zdan, T. (1997) “Assessing Sustainabile Development – Principles in 
Practice (Bellagio Principles)”, International Institute for Sustainable Development 
Report”, 166 pp. 
 
Hardon, A., Davey, S., Gerrits, T., Hodgkin, C., Irunde, H., Kgatlwane, J., Kinsman, J., 
Nakiyemba, A., Laing, R. (2006) From access to adherence: the challenges of 
antiretroviral treatment, Geneva: World Health Organization. 
 
Harries, A.D., Zachariah, R., van Oosterhout, J.J., Reid, S.D., Hosseinipour, M.C., 
Arendt, V., Chirwa, Z., Jahn, A., Schouten, E.J., Kamoto, K. (2010) “Diagnosis and 
management of antiretroviral-therapy failure in resource-limited settings in sub-Saharan 
Africa: challenges and perspectives, The Lancet, 10: 60-65. 
 
Hassim, A., Heywood, M., Berger J. (2007) Health & Democracy – A guide to human 
rights, health law and policy in post-apartheid South Africa, Cape Town: Siber Ink. 
 
Henderson, H. (2006) “Twenty-first century strategies for sustainability”, Foresight, 8(1): 
21-38. 
 
Henriques, A. and Richardson, J. (2004) The Triple Bottom Line – Does It All Add Up?, 
London, Sterling VA: Earthscan. 
 
Henry, D. and Lexchin, J. (2002) “The pharmaceutical industry as a medicines provider”, 
The Lancet, 360: 1590-1595. 
 
Hetzel, M.W., Iteba, N., Makemba, A., Mshana, C., Lengeler, C., Obrist, B., Schulze, A., 
Nathan, R., Dillip, A., Alba, S., Mayumana, I., Khatib, R.A., Njau, J.D., Mshinda, H. 
(2007) "Understanding and improving access to prompt and effective malaria treatment and 
care in rural Tanzania: the ACCESS Programme", Malaria Journal, 6: 15 pp. 
 
Hill, A.B. (1955) “Snow – An Appreciation”, Proceedings of the Royal Society of 
Medicine, 1008-1012. 
 
Hirsh, K.S. and Kummerow, K.M. (2001) Inleiding tot Types in Organisaties, course 
material, ISBN 1 85639 106 X. 
 
Hofstede, G. (1980) Culture’s Consequences – International Differences in Work-Related 
Values, Beverly Hills/London: Sage Publications. 
 
 

                              - 290 - 



 

Hofstede, G. (1996) “Riding the Waves of Commerce: A Test of Trompenaars’ “Model” 
of National Culture Differences”, International Journal of Intercultural Relations, 20(2): 
189-198. 
 
Hofstede, G. (1998) Think Locally, Act Globally: Cultural Constraints in Personnel 
Management, Management International Review, special issue 1998/2, 38 (special issue 
2):  7-26. 
 
Hofstede G. and Hofstede G.J. (2005) Cultures and Organizations, Software of the Mind -  
Intercultural Cooperation and Its Importance for Survival, New York: McGraw-Hill. 
 
Hogerzeil, H. (2006) “Essential medicines and human right: what can they learn from 
each other?”, Bulletin of the World Health Organization, 84(5): 371-375. 
 
Hollis, A. (2007) “Drugs for neglected diseases: New incentives for innovation”, 
Pharmaceutical innovation: Incentives, competition and cost-benefit, chapter 4, 95(91): 
75-90. 
 
Homedes, N. and Ugalde, A. (2006) “Improving access to pharmaceuticals in Brazil and 
Argentina”, Oxford University Press in association with The London School of Hygiene 
and Tropical Medicine, 11 January 2006. 
 
Honey, P. and Mumford, A. (1986) Using your learning styles (2nd edition), Maidenhead: 
Peter Honey Publications. 
 
http://dir.yahoo.com/Business_and_Economy/Business_to_Business/Scientific/Biology/B
iotechnology 
Consulted in February 2008 
 
http://en.wikipedia.org:80/wiki/List_of_medical_schools 
Consulted in February 2008 
 
http://hdr.undp.org 
Consulted in February 2008 
 
http://www.accessmeds.org 
Consulted in February 2008 
 
http://www.bentham.org/pri/EBM.htm 
Consulted in February 2008 
 
http://www.ggp.up.ac.za/.../12UNCTADTRIPSResourceBookCh5.pdf 
Consulted in August 2010 
 
http://www.hdr.undp.org 
Consulted in February 2008 
 
http://www.infoplease.com/ip/A0855611.html 
Consulted in February 2008 
 

                              - 291 - 

http://dir.yahoo.com/Business_and_Economy/Business_to_Business/Scientific/Biology/Biotechnology
http://dir.yahoo.com/Business_and_Economy/Business_to_Business/Scientific/Biology/Biotechnology
http://en.wikipedia.org/wiki/List_of_medical_schools
http://hdr.undp.org/
http://www.accessmeds.org/
http://www.bentham.org/pri/EBM.htm
http://www.hdr.undp.org/
http://www.infoplease.com/ip/A0855611.html


 

http://www.medilexicon.com/pharmaceuticalcompanies.php 
Consulted in February 2008 
 
http://www.sagepub.co.uk/richards/. 
Consulted in April 2007 
 
http://www.who.int/healthinfo/global_burden_disease/metrics_daly/en/index.html 
Consulted in August 2010 
 
IFPMA (2005) "Principal Focus and Actions of the Research-Based Pharmaceutical 
Industry in Contributing to Global Health", IFPMA Report: 11 pp. 
 
Jack, A. (2008) “Roche to drop HIV therapy research”, The Financial Times, July 12, 
2008. 
 
Jarvis, L.M. (2009) “Filling Drug Gaps” – Priority Review Vouchers aim to spur 
researchers to address neglected diseases”, Chemical & Engineering News, 87(3): 38-40. 
 
Johnson, L.A. (2007) “Merck’s Experimental AIDS Vaccine Fails”, Associated Press, 
September 21, 2007. 
 
Katrak, H. (2004) “Affordable Prices for Essential Medicines for Developing Countries: 
Some Economic Issues”, Development Policy Review, 22(3): 309-320. 
 
Kesselheim, A.S. (2008) “Think globally, prescribe locally: how rational pharmaceutical 
policy in the U.S. can improve global access to essential medicines”, American Journal of 
Law & Medicine, 34: 125-139. 
 
Khan, A.R. and Riskin, C. (2001) Inequality and Poverty in China in the Age of 
Globalization, Oxford: Oxford University Press. 
 
Khoon, C.C. and de Wildt, G. (2008) "Donor leverage: towards more equitable access to 
essential medicines?", Development in Practice, 18(1): 100-109. 
 
Khosla, R. and Hunt P. (2009) Human Rights Guidelines for Pharmaceutical Companies 
in Relation to Access to Medicines, (University of Essex): Human Rights Centre, 24 pp. 
 
Kidder, T. (2003) Mountains beyond Mountains – The Quest of Dr. Paul Farmer, A Man 
Who Would Cure The World, New York: Random House Trade Paperbacks. 
 
Kim, D.H. (2007) 
http://www.nyulawglobal.org/globalex/TRIPS_Compulsory_Licensing.htm 
Consulted in February 2008 
 
Kim, W.C. and Mauborgne, R. (2004) "Value Innovation - The Strategic Logic of High 
Growth", Harvard Business Review, July-August 2004: 12 pp. 
 
Kingo, L. (2004) “Sustainability Drives Pharma’s Future”, Pharmaceutical Executive, 
March 2004: 39. 
 

                              - 292 - 

http://www.medilexicon.com/pharmaceuticalcompanies.php
http://www.sagepub.co.uk/richards/
http://www.nyulawglobal.org/globalex/TRIPS_Compulsory_Licensing.htm


 

Klebnikov, V.S., Golovliov, I.R., Kulevatsky, D.P., Toktamysheva, N.V., Averin, S.F., 
Zhemchugov, V.E., Pchelintsev, S.Y., Afanasiev, S.S., Shcherbakov, G.Y. (1996) “Outer 
membrane of a lipopolysaccharide-protein complex (LPS-17 kDa protein) as chemical 
tularaemia vaccines”, FEMS Immunology And Medical Microbiology, 13(3), 227-233. 
 
Klug, H. (2008) “Law, Politics, and Access to Essential Medicines in Developing 
Countries”, Politics & Society, 36(2): 207-246. 
 
Kremer, M. and Glennerster, R. (2004) “Creating Markets for Vaccines”, Innovations, 
1(1): 67-79. 
 
Kuanpoth, J. (2008) “Give the poor patients a chance: Enhancing access to essential 
medicines through compulsory licensing”, Journal of Generic Medicines, 6(1): 15-28. 
 
Kuanpoth, J. (2007) “Patents and Access to Antiretroviral Medicines in Vietnam after 
World Trade Organzation Accession”, The Journal of World Intellectual Property, 
10(3/4): 201-224. 
 
Kuepfer I. and Burri, C. (2009) “Reflections on clinical research in sub-Saharan Africa”, 
International Journal for Parasitology, 39: 947-954. 
 
Labuschagne, C., Brent, A.C., van Erck, R.P.G. (2005) “Assessing the sustainability 
performances of industries”, Journal of Cleaner Production, 13: 373-385. 
 
Lawn, J.E., Costella, A., Mwansambo, C., Osrin, D. (2007) “Countdown to 2015: will the 
Millennium Development Goal for child survival be met?” Archives of Disease in 
Childhood, 92(6): 551-556. 
 
Lichtenberg, F.R. (2005) “Pharmaceutical Innovation and the Burden of Disease in 
Developing and Developed Countries”, Journal of Medicine and Philosophy, 30(6): 663-
690. 
 
Lufesi, N.N., Andrew, M., Aursnes, I. (2007) “Deficient supplies of drugs for life 
threatening diseases in an African community”, Biomedical Central Health Services 
Research, 7(86): 7 pp. 
 
MacDonald, R. (2007) “Access to essential medicines and the pendulum of power”, The 
Lancet, 369: 983-984. 
 
Mackintosh, J.M. (1955) “Snow – the Man and His Times”, Proceedings of the Royal 
Society of Medicine, 1004-1007. 
 
Macklin, R. (2003) “Bioethics, Vulnerability, and Protection”, Bioethics, 17(5-6): 472-
486. 
 
Maclure, M. (1998) "Inventing the AIDS virus hypothesis: an illustration of scientific 
versus unscientific induction", Epidemiology, 9(4): 467-473. 
 
 
 

                              - 293 - 



 

Mahony, J. and Goertz G. (2006), “A Tale of Two Cultures: Contrasting Quantitative and 
Qualitative Research”, Political Analysis, 14: 227-229. 
 
Mahoney, R.T., Krattiger, A., Clemens, J.D., Curtis, R. (2007) “The introduction of new 
vaccines into developing countries – IV: Global Access Strategies”, Vaccine 25: 4003-
4011. 
 
Mascarenhas, O.A., Kesavan, R., Bernacchi, M. (2005) “Global marketing of lifesaving 
drugs: an analogical model”, Journal of Consumer Marketing, 22(7): 404-411. 
 
Maslow, A.H. (1943) “A Theory of Human Motivation”, Psychological Review, 50: 370-
396.  
 
Maslow, A.H. (1954) Motivation and personality, New York: Harper. 
 
McGahan, A.M. (2004) "How Industries Change", Harvard Business Review, October 
2004: 10 pp. 
 
McMichael, A.J., Butler, C.D., Folke, C. (2003) “New Visions for Addressing 
Sustainability”, Science, 302: 1919-1920. 
 
Médecins Sans Frontières (2003) "Frequently Asked Questions”(9 June 2003). 
http://www.accessmedmsf.org/campaign/faq.shtm. 
Consulted in April 2007 
 
Médecins Sans Frontières (2001) “Nieuwe wet plaatst rechten patient voor 
patentbescherming”, http://www.msf.be/nl/terrein/landen/afrika/kenia_news_02.shtml. 
Consulted in April 2007 
 
McGuire, J.W. (2006) “Basic Health Care Provision and Under-5 Mortality: A Cross-
National Study of Developing Countries”, World Development, 34(3): 405-425. 
 
Melnick, D.J., Kakabadse Navarro, Y., McNeely, J., Schmidt-Traub, G., Sears, R.R. 
(2005) “The Millennium Project: the positive health implications of improved 
environmental sustainability”, The Lancet, 365: 723-725. 
 
Mendis, S., Fukino, K., Cameron, A., Laing, R. Filipe, A., Khatib, O., Leowski, J., Ewen, 
M. (2007) “The availability and affordability of selected essential medicines for chronic 
diseases in six low- and middle-income countries”, Bulletin of the World Health 
Organization, 85(4): 279-289. 
 
Millum, J. (2008) “Are pharmaceutical patents protected by human rights?”, Journal of 
Medical Ethics, 34(11): 1-5. 
 
Mintzberg, H. (1981) “Organisation Design: Fashion or Fit?”, Harvard Business Review, 
January 1981: 103-116. 
 
Mintzberg, H. (1983) Structure in Fives – Designing Effective Organizations, Englewood 
Cliffs, New Jersey: Prentice-Hall. 
 

                              - 294 - 

http://www.accessmedmsf.org/campaign/faq.shtm
http://www.msf.be/nl/terrein/landen/afrika/kenia_news_02.shtml


 

Molyneux, D.H. (2010) “Neglected tropical diseases – beyond the tipping point?”, The 
Lancet, 375: 3-4. 
 
Mosterín, J. (2002) "Entrevista con Karl Popper", Episteme NS, 22(1): 95-118. 
 
Moyo, D. (2009) Dead Aid – Why Aid Is Not Working And How There Is A Better Way 
For Africa, New York: Farrar, Straus and Giroux.  
 
Mueller, S.D. (2008) “The Political Economy of Kenya’s Crisis”, Journal of Eastern 
African Studies, 2(2): 185-210. 
 
Mulder, M. (1977) The daily power game, Leyden: Martinus Nijhoff. 
 
Mullard, A. (2009) “Not-for profit, but not for free either”, Scrip, Interview with 
Professor Herrling of Novartis. 
 
Musungu, S.F. and Oh, C. (2006) “The Use of Flexibilities in TRIPS by Developing 
Countries: Can They Promote Access to Medicines?” Commission on Intellectual 
Property Rights, Innovation and Public Health (CIPIH) Report, South Centre and WHO, 
August 2005, Geneva: 105pp. 
 
Mwangi, O.G. (2008) “Political corruption, party financing and democracy in Kenya”, 
Journal of Modern African Studies, 46(2): 267-285. 
 
Mwanza, D.D. (2003) “Water for sustainable development in Africa”, Environment, 
Development and Sustainability, 5(1/2): 95-115. 
 
Nattrass, N.J. (2008) “The (political) economies of antiretroviral treatment in developing 
countries”, Trends in Microbiology, 16(12): 574-579. 
 
New, W. (2006) “Rich and poor countries divided on patent treaty”, Bulletin of the World 
Health Organization, 84(5): 344-346. 
 
Newton, P.N., Green, M.D., Fernandez, F.M., Day, N.P.J., White, N.J. (2006) 
“Counterfeit anti-infective drugs”, The Lancet, 6 (September 2006): 602-613. 
 
Ng, R. (2004) Drugs – From discovery to Approval, Hoboken, NJ: John Wiley & Sons. 
 
Nishitani, Y. (2009) “Pfizer to launch generic drugs in Japan – Says to start selling 
generic drugs in Japan after 2010”, Reuters, December 1, 2009. 
 
North, T.W., Higgins, J., Deere, J.D., Hayes, T.L., Villalobos, A., Adamson, L.A., 
Shacklett, B.L., Schinazi, R.F., Luciw, P.A. (2010; published online ahead of print on 23 
December 2009), Journal of Virology, doi.:10.1128/JVI.02356-09. 
 
Nunn, A., Da Fonseca, E. Gruskin, S. (2009) “Changing global essential medicines norms 
to improve access to AIDS treatment: Lessons from Brazil”, Global Public Health, 4(2): 
131-149. 
 

                              - 295 - 



 

Nunn, A.S., Fonseca, E.M., Bastos, F.I., Gruskin, S., Salomon, J.A. (2007) “Evolution of 
Antiretroviral Drug Costs in Brazil in the Context of Free and Universal Access to AIDS 
Treatment”, PLoS Medicine, 4(11): 1-14. 
 
Nunnaly, J. (1978) Psychometric theory, New York: McGraw-Hill. 
 
Oakland, J.S. (1993) Total Quality Management: The Route to Improving Performance 
(2nd edition), Oxford: Butterworth-Heinemann Ltd. 
 
Oliver, P. (2003) The Student's Guide to Research Ethics, Maidenhead/New York: Open 
University/Mc Graw-Hill. 
 
Ollier, P. (2008) “Why India’s patent battles matter”, Managing Intellectual Property, 
179: 26-29. 
 
Olson, M. (1965) The Logic of Collective Action, Cambridge: Harvard University Press. 
 
Open University, the Netherlands (1985) Organisatiekunde 1A, Course of the Open 
University, Heerlen, the Netherlands, ISBN 90 358 0141 5. 
 
Open University, the Netherlands (1992) Organisatiekunde 1B, Course of the Open 
University, Heerlen, the Netherlands, ISBN 90 358 0277 2. 
 
Open University, the Netherlands (1993) Orientatiecursus bedrijfs- en bestuurskunde, 
Course of the Open University, Heerlen, the Netherlands, ISBN 90 358 1171 2. 
 
Open University, the Netherlands (1995) Wetenschapsleer, Printed Course Text, Open 
University, Heerlen, The Netherlands, ISBN 90 358 1432 0. 
 
Orbinski, J. (2004) “Access to medicines and global health: Will Canada lead of 
flounder?”, Canadian Medical Association Journal (CAMJ), 170(2): 224-225. 
 
O'Reilly, C.A. III and Tushman, M.L. (2004) "The Ambidextrous Organization", Harvard 
Business Review, April 2004: 1-7. 
 
Ostrom (1990) Governing the Commons – The Evolution of Institutions for Collective 
Action, Cambridge: Cambridge University Press. 
 
Oxfam (2001) "South Africa vs. the Drug Giants, A challenge to Affordable Medicines", 
Oxfam Report, April 2001: 8 pp. 
 
Ozer, M. (2005) “New product development in Asia: An introduction to the special 
issue”, Industrial Marketing Management, 35: 252-261. 
 
Packard Love, J. (2006) “Drug development incentives to improve access to essential 
medicines”, Bulletin of the World Health Organization, 84(5): 408. 
 
Patel, A., Gauld, R., Norris, P., Rades, T. (2010) “”This body does not want free 
medicines”: South African consumer perceptions of drug quality”, Health Policy and 
Planning, 25: 61-69. 

                              - 296 - 



 

 
Penner, D.P. and Armstrong, P.G. (2009) “Removing Barriers? An Overview of the 
Canadian Access to Medicines Regime”, Intellectual Property Journal, 21(3): 357-378. 
 
Piot, P. and Caraël, M. (2009) Over Aids, Antwerpen: Houtekiet. 
 
Pogge, T. (2007) “Montréal Statement on the Human Right to Essential Medicines”, 
Cambridge Quarterly of Healthcare Ethics, 16: 97-108. 
 
Pogge, T., Rimmer, M., Rubenstein, K. (2010) Incentives for Global Public Health: 
Patent Law and Access to Essential Medicines, Cambridge: Cambridge University Press. 
 
Pollock, A.M. and Price, D. (2003) "New deal from the World Trade Organisation - May 
not provide essential medicines for poor countries", British Medical Journal, 327: 571-572. 
 
Popper, K.R. (1959) The logic of Scientific Discovery, Hutchinson/London: Routledge. 
 
Prahalad, C.K. (2006a) “The Innovation Sandbox”, Strategy & Business, 44: 62-71.  
 
Prahalad, C.K. (2006b) The Fortune at The Bottom of The Pyramid – Eradicating Poverty 
through Profits, Upper Saddle River: Wharton School Publishing. 
 
Prahalad, C.K. and Mashelkar, R.A. (2010) “Innovation’s Holy Grail” – A few Indian 
pioneers have figured out how to do more with fewer resources – for more people”, 
Harvard Business Review, July-August 2010: 132-141. 
 
Punch, K.F. (1998) Introduction to Social Research: Quantitative & Qualitative 
Approaches, London: Sage Publications.  
 
Quick, J.D. (2003a) “Essential medicines twenty-five years on: closing the access gap”, 
Health Policy and Planning, 18(1): 1-3. 
 
Quick, J.D. (2003b) “Ensuring access to essential medicines in the developing countries: 
A framework for action”, Clinical Pharmacology & Therapeutics, 73(4): 279-283. 
 
Quotation from MSF (2003), “Frequently Asked Questions” 
www.accessmedmsf.org/campaign/faq.shtm (9 June 2003). 
Consulted in April 2007 
 
Raju, T.N. (1999) “Ignac Semmelweis and the etiology of fetal and neonatal sepsis”, 
Journal of Perinatology, 19(4): 307-310. 
 
Rane, W. (1999) “Essential Medicines and International Trade”, Economic and Political 
Weekly, 34(50): 3490-3491. 
 
Ratanawijitrasin, S., Soumerai, S.B., Weerasuriya, K. (2001) “Do national medicinal drug 
policies and essential drug programs improve drug use?: a review of experiences in 
developing countries”, Social Science & Medicine, 53: 831-844. 
 

                              - 297 - 

http://www.accessmedmsf.org/campaign/faq.shtm


 

Ravinetto, R and Villa, L. (2006) “Desigualdades en el acceso a los medicamentos 
esenciales”, Formación Médica Continuada en Atención Primaria, 13(1): 33-44. 
 
Ravvin, M. (2008) “Incentivizing Access and Innovation for Essential Medicines: A 
survey of the Problem and Proposed Solutions”, Public Health Ethics, 1(2): 110-123. 
 
Reddy, P. and Sigurdson, J. (1997) “Strategic location of R&D and emerging patterns of 
globalization: the case of Astra Research Centre India”, International Journal of 
Technology Management, 14(2/3/4): 344-361. 
 
Reichman, J.H. (2009) “Comment: Compulsory Licensing of Patented Pharmaceutical 
Inventions: Evaluating the Options”, Journal of Law, Medicine & Ethics, 37(2): 247-263. 
 
Richards, L. (2005) Handling Qualitative Data: a practical guide, London: Sage. 
 
Richards, L. (2006-a) Teach-yourself NVIVO7: the introductory tutorials,  
http://www.sagepub.co.uk/rchards/. 
Consulted in April 2007 
 
Richards, L. (2006-b) Up and Running in your project: a post-workshop handbook for 
NVivo7, http://www.lynrichards.org. 
Consulted in April 2007 
 
Ridley, D.B., Grabowski, H.G., Moe, J.L. (2006) “Developing Drugs for Developing 
Countries”, Health Affairs, 25(2): 313-324. 
 
Risha, P.G., Msuya, Z., Clark, M., Johnson, K., Ndomondo-Sigonda, M., Layloff, T. 
(2008) “The use of Minilabs® to improve the testing capacity of regulatory authorities in 
resource limited settings: Tanzanian experience”, Health Policy, 87: 217-222. 
 
Robèrt, K.-H. (2000) “Tools and concepts for sustainable development, how do they 
relate to a framework for sustainable development, and to each other?”, The Journal of 
Cleaner Production, 8(3): 197-214. 
 
Robèrt, K.-H., Schmidt-Bleek, B., Aloisi de Larderel, J., Basile, G., Jansen, J.L., Kuehr, 
R., Price Thomas, P., Suzuki, M., Hawken, P., Wackernagel, M. (2002) “Strategic 
sustainable development – selection, design and synergies of applied tools”, Journal of 
Cleaner Production, 10: 197-214. 
 
Robertson, J., Forte, G., Trapsida, J.-M., Hill, S. (2009) “What essential medicines for 
children are on the shelf?”, Bulletin of the World Health Organization, 87(3): 231-237. 
 
Robinson, J.D. III (1986) “Global Security Initiative: A Marshall Plan Led by Japan”, 
Financier, July 1986: 17-25. 
 
Robson, C. (2002) Real World Research: A Resource for Social Scientists and 
Practitioner-Researchers (2nd edition), Oxford: Blackwell Publishing. 
 

                              - 298 - 

http://www.sagepub.co.uk/rchards/
http://www.lynrichards.org/


 

Rotheroe, N., Keenlyside, M., Coates, L. (2003) “Local agenda 21; articulating the 
meaning of sustainable development at the level of the individual enterprise”, Journal of 
Cleaner Production, 11: 537-548. 
 
Sachs, J. (2005) The End of Poverty: How We can Make It Happen in Our Lifetime, 
London: Penguin Books. 
 
Sahoo, A. (2008) “Drug Approval Trends at the FDA and EMEA”, Business Insights 
Report, 147 pp. 
 
Saleh, K. and Ibrahim, M.I.M. (2005) “Are essential medicines in Malaysia accessible, 
affordable and available?”, Pharmacy World and Science, 27: 442-446. 
 
Santos, J., Doz, Y.,Williamson, P. (2004) "Is Your Innovation Process Global?", Mit Sloan 
Management Review, Summer 2004: 31-37. 
 
Scherer, F.M. and Watal, J. (2002) “Post-Trips options for access to patented medicines 
in developing nations”, Journal of International Economic Law, 5(4): 913-939. 
 
Schofield, I. (2008) “Patent pool” plan to boost medicines access, Scrip, July 16th, 2008: 
6. 
 
Seuba, X. (2006) “A human right approach to the WHO Model List of Essential 
Medicines”, Bulletin of the World Health organization, 84(5): 405-411. 
 
Shadlen, K.C. (2007) “The Political Economy of AIDS Treatment: Intellectual Property 
and the Transformation of Generic Supply”, International Studies Quarterly, 51: 559-
581. 
 
Smith, M.J. (1998) Social Science in Question, London/Thousand Oaks/New Delhi: Sage 
Publications in association with The Open University. 
 
Smith, R.D., Correa, C., Oh., C. (2009) "Trade, TRIPS, and pharmaceuticals", The Lancet, 
373 (February 21, 2009): 684-691. 
 
Songkhla, M.N. (2009) “Health before profits? Learning from Thailand’s experience”, 
The Lancet, 373: 441-442. 
 
Sorescu, A.B., Chandy, R.K., Prabhu, J.C. (2003) "Sources and financial consequences of 
radical innovation: Insights from pharmaceuticals", Journal of Marketing, 67(4): 82-102. 
 
Sridhar, D. (2008) “Improving Access to Essential Medicines: How Health Concerns can 
be Prioritized in the Global Governance System”, Public Health Ethics, 1(2): 83-88. 
 
Sterckx, S. (2004) “Patents and access to drugs in developing countries: an ethical 
analysis”, Developing World Bioethics, 4(1): 58-75. 
 
Stern, N. (2007) Stern Review of the Economics of Climate Change, Part VI: International 
Collective Action. London: HM Treasury. 
 

                              - 299 - 



 

Stolk, P., Willemen, M.J.C., Leufkens, H.G.M. (2006) “”Rare essentials”: drugs for rare 
diseases as essential medicines”, Bulletin of the World Health Organization, 84(9): 748. 
 
Streiner, D.L. and Norman, G.R. (1995) Health Measurement Scales – A Practical Guide 
to Their Development and Use – 2nd edition, Oxford: Oxford University Press. 
 
Sun, Q., Santoro, M.A., Meng, Q., Liu, C., Eggleston, K. (2008) “Pharmaceutical Policy 
In China”, Biotech & Drugs, July/August 2008: 1042-1050. 
 
Tankosic, T. (2008) "Orphan drugs, multiple benefits", Scrip News, June 27th 2008: 23-25. 
 
Taubman, A. (2008) “Rethinking TRIPS: “Adequate Remuneration” for non-voluntary 
Patent Licensing”, Journal of International Economic Law, 11(4): 927-970. 
 
Taylor, D. (2001) “Poor world health and rich world wealth”, British Medical Journal, 
322: 629-630. 
 
Temmerman, M. (2009) “Voorstel van resolutie betreffende het 
Wereldgezondheidsfonds/Proposition de resolution relative à la création d’un Fonds 
mondial de la santé” Wetsvoorstel Belgische Senaat, April 2009. 
 
Tetteh, E.K. (2008) “Providing affordable essential medicines to African households: The 
missing policies and institutions for price containment”, Social Science & Medicine, 66: 
569-581. 
 
Tetteh, E. (2009) “Creating reliable pharmaceutical distribution networks and supply 
chains in African countries: Implications for access to medicines”, Research in Social and 
Administrative Pharmacy, 2009: 1-12. 
 
The Lancet – Editorial (2005) “Health and poverty: a new Marshall plan?”, The Lancet, 
364: 1913-1914. 
 
‘t Hoen, E. (2009) The Global Politics of Pharmaceutical Monopoly Power, Diemen: 
AMB Publishers. 
 
Treacy, M. (2004) “Innovation as a Last Resort” Harvard Business Review, 82(7-8): 3 
pages. 
 
UNAIDS/ABIA, (Reis, R., Foçaça Veira, M., Chaves, G., Rossi, F., Xiangyu, W., 
Yuanqion, H., Ping, J., George, J., Sheshadri, R., Grover, A., Limpananont, J., Iksaengsri, 
A., Kijtiwatchakul, K., Metheny, N.) (2009) "Intellectual Property Rights and Access to 
ARV Medicines: Civil Society Resistance in the Global South", UNAIDS, Working Group 
IP, ABIA Working Paper, 164 pp. 
 
United Nations (2005) The Millennium Development Goals Report. 
 
University of Bradford (2006) “University of Bradford Code of Practice for Ethics in 
Research” http://www.bradford.ac.uk/admin/rsil/Ethics/Code-of-Practice.pdf. 
Consulted in November 2006 
 

                              - 300 - 

http://www.bradford.ac.uk/admin/rsil/Ethics/Code-of-Practice.pdf


 

Van Hoorebeek, M. (2005) Law, Libraries and Technology, Oxford: Chandos Publishing 
Limited. 
 
Van Roey, J. and Haxaire, M. (2008) “The Need to Reform Current Drug Registration 
Processes to Improve Access to Essential Medicines in Developing Countries”, 
Pharmaceutical Medicine, 22(4): 207-213. 
 
Vasan, A. and Yong Kim, J. (2009) “Essential medicines pricing – reform needed”, The 
Lancet, 373: 191-193. 
 
Verhofstadt, G. (2009) De weg uit de crisis : hoe Europa de wereld kan redden. 
Amsterdam: De Bezig Bij. 
 
Verluyten, P. (2000) Intercultural Communication in Business and Organisations, 
Leuven/Leusden: Acco. 
 
Wagner, C.G. (2005) “Progress Report on Development Goals”, Futurist, 39(4): 6. 
 
Wasan, K.M., Thornton, S.J., Bell, I., Goulding, R.E., Gretes, M., Gray, A.P., Hancock, 
R.E., Campbell, B. (2009) “The Global Access Initiative at the University of British 
Colombia (UBC): Availability of UBC Discoveries and Technologies to the Developintg 
World”, Journal of Pharmaceutical Sciences, 98(3): 791-794. 
 
Wechsler, J. (2008a) "Biotech Innovation Boosts Orphan Drug Development", BioPharm 
International, July 2008: 16-18. 
 
Wechsler, J. (2008b) "Orphan Drug R&D Challenges Sponsors", Applied Clinical Trials, 
July 2008: 26-30. 
 
WCED, (1987) Report of the World Commission on Environment and Development – 
“Our Common Future”, World Commission on Environment and Development. 
 
Weichselbaumer, G. (2006) “There is an indirect relation between innovation and the 
desire to move to low-cost countries”, Chemical weekly, June 6, 2006: 175-178. 
 
WHO (2004a) "Equitable access to essential medicines: a framework for collective 
action", WHO Policy Perspectives on Medicines, March 2004. 
 
WHO (2004b) “The World Medicines Situation”, The World Health Organization, 145 
pp. 
 
WHO (2006a) “Guidelines for the treatment of malaria”, The World Health Organization, 
Geneva: 240 pp. 
 
WHO (2006b) “Public health – innovation and intellectual property rights”, The World 
Health Organization – Commission on Intellectual Property Rights, Geneva: 204pp. 
 
WHO (2008) “Essential Medicines Biennal Report 2006-2007”, WHO Policy: 8 pp. 
 

                              - 301 - 



 

                              - 302 - 

Williams, K. (2007) “Pharmaceutical price regulation”, South African journal on human 
rights, 23(1): 1-33. 
 
Wise, J. (2006) “Access to AIDS medicines stumbles on trade rules”, Bulletin of the 
World Health Organization, 84(5): 342-344. 
 
Wogart, J.P., Calcagnotto, G., Hein, W. von Soest, C. (2008) “AIDS, Access to 
Medicines, and the Different Roles of the Brazilian and South African Governments in 
Global Health Governance”, GIGA Working Papers (German Institute of Global and 
Area Studies), No. 86, September 2008. 
 
World Health Organization (1988) Guidelines for developing national drug policies, 
Geneva: World Health organization. 
 
Yunker, J.A. (2004) “Could a Global Marshall Plan be Successful? An Investigation 
Using The WEEP Simulation Model”, World Development, 32(7): 1109-1137. 
 
Zara, J. (2006) “How Can States Provide Affordable Pharmaceuticals to the 
Underserved?”, Journal of Health Care for the Poor and Underserved, 17: 808-820. 


	cover_sheet_thesis
	University of Bradford eThesis

	Volume 1 (thesis text) NEW VERSION for FINAL SUBMISSION (V011010Fin)
	Table of Contents 
	             Volume 1
	Table 4-31: The top scoring (net hits) individual approaches according to the stakeholders



