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IS TRIPS INNOVATIVE ENOUGH?  
HOW TO RECONCILE IP, INNOVATION AND HEALTH

Daniel Kraus*

1. Introduction

During his entire career, Professor Petersmann has always put the human being at 
the centre of his focus, be it in his numerous writings, but just as well as a highly 
appreciated employer and Ph.D. supervisor. Ernst-Ulrich Petersmann has not only 
been – and still is – a most productive author, but also a very creative and innova-
tive one. Those characteristics, we believe, justify the choice of a theme linking 
creativity, innovation and human rights.

Rightly so, the human being must be at the centre of any rule of law in confor-
mity with principles of justice, human rights and fundamental freedoms. This is 
particularly true in the field of international intellectual property law, and, more 
generally speaking, in the field of innovation.1 Innovation can put the human 
being under a tremendous amount of pressure, not only when it comes to produc-
ing the latest technologies, which too often take place without respecting basic 
human rights, but also when it comes to consuming them. Even if it is true that 
many of these technological innovations have increased in a significant manner 
our quality of life, consumers are submerged with invitations to consume more 
every day. This pressure leads to a vicious circle of production – consumption – 
elimination, which, even in a short-term perspective, is not sustainable.

But innovation is not available to all. This is particularly true in the field of 
health technologies, of utmost important for the human being. As an example of 
a field of technology where human rights and fundamental freedoms play a cen-
tral role par excellence, health innovation will be the focus of the present contribu-
tion. Innovation in health is confronted to important challenges, which will 
increase in the near future (2). After providing our definition of innovation (3), 
we shall analyse the existing legal framework (4) and end by drawing a general 
canvas in which solutions can be found.
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2. Current Challenges

The first challenge that must be addressed is the development of new medicines 
and pharmaceutical products. As formulated by some authors, “although invest-
ment in pharmaceutical R&D has increased substantially in recent decades, the 
lack of corresponding increase in the output of new drugs being approved indi-
cates that therapeutic innovation has become more challenging. This decline is 
associated with an increasing concentration of R&D investments in areas in which 
the risk of failure is high, corresponding to unmet therapeutic needs and unex-
ploited biological mechanisms”.2

Other challenges range from ever increasing costs of R&D, escalating problems 
of drug failures and adverse drug reactions. Meanwhile, many increasingly preva-
lent diseases, such as Alzheimer’s disease, diabetes, many cancers, and stroke, 
remain without adequate treatments. The major reason evoked for the rising cost 
of new drugs is the fact that more than 90% of them fail in clinical trials.3 
Companies need to recoup the cost of development not only for the drug that 
 succeeds, but also for all others that do not reach the stage of market approval.

Other scholars have observed that more breakthrough therapeutics will reach 
patients only if the industry ceases to pursue “safe” incremental innovation, reen-
gages in high-risk discovery research, and adopts collaborative innovation models 
that allow sharing of knowledge and costs among collaborators.4

Challenges that the health sector faces are numerous and represent a serious 
risk for the public. But beyond these issues, not only diseases encountered in 
industrialized countries and for which markets are available need to be addressed; 
health problems of the developing world also need to be so. Countries hosting 
research-based industry have an important role to play in that field, as they benefit 
from the know-how for the development of new, promising biomedical products. 
As such, they must take an active part in addressing the health problems of the 
developing world.

In order for those challenges to be taken up by researchers, whether publicly or 
privately funded, a predictable, legally secure system is necessary, which on the 
one hand stimulates quality innovation, whilst on the other addresses health 
issues that primarily affect developing countries, including access. Industri-
alized countries can contribute to take up those challenges on the one hand by 
 contributing to the maintenance and development of an efficient, balanced 



<UN><UN>

 how to reconcile ip, innovation and health 381

5 J.A. Schumpeter, Théorie de l’évolution économique, (Paris Dalloz [1911] 1999), p. 319.
6 G. Gaglio, Sociologie de l’innovation, (Presses universitaires de France, 2011), p. 100.

framework which stimulates innovation (including the IP and marketing approval 
legal systems); but on top of that, they need to actively participate and show flex-
ibility in finding solutions for the stimulation of R&D into diseases that (mainly) 
affect the developing world. The solution will lie in a system which does not affect 
the balance in the IP system, whilst improving it in order to stimulate innovation 
in and for developing countries.

3. What is Innovation and What Are Its Needs?

3.1. Innovation

Innovation goes well beyond the pure product innovation. In the words of 
Schumpeter, innovation also relates to the adoption of new processes, unreleased 
technologies, and the use of new raw materials as well as the opening of new mar-
kets.5 Innovation is not just about science and technology but also about art. It is 
not just a result but a process, a behaviour. It is not just about products with high 
but also those with a lower added value. Innovation is also an action – risky, but 
prone to a result. In the words of the French sociologist Gérald Gaglio, “innovation 
is not only associated with technology, business competitiveness and growth of 
gross domestic product”,6 rather, it is intrinsically linked to human beings. The 
focus must not be on technology, but on human beings.

Innovation is inherently interdisciplinary. It constitutes the daily bread, the 
motivation, even the essence to scientists, be they involved in fundamental or 
applied research, be it at university or in industry. It also closely concerns econo-
mists seeking to understand and improve innovation administration processes 
both from a macro and micro-economic perspective; political scientists assessing 
the utility and impact of public policies around innovation as well as anthropolo-
gists, ethnologists and psychologists studying and developing “creative methods 
to stimulate new ideas.” Any legal framework that is developed must take those 
characteristics in consideration, in order not to slow down innovation.

3.2. Innovation’s Needs

So what is the role of law as regards innovation? Should one totally exclude the law 
from regulating innovation, so that this total freedom may bring forth the greatest 
of creations and innovations? If only it were that simple. Innovation is expensive, 
risky, and the industry does not venture on such an undertaking without a safety 
net. This safety net is woven by the general framework in which a State develops 
itself economically as well as socially. The rule of law is called upon to create, 
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maintain and ensure this general framework – a space of freedom and creativity 
surrounded by a fence of legal certainty.

Beyond the general framework relating to education, to taxation, or to migra-
tion, the law must also establish a framework which provides the impetus for cre-
ativity and which stimulates innovation. To do this, the law must establish 
minimum standards in which the human being can flourish. This is where a fun-
damental aspect of the law of innovation, the intellectual property law and par-
ticularly patent law, comes into play. By giving the holder an exclusivity on his 
invention – some would (more often than not wrongly) call it a monopoly – the 
possibility of obtaining a patent will encourage the entrepreneur to engage into 
innovation, especially because he will feel protected against counterfeiting and 
see a chance to obtain capital investment.

However, it is well known that too many patents can also block innovation.7 
Access also needs to be given to competing researchers. The system must ensure 
that innovation is accessible to those who want to contribute to technological 
development, within the broader aim of increasing social welfare. The law must 
strike a balance between the instruments that drive innovation and those that 
provide access to it. Although innovative when it was adopted, the balance of 
rights, exemptions and exceptions emerging from the TRIPS agreement may still 
be fine-tuned.

4. The Existing Legal Framework : TRIPS and Health

Health has been at the centre of a constitutional and human rights approach for 
more than 60 years now, starting with the inclusion of the attainment by all peo-
ples of the highest possible level of health as the – one and only – objective of the 
World Health Organization in its Constitution.8 The respect of the right to a 
healthy standard of living was then also proclaimed by the Universal Declaration 
of Human Rights of 1948.9 The right to the enjoyment of the highest attainable 
standard of health was again recognized as a human right in the 1966 International 
Covenant on Economic, Social and Cultural Rights (the Covenant), according to 
which States Parties to the Covenant must recognize that right to each and every 
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person.10 At the same time, the Covenant acknowledges the right of everyone to 
enjoy the benefits of scientific progress and its applications as well as to benefit 
from the protection of the moral and material interests resulting from any scien-
tific, literary or artistic production of which he is the author.11 How can these 
rights be reconciled? Although some authors discussed for a long time which of 
these rights has priority on the other, it has also been said that human health 
rights and human economic rights ought to be considered as mutually 
supportive.12

The international community has tried to deal with the relationship between 
innovation and health for the last 20 years, starting with the inclusion of two spe-
cific provisions in the World Trade Organization (WTO) Agreement on Trade 
Related Aspects of Intellectual Property Rights (TRIPS) in 1995, which, although 
they could have been used at least as a means of interpretation of other provisions 
of the TRIPS agreement13 have, in our view, been underutilized until now: whereas 
article 7 TRIPS foresees that the protection and enforcement of intellectual prop-
erty rights should contribute to the promotion of technological innovation and to 
the transfer and dissemination of technology, to the mutual advantage of produc-
ers and users of technological knowledge and in a manner conducive to social and 
economic welfare, and to a balance of rights and obligations, article 8 TRIPS in 
particular allows WTO Member States to adopt measures necessary to protect 
public health and to promote the public interest in sectors of vital importance to 
their socio-economic and technological development whilst formulating or 
amending their laws and regulations, provided that such measures are consistent 
with the TRIPS provisions (paragraph 1). The text of the TRIPS Agreement also 
recognizes that appropriate measures, provided that they are consistent with the 
provisions of said Agreement, may be needed to prevent the abuse of intellectual 
property rights by right holders or the resort to practices which unreasonably 
restrain trade or adversely affect the international transfer of technology.

These objectives and principles are realized up to a certain point in the excep-
tions provided for by article 30 TRIPS. Alongside with the non-discriminatory 
 conditions of patentability (art. 27.1 and 28 TRIPS) and exemptions to patent 
 protection which are open to Member States (art. 27.2 and 27.3 b TRIPS), the gen-
eral idea of foreseeing exceptions included in article 30 TRIPS provides for the 
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 necessary balance between principles and exceptions, rights and obligations, and 
the interests of intellectual property right holders and of users.

But, in order to address the challenges awaiting the field of health, more fine-
tuning is requested: the quality of granted patents needs to be increased; access to 
information needs to be improved; and research into neglected diseases of the 
developing world needs to be better addressed.

4.1. Improvement of the Quality of Patents Granted

In theory, the improvement of the quality of patents granted could be achieved by 
a more thorough examination of applications as regards novelty and inventive 
step.14 Although these conditions are already examined in some of the main patent 
offices of the world – in particular the United States Patent and Trademark office 
(USPTO), the European Patent Office (EPO) and the Japan Patent Office (JPO), 
they are not in other countries.15 Such a thorough examination would however 
require too many resources, be they financial or human, which neither industrial-
ized nor developing country applicants would be ready to, nor could, support.

But the quality of patents granted can be improved by a better delimitation 
between mere discoveries and inventions. Such delimitation has been established 
in the European Union (EU) or in Switzerland. In the EU Directive 98/44/EC of the 
European Parliament and of the Council of 6 July 1998 on the legal protection of 
biotechnological inventions, the difference between discoveries and inventions is 
clearly established.16 That is also the case in Switzerland, where, in particular, a 
naturally occurring sequence or partial sequence of a gene is not patentable as 
such. Only sequences that are derived from a naturally occurring sequence or par-
tial sequence of a gene may be patented as an invention, if they are produced by  
a technical process, their function is specifically indicated, and the further condi-
tions of patentability are fulfilled.17 Such a clear distinction could not been seen  
in the United States until recently, where the principles of the “Chakrabarty doc-
trine”18 has been prevailing for over 30 years, including in the field of gene patent-
ing, the argument being that the mere intervention of man is sufficient to consider 
that one is not dealing with a mere – not patentable – discovery but with an inven-
tion. This has however recently changed with the Myriad case which recently 
reached the Supreme Court of the United States.19
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In the court of first instance, the New York district court recognized that prod-
uct and process patents on the human BRCA genes that were held by Myriad 
Genetics were not valid because these genes existed in nature and represented 
nothing more than a mere discovery. On appeal, the U.S. Court of Appeals for the 
Federal Circuit partly reversed this decision regarding the product patent, but not 
on the process of comparing the analyses of the genes. The case has reached the 
United States Supreme Court, which has sent it back to the U.S. Court of Appeals 
for the Federal Circuit for a new decision.20 The issue of the case is not yet certain, 
but a wind (or at least a little breeze) of change might be blowing in the direction 
of what seems to be a will to limit the extent of patentability of biotechnological 
inventions on the territory of the United States. This is also the direction in which 
Mayo Collaborative Services v. Prometheus Laboratories is going in relation with 
combination of natural processes,21 or Bilski in the field of business methods.22

Although the decisions have been taken by American courts, it is to be  
expected that they will influence patent offices and judges in other industrialized  
countries – in particular in Europe – and are certainly well accepted in developing 
countries. An increase in the quality of patents granted in the field of health is 
certainly be welcome as it provides for more legal security at the international 
level, leaves room for more competition, whilst not limiting in an unfair manner 
of the patent role as stimulator of innovation.

4.2. Improvement of Access to Information

An increase in the quality of patents granted and of legal security is also in favour 
of research, as much as ever necessary in the field of health, as the patent thicket 
has been recognized to have a negative effect on the research and development.23 
In parallel, access to information also needs to be improved, notably by a more 
generally adopted research exemption. It is usually accepted by authors that the 
research exemption is based on the general exception of article 30 TRIPS.24 
However, the TRIPS agreement does not expressly foresee it, and the exception 
has not clearly arisen from the WTO dispute settlement.25 A clear legal formula-
tion has been elaborated in the recently modified Swiss patent law, which  provides 
for a limited research exemption for research on patented inventions and a legal 
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(compulsory) license for research tools.26 Such an exception has proved to provide 
a good balance between the interests of researchers, patent holders and of the 
general public. The research exemption provides a good instrument that helps 
patent serve their primary goal, which is to stimulate innovation rather than block 
competitors. In that spirit, a clear and general acceptation of that exception at the 
international level would be more than welcome.

4.3. Encouragement of R&D into Neglected Diseases

Neglected diseases account for more than 530.000 deaths annually.27 Although 
low cost and easy to use treatments do exist and are embedded in national and 
international control programs against some diseases prevailing in developing 
countries, other diseases lack safe, affordable, and modern effective health tools.28 
The needs of developing countries for new products, including medicines, vac-
cines and diagnostics has already been recognized in 2003 with the establishment 
of the WHO Commission on Intellectual Property Rights, Innovation and Public 
Health (CIPIH). That Commission and the Consultative Expert Working Group on 
Research and Development that was set up in order to deepen the analysis of pro-
posals that had been made by the Expert Working Group on innovative sources of 
financing has concluded that the market failure which intellectual property rights 
try to correct in developing countries is compounded by a lack of reliable demand 
for the products generated by research and development. The Consultative Expert 
Working group concludes that there is an economic case for public action, which 
also amounts to a human rights matter.29

5. Possible Solutions

Innovation is a process moved by creativity which, by definition, requires a level  
of regulation which is as low as possible in order for creativity not to be ham-
pered,  and just as high as necessary to prevent parasitism. For this reason,  
minimum standards as established by the TRIPS agreement30 seem to provide a 
sufficient framework, be it regarding rights, obligations, exemptions or exceptions. 
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Nevertheless, increasing the quality of patents granted, increasing the flow of 
information in particular through a more general acceptation of the research 
exemption will foster innovation in the health sector and contribute to the recon-
ciliation of intellectual property, innovation and health.

R&D into neglected diseases therefore requires solutions outside the intellec-
tual property system, in particular through further financing as well as better coor-
dination, priority setting, coherence and efficiency.31 One keyword here may be 
delinking the price of medicines with the cost of research and development, allow-
ing at the same time a better access to products that have been developed. If taxa-
tion can be considered as one possible instrument here, further instruments must 
also be examined, such as (pre-) competitive research and development plat-
forms, equitable licensing and necessary coordination within existing structures 
and frameworks and building on existing institutional structures will be necessary 
in order to avoid unnecessary duplications.32

6. Conclusion

The TRIPS agreement has been considered as a modern instrument in order to 
attract and protect investments in innovative products and processes. In some 
cases however, and in particular where no market is available for innovative prod-
ucts or processes, it has been recognized that the intellectual property system, 
including TRIPS, has failed to provide the necessary stimulation for innovation. In 
those cases, another system, completing but not replacing the IP system, and not 
hampering innovation, needs to be elaborated. That is in particular the case with 
neglected diseases.

Now that preliminary steps for a possible future research and development 
treaty have been taken at the World Health Organization,33 it is important to focus 
again on the human being rather than to get dispersed in hidden agendas. 
Negotiating parties will have to concentrate on the best possible instruments 
favouring creativity and innovation. Intellectual property is certainly one of those 
instruments, in particular if a fine balance is ensured between the rights of 
researchers as patent holders or patent users. For the rest, negotiators will have to 
concentrate on instruments outside the intellectual property system which will 
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ensure financing and coordination of research in health issues, without  destroying 
the fine tuning that has been elaborated over decades in the patent system. The 
negotiating process is still at its beginning and there seems to be a general agree-
ment in that direction. Let us hope it remains along the long and windy road  
to come.
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