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INTRODUCTION

When a company is introducing a new product, which involves an innovative
way of tackling with anissue, the company has exclusive rights for this invention.
Hence, any invention that involves an inventive step and is capable of industrial
application can be patented. However, a discovery, a scientific theory or
mathematical method, an aesthetic creation, literary, dramatic or artistic work,
a method for performing a mental act, playing a game or doing business and the
presentation of information or a computer program, are not patentable. The
patent system applies to the pharmaceutical industry as well. The drug market
involves inventing, manufacturing, selling and making drug, and can be
characterized by high levels of inequality. More specifically, as a result of high
prices, not all people have access to the necessary medication and this leads to
inequality in the provision of drugs. We reach the conclusion that this form of
inequality has severe costs like the augmentation of deaths in the developing
countries and the re-appearance of certain diseases that did not exist before.
This can also, indirectly, affect the countries that claim that they are not
concerned by the re-appearance of some diseases or by the numerous deaths.
Allin all inequality in the provision of drugs can create a vicious circle which we

are called to deal with.

In light of rising inability to afford medications in many developing countries,
in recent reports the UN has called “major changes to the way in which research
and development (R&D) of life-saving medicines is funded in order to make them

more affordable for patients around the world and fight neglected diseases”.
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More specifically, the report has argued that “the link between high R&D and
high drug prices must be broken” and that “governments should commit to a
legally binding convention to coordinate and fund research and development.”
The United Nations’ panel also suggested that countries should alter their laws
and drug-maker should disclose some costs with the aim of making the life-

saving medicines affordable.

DEFINITION OF KEY TERMS

Patent

A patent for an invention is granted by the government to the inventor,
giving the inventor the right to stop others, for a limited period, from making,
using or selling the invention without their permission.!
Pharmaceutical Patent

A medical patent is a legal protection against market competition that a
government grants to the inventor of a unique medical item or process.?
Development

Development is the gradual growth and prosperity of something such as
a business, an organization or an industry.
Research

Researchis the procedure of searching about something and involves

studying something and trying to discover facts about it.
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Research and Development

It is a term used in order to express the work a business does towards

innovation, amelioration of current products and methods.

Incentive

It is the fact, the statement, the situation or the person that motivates

and encourages someone to try harder, invest in something or do something new.

Intellectual Property

When referring to intellectual property we mean the creative invention
or the work that involves innovation. The intellectual property can be protected

through patents, copyright or trademark.

Monopoly

When a firm is the only one selling a product, this means that the firm has
is a monopoly and the costumers can access this specific product only through
the company, the business owner, the enterprise or the individual that is having

the monopoly.

BACKGROUND INFORMATION

Pharmaceutical Patents

The pharmaceutical market is a market functioning under its own rules and
conditions. In the pharmaceutical market, research and development is a key
process, which enables companies to produce and benefit from products, and
most importantly to gain competitiveness.The market is characterized by strong
use of patents, and thus the granting of temporary monopolies to innovators;
thereby protecting and promoting innovation. But when it comes to
pharmaceuticals, patents can complicate the timely provision of a drug in an
affordable price, and lack there of can di-incentivize companies from even

producing the drug to begin with.




CGS

One of the basic characteristics of the pharmaceutical industry is the
pharmaceutical patents. When a company introduces a new drug for the
treatment of an illness, this drug can be manufactured and sold just by this
company for a specific amount of time, which varies according to the drug and
the country it has been manufactured at and will be sold in. This means that the
drug is under patent protection and as result no other company is allowed to
produce it or make profit from it. The patent system is a system, which mainly
focuses on the protection of the interests of the company that has invented a
new drug and indirectly it is a way of encouraging the pharmaceutical companies
to do further research and come up with new drugs. This is due to the fact that
R&D requires heavy investment, which can’t be justified without the presence of
a patent to ensure future profits. However, during the time that the drug is under
patent protection, the company that holds the patent is given a monopoly and it
is allowed to charge the drug at a price higher than market price. Subsequently,
due to the high charges, many patients cannot afford the drugs and this leads to

inequality in the provision of drugs.

As soon as the patent has expired, any other company has the right to
produce the drug and sell it at the market. The drug is now called the generic
drug and according to the legislation of each country, it can be similar or
identical to the branded drug. More specifically, taking into consideration the
guidelines in most countries, including those from the United States Food and
Drug Administration, the generic drug must be identical to the branded drug as
far as efficacy, safety, usage, route of drug administration, pharmacokinetics
and pharmacodynamics are concerned. Once the generic drug is on the market,
the monopoly of the patent holder is removed. 3 The high competition among the

companies that offer the drug in different prices, resultsin a drop in drug costs.
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The drop in the prices leads to life-saving, as well as to the provision of drugs to
the general population at reasonable prices.

It is essential to mention, that although the company is supposedly
holding a patent for about 20 years, due to the long time that the approval of the
drug takes, the company is actually enjoying the benefits and profits of the
monopoly for a much shorter time .To be more specific, according to the picture
below, a company in the United States Of America that applies for a patent
protection in 2004, will be selling the drug in the market in 2017. This means,
that the company will be having a monopoly for about 7 years, due to the long
time of clinical testing. This is important, as it illustrates the hidden costs behind
R&D in a pharmaceutical industry. Such costs can be extremely high, so that

firms without patent protection are likely not to invest in the process.

Date Action Effective Patent Years of Lost
Life Cycle Patent Protection
2004 Company ABC files a patent application during 20 years 0
preclinical research, starting the 20-year patent
clock.
20086 Company ABC is ready to begin clinical testing 18 years 2
and files an IND, starting the FDA approval
process.
2007 The USPTO issues Company ABC's patent 17 years 3
2016 After 10 years of clinical testing, Company ABC 8 years 12
files an NDA.
2017 The FDA approves the NDA and Company ABC 7 years 13
can start selling the drug.

It is still possible, though, for the company holding the initial patent to
reapply for the patent by forming a new version of the medicine that is different
in comparison to the branded drug. Additionally, the patent could be renewed if
the drug regulators detect faults in the original drug and remove it from the
market. Thus, after the patent expires the company can follow the following
strategies:

U Continue the process of production of the drug

c:

Stop producing it

U Create anew drug that will replace the old one on the market

c:

Licensing it to competing generic houses
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U Considering prescriptionto over-the-counter strategies*

U Apply for a new patent on the manufacturing process

Advantages of Pharmaceutical Patents

If pharmaceutical patents did not exist, the companies would have no
reason to spend a big part of their budget in inventing a new drug, since right
after, it would be copied and manufactured by other companies, which would be
taking advantage of it. This means that without the protection offered by the
patent system, there would be no interest, firstly for the inventor to spend their
time, effort or money to the formulation of an invention, since others could so
easily replicate it, and secondly an absence of patenting would make inventors
protect their ideas through secrecy and non-disclosure.

In addition to the above, economists claim that pharmaceutical patents,
positively affect the market and the economy, because they implicitly lead to
innovation and research.The reasonfor this is that companies invest in research
and development since the development of technological advancement can
offer a significant profit to them. Patenting makes this process very profitable,
since it ensures that others do not replicate the product with the aim of gaining
a share of the potential profits. As aresult, companies tend to spend their money
in research and development and this investment leads to technological
advancement. It is evident, though, that this procedure would certainly not occur
if protections were not provided by the pharmaceutical patents.

Although it is normally not encouraged at all by the process of
competition, it has been noted that monopolies, caused by the patenting
process, preclude most forms of competition. As a result, most companies,
wanting to take advantage of the monopoly a patented drug can offer, want to
invest in research and development in order to ensure a significant and

relatively long profit.
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Moreover, due to the patent system adopted in the pharmaceutical
market, many companies invest in research and development and this resultsin
more jobs being available. At some companies, securing patents can lead to
promotions, bonuses, and higher salaries, as well as bragging rights. The wide
availability of jobs results, at the same time, in the reduction of unemployment,
which undoubtedly is one of the most serious problems that our society is facing.
The fact that more jobs are open, as well as the eradication of unemployment,
leads to the fruitful functioning of the economy as a whole.

Al in all, the application of the patent system in the pharmaceutical
market has led to several innovations, further research and technological

development.

Disadvantages of Pharmaceutical Patents

The fact that the governments all around the world are allowing this
artificial economy, which the patent system provokes since there is no
competition between the pharmaceutical companies, leads to huge issues
regarding inequality in the provision of drugs. To be more specific, the company
that holds the patent for a drug is the only one allowed to sell it, resulting in
extremely high prices. It is essential to mention that almost ten million people
die each year because they cannot afford the necessary medicine for the
treatment of their disease. Furthermore, three billion people all around the
world are being at risk from diseases that lack market incentives for drug
development.

Pharmaceutical patents and exclusivity, reduce access to lifesaving
drugs, and can allow technologies developed with public funding to be
purchased and monetized by private entities in developed nations.
Furthermore, between one fourth and one third of new drugs originate on public

university campuses, but are then bought out by the industry to be monetized.
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