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The Process of the Globalization of the Clinical Trials Market
000000000000 000O0ODOOO Boguslawa Drelich Skulska

O At the turn of the 215 century, we cannot but
be aware of the vivid ongoing processes of the glo-
balization and regionalization of economic and
political cooperation. The globalization of the
pharmaceutical market stems mainly from the
worldwide prevalence of diseases, the need for
their treatment and the need to develop new medi-
cations. On the other hand, the regionalization
manifests itself as a consequence of the local
prevalence of diseases and of cultural differences
in an approach to testing drugs on humans as well
as to scientifically advanced treatments, e.g. a
treatment with the use of genetics. However, the
analysis of the global pharmaceutical market—
more accurately one of its sectors, the clinical tri-
als market—indicates that the processes of the
globalization and regionalization mutually affect
each dynamic development.
[ The globalization process has been initiated by
the internationalization of clinical trials. The in-
ternationalization of clinical research takes place
in a very wide range, particularly in the follow-
ing areas:
0 ¢ conducting multicenter, multinational clini-
cal trials;
O - developing international legal and ethical
regulations; and
O « creating the international bodies dealing with
the design of clinical trials, their implemen-
tation and supervision.

O In the time of the global financial crisis after
2007, the priority for the pharmaceutical indus-
try in the area of clinical trials has become how
to optimize the process of conducting these trials.
This stems from the fact that companies’ budgets

allocated for the development of medicinal prod-
ucts are decreasing, and that the period of patent
protection grows shorter and shorter, which
makes cost- and time-savings in clinical trials par-
ticularly important.

0 The main regions where modern clinical trials
are conducted are the USA, Japan and Europe.
However, it should be emphasized that the mar-
ket for these trials is now quickly developing in
China, Russia, the Czech Republic, India and Ar-
gentina. Therefore, nowadays, practically every
large and significant clinical trial is conducted si-
multaneously in many countries around the
world. As a result, pharmaceutical companies can
now have access to a wider and more diverse popu-
lation, which makes the recruitment of patients
much less time-consuming, and increases the
chance to register their medicinal products before
the expiration of patent protection. Another ad-
vantage is that today only a smaller number of
patients are required for clinical trials because the
companies no longer need to repeat tests in dif-
ferent regions of the world, due to the mutual ac-
ceptance of the documentation produced in differ-
ent countries (so-called global dossier).

0 However, concerning this global dossier, one can
naturally raise questions about the comparabil-
ity of the data collected in each different trial, and
about the protection of the rights of the patients
who participate in it. This necessarily leads to the
second area of the internationalization process of
clinical trials, namely, the process of the interna-
tionalization of the standards and regulations,
including ethical ones, in accordance with which
clinical trials are conducted.
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[ One of the most important and positive aspects
of the globalization of clinical trials is that, thanks
to their global reach, more people in the poorest
countries and regions of the world can now have
access to new treatment methods. This factor is
often decisive for researchers and hospitals when
they need to decide whether they participate in
trials. In countries where the level of citizens’
prosperity is low and therapeutic possibilities are
remote, there are a far greater number of patients,
which makes their recruitment for clinical trials
much easier. At the same time, research teams
in these countries are able to gain access to mod-
ern treatment methods through participating in
clinical trials, which is for them an important and
inexpensive source of knowledge acquisition.

O Third, the process of the globalization of clini-
cal trials has promoted the emergence of the in-
ternational actors engaged in commissioned clini-
cal trials and providing outsourcing services. The
main players in this area are the commercial com-
panies performing services for pharmaceutical
and biotechnology companies, so-called contract
research organizations (CROs), which deal with
the preparation and organization of research into
drugs and medical equipment. The most difficult
part of their activity is the standardization of all
of their operations and reports, which should be
able to be applied in all the countries with differ-
ent levels of development in which tests are car-
ried out.

0 In the world market, the main role in clinical
trials is played by large international CROs, such
as Paraxel International, Quintiles, PPD, and
Icon. There are, however, smaller companies with
a more local nature, too, which provide high qual-
ity services at a relatively low cost (e.g. Brillante
or Kiecana in Poland). CRO companies play a spe-
cial role in the global development of clinical tri-
als because they have the operational ability to
conduct such trials in different countries, the

000000000000 SkulskaO OO

knowledge of national regulations, and ethical
standards as well as better educated staff. The
CROs’ ability to implement trials for medications
in newly involved countries depends on how large
financial outlays they have, through which a net-
work of the educated and trained staff to conduct
and supervise the trials is created. With such high
operational potential, CROs offer to pharmaceu-
tical companies effective supports in monitoring
their clinical trials.

[ The process of the globalization of the clinical
trials market has brought significant benefits for
both patients and researchers. In truth, however,
this globalization process has also encountered
various obstacles that have this process stay only
at a regional level. One of the main obstacles is
ethnic differences in the responses from patients
to certain types of therapy. The second obstacle
is the diseases only marginally present in devel-
oped nations and more prevalent in the Third
World. Yet another obstacle is the lack of compli-
ance with clinical standards in Least Developed
Countries. However, despite the fact that these
obstacles seem to be preventing the clinical trials
market from becoming more global, its dynamic
development and a progressive process of inter-
nationalization offer the hope that patients will
grow healthier and that the world’s pharmaceu-
tical market will become more competitive.

European Defence Industry at the Beginning of the 21st Century
000000000000 0000D00DOPrzemyslaw Skulski

O Internationalisation and globalisation are the
notions interpreted in diverse manners, referring
to different areas of human activity. This results in
the definitions of the two phenomena referring to
politics, culture, or economy. Regardless of the dif-
ferent manners of perceiving internationalisation
and globalisation, there is no doubt that these pro-

cesses are occurring with variable intensity in nu-
merous areas of global economy and the economies
of individual countries. The situation in interna-
tional arms industry is a good illustration of that.
In comparison to civil industries the pace and course
of its internationalisation are different. The
internationalisation of this industry proceeded sig-
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nificantly slower until a certain moment, which was
caused in particular by political factors. The end of
the Cold War became an impulse for thorough
changes on the armaments market, accelerating its
globalisation. Naturally, not all countries were able
to the same extent to take advantage of the situa-
tion which was created at the beginning of the 1990s,
and this state has been virtually maintained until
today.

0 The changes after the end of the Cold War have
led to the globalisation of the production of arma-
ments and trade in weapons. Those changes are
to the greatest extent exploited by American arms
groups. They are the most powerful and the best
prepared for operating on the global market. They
also benefit from the necessary support of the
American administration, which perfectly under-
stands the rules according to which the industry
operates.

O In the recent period a rapid emergence of col-
lective European research efforts and an inte-

00000 SkulskiODO OO

grated defense market is observed. However, the
capability of European defense industry is well
behind that in the United States. Only some great-
est Western European groups (such as EADS,
BAE Systems, and Finmeccanica) can compete
with the Americans on the global market. It seems
that Europe has not used its potential in this re-
spect because, it should be noted, European ar-
maments companies are more internationalised
than their American competitors, in particular
with respect to the advanced forms of interna-
tional cooperation, such as creating subsidiaries,
opening branches abroad or acquiring foreign en-
terprises.

0 The future of minor entities, both Western and
Central European ones, does not looks so optimis-

tic. Their chance lies in becoming involved in the
process of the creation of trans-European arma-
ments industry. When acting in isolation and in
an uncoordinated manner, they will lose a chance
even to carry out supplies for their own armies.
This is because the rule ‘big is beautiful’ is un-
conditionally true on the armaments market.

0 The situation in Polish arms industry at the be-
ginning of the 21% century is a good illustration
for Central European countries. Till the end of the
Cold War Polish defence industry was the most
powerful in the communist bloc. Poland was a
leading producer of military vehicles (e.g., tanks,
armoured transporters), aviation equipment (e.g.,
helicopters, transport and combat aircraft), ships
and light weapons. After 1989 four factors had a
negative impact on the long-term development of
Polish arms industry: the collapse of the Warsaw
Pact market, the advent of new market economy,
shrinking arms market throughout the world, the
lack of development strategy for the defence in-
dustry. As the result the beginning of the 1990s
was extremely difficult for that branch of Polish
industry. Companies that survived this period
tried to rebuild their position on both markets,
domestic and international. However, the lack of
marketing experiences and competitive power
caused them the difficulties to conduct this mis-
sion.

0 In 2007 the Polish government launched a new
program of restructuring and the consolidation of
its defence industry. Nowadays Polish defence
industry can be divided into two main groups:
Bumar Group and Industrial Development
Agency Group. The third element is created by
other Polish companies (private and state owned),
acting independently. The value of Polish arms
export can be estimated at about 300-400 million
USD per year. The main recipients of Polish mili-
tary products and services are the following coun-
tries: the USA, Canada, India, Malaysia, Algeria
and Denmark.

O With no doubt the future of Polish defence in-
dustry lies in working within the framework of
European arms industry. One of the problems it
faces today is how to find the most profitable po-
sition, however. Not the position of a subcontrac-
tor, but the position of a participant in European
arms programs.
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Athanasios V. Vasilakos, Yan Zhang, and Thrasyvoulos Spyropoulos

Delay Tolerant Networks: Protocols and Appplications (Boca Raton: CRC Press, 2012)
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