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Abstract

Objectives: The articles analysis the role of convergence and harmonization of pharmaceutical regulation, as a basic
component, ensuring pharmaceutical security and guarantying the realization of the right to health. Method: To achieve
the main aim of the study national laws and documents of international organizations have been analyzed to identify main
steps of human security concept formation and the role of access to healthcare in its realization. According to existing socio-
economic trends, main threats and challenges of pharmaceutical sector were identified showing the role of harmonization
and convergence processes in its protection and realization of the right to health. Findings: An analysis of the processes
taking place in different regions of the world, demonstrated the positive impact of regional integration to improve the
health management system and the formation of common rules, regulating the drug market. Integration processes take into
account regional specificities, providing point impact on the existing threats and challenges in the pharmaceutical sector,
which allows neutralize differences in the capabilities of States to ensure the quality control of medicinal products within
the same region. Focus on the convergence and harmonization of the legal framework will improve the drug regulatory
system on a global level and ensure the quality of products used by patients, it is necessary to strengthen and provide
numerous benefits for both regulators and the pharmaceutical industry and have a positive impact on the protection of
public health. Improvements: The study result identifies main areas of harmonization and convergence of pharmaceutical
regulations, which can be applied during regulation formation of any regional integrative organizations.

Keywords: Harmonization, Pharmaceutical Security, Regulation, Right to Health

1. Introduction

Individual security, or, according to the definition of the
former Canadian Minister of Foreign affairs, “personal
security” is the core element of an effective international
security system, based on the liberal democratic ideals.
Respect and protection of fundamental freedoms are the
basis of all the other forms of security.:

Security, as the basic value and human right for the
first time began to be considered as part of the Western
world in the revolutionary period of its history. The Bill
of Rights of 1689, adopted in England, in the American
Declaration of Independence of 1776 and the French
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Declaration of the Rights of Man and of the Citizen of
1789, directly or indirectly, indicated security as a natural
human right, along with freedom, property, and resis-
tance to oppression.

The first concept of human security has been formu-
lated with the creation of the International Committee
of the Red Cross and subsequently developed in the UN
Universal Declaration of Human Rights.

A significant contribution to the formation of the
human security and right to health concepts made the
“four freedoms”, was created by US President Franklin.
D. Roosevelt in his address to the US Congress.? In his
speech, the president spoke about “freedom of speech,
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freedom of worship, freedom of want and freedom from
fear”. According to the concept proposed by Roosevelt,
the protection of human rights, including social and eco-
nomic rights is fundamental to the maintenance of global
peace and security. Further, President John F. Kennedy
raised the question of expanding the existing concept
of security in his address to the United Nations General
Assembly in 1961.2

The question of the human security concept forma-
tion was also raised in the Palme Commission Report on
Disarmament and Security 1982, Commission on Global
Development Report (1983), World Commission on
Environment and Development Report (1988) and the
Commission on Global Governance Report (1995).46

Formation of modern “human security” concept
began in the early 1990s. Going beyond military issues,
the UN began to focus on the prevention of non-military
processes, directly threatening the lives of people around
the world. For the first time in 1992, the UN Secretary-
General Boutros Boutros-Ghali in the report “Agenda for
Peace” has put forward the idea of non-military threats to
global security.”

However, the main provisions of the modern concept
of human security were presented in the report “New
human security dimension’, prepared by the UNDP in
19942 Protection of human health has been identified
as one of seven areas under the threat. According to the
UNDP’s position, health security has been defined as pro-
tection from diseases, opportunity to live in a safe and
healthy environment, availability of effective medical care.

In 2001 the UN Commission on Human Security,
established to incorporate effectively human security
issues in the activities of the UN system organizations, in
the report “Human Security Now” (2003) defined human
security as an important part of the state security. Among
10 recommendations formulated in the report, equal
access to basic health care has been identified as one of the
priorities.” The WHO Commission on Macroeconomics
and Health in its report also pointed out that a healthy
population is the basis for economic growth and social
development of the state and security in the world.'®

New vision of collective responsibility and analyzes of
the main threats to international peace and security have
presented in the report “A more secure world: our shared
responsibility ‘by a Working Group on Threats, Challenges
and Change to make proposals to strengthen interna-
tional security.t Among the new threats to humankind
were defined nuclear terrorism, transnational organized
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crime, communicable diseases, and environmental deg-
radation. These threats can be revived from the context
of pharmaceutical regulation, as access to medicines
is the key component of combating infectious diseases,
and transnational crime nowadays is directly linked with
counterfeiting of medicines.

Availability of essential medicines as one of the basic
elements of the human right to health was underlined
by Committee on Economic, Social and Cultural Rights
(CESCR), in the General comment Nol4, which formu-
lated four interrelated elements: availability, accessibility,
acceptability and quality (AAAQs). Each of the men-
tioned elements is considered as interrelated component
of pharmaceutical security.

In 2005, the UN General Assembly in the final docu-
ment of 60th session stressed that all people, including
vulnerable groups, are entitled to freedom from fear and
want, with an equal opportunity to enjoy all their rights
and fully develop their human potential. The General
Assembly pledged to formulate further the concept of
“human security”?

The problem of access to medicines is central to the
three Millennium Development Goals (MDG) estab-
lished by the United Nations: combat HIV / AIDS,
malaria and other diseases; improve maternal health and
reducing child mortality, as well as directly mentioned in
one of the objectives of Goal 8: to ensure access to essen-
tial medicines in developing countries.

Sustainable Development Goals succeed the MDGs
and will guide global development over the 15 years to
2030. Universal health coverage, including financial risk
protection, access to quality essential health-care ser-
vices and access to safe, effective, quality and affordable
essential medicines and vaccines for all is identified by
WHO report “Health in the 2030 Agenda for Sustainable
Development” as a basic target for reaching goal Ne3
“Ensure healthy lives and promote well-being for all at all
ages’.

2. Access to Health Care - Basic
Component of National Security
Concepts

In the context of globalization of the international politi-
cal and economic relations, formation of new threats

and challenges to international peace and security, major
changes have touched the concept of “national security”

Indian Journal of Science and Technology



Aslan Khuseinovich Abashidze, Vladislav Sergeevich Malichenko and Svetlana Borisovna Malichenko

These trends shifted a focus from the issues of maintain-
ing military might to the need of regulating those spheres
that can turn into new non-military threats, especially
to health and welfare of the population.’ National secu-
rity strategies, based solely on the provision of military
defense to the country, are insolvent in the face of new
non-military threats of the XXI century.

By the end of XX century traditional approach to
the definition of health security considered infectious
diseases and biological weapons as the only threats to
security."*> However, the new millennium demonstrated
a fundamentally new demographic situation, character-
ized by an increase in the proportion of elderly people in
the total population of the world and the rise of chronic
non-communicable diseases. According to the WHO
estimation the number of elderly people number will
increase to 1 billion in less than 10 years, and by 2050 it
will increase by 2.5 times and reach billion (22% of world
population).’®

According to the existing threats and security chal-
lenges, the leading countries have developed their
national security strategies, which formulate strategic
goals for the health of the nation and the development of
health care, including security control, quality and effi-
cacy of medicines as mandatory provisions of national
security. In 2010, the UK has prepared National Security
Strategy “Strong Britain in an age of uncertainty”’*’In the
preamble of the document, Prime Minister D. Cameron
pointed out that state’s ability to confront new threats is
directly linked with economic security and ability to over-
come the budget deficit. Rapid development of industrial
technologies has affected the efficiency and legitimacy of
the ethical use of new technologies for the production
of medicines. World population situation and its impact
on the economic welfare of the state are reflected in the
document.

Huge impact on global health issues and the develop-
ment of modern approaches to public health safety issue
were described in “Global health strategy for 2008-2013,
adopted by the UK government. The document identi-
fied five components, which have to be implemented at
the national level to address current global health threats:
strengthening of global security in the health sector;
ensuring safe, fair system of access to health services,
including essential drugs; improving the efficiency of the
activities of international organizations; strengthening
health fair trade system.
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The value of the health sector emphasized in the
national security strategy of the USA: “Although we
have reached considerable heights in ensuring military
security, we faced serious consequences of insufficient
attention to education, energy, health, science, which are
the basis for the well-being and security of the state’®
Health security is considered as a basis for economic
growth and the country’s competitiveness in the global
economic market. In order to counter existing threats in
the US Department of Health has developed a “Global
health strategy”, in which among the priorities are estab-
lished: the development of international research activity,
strengthening of security systems of production and sup-
ply of medicines and medical products, the improvement
of international standards through the development of
international cooperation.”

The need to change the existing architecture of inter-
national security and legal mechanisms to ensure it is
emphasized in “National Security Strategy of Russian
Federation until 20207signed by the President in 2009.2
According to the Strategy, national security should be
ensured by the development of the strategic national pri-
orities: health care, science, education, the environment,
national defense and state public safety. A separate sec-
tion of the document is devoted to safety in the health
sector. The document identifies the following objectives
to ensure state security: quality control, efficiency, and
safety of drugs. Guaranteed supply of the population with
high quality and affordable medicines is also mentioned
in the context of improving the quality of life. One of the
key provisions of the updated national security strategy is
the most effective use of internal resources of the country.
In particular, it emphasizes the need to create conditions
for the development of the pharmaceutical industry to
overcome its raw material and technological dependence
on foreign suppliers, as well as the availability of high
quality, effective and safe medicines. The role of medi-
cines in national security in particular is highlighted in
the list of the Presidential orders on additional measures
for the development of the pharmaceutical industry of
the Russian Federation, adopted in February 2016. In
particular, the Russian Government was requested to
submit proposals on the nomenclature of drugs, produc-
tion of which has to carry the full technological cycle in
the Russian Federation. These provisions have been con-
firmed in a new version of Security Strategy signed by
President in December 2015.2
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3. Threats and Challenges in the
Pharmaceutical Sector

In any society, an effective health system is an important
element of the state functioning, along with the demo-
cratic political system and a fair justice system. However,
in many countries, ineffective health sector regulation, in
particular in the pharmaceutical area, result in extensive
human rights violations.

Many aspects of globalization had a significant impact
on the scope of pharmaceutical regulation worldwide.
Socio-demographic processes, increased economic insta-
bility, epidemiological transitions and disproportionate
access to health care have led to increased demand for
health services, including safe and effective medicines and
an increase in the cost of health care and social security.?

Every year the number of funds spent on health care in
the world, increases at an average of 3-5 %, outpacing the
total growth of the world economy. This leads to the fact
that regardless of the economic wealth of the state health
sector begins to feel the shortage of funds. Drug expen-
ditures are the dominant part of total healthcare system
costs. Providing access to drugs and their rational use
have a direct impact on reducing the economic burden
of many diseases, as well as helping to reduce the over-
all cost of medical care. The development level of drug
supply system depends on the efficiency of the national
health system, which, in turn, has a significant impact on
the level of socio-demographic indicators, the incidence
of people in different age and social groups, including the
working population, as well as the military forces.?*

Pharmaceutical sector is a complex system, structural
components of which are in constant interaction with the
various spheres of human activity. In the pharmaceuti-
cal industry, there is a number of systemic problems on
the international, regional and national levels, which evi-
dence of a serious threat to human security.

Firstly, it is the imbalance between world consump-
tion and world production. The global structure of drug
consumption is extremely disproportionate. According to
WHO, 15% of the population accounts for 90% of total
drug consumption. The cost of medicines in countries
with high levels of economic development is $ 400, which
is 100 times higher than the average cost of developing
countries. However, access to the drug is an important
social security system component. Today, approximately
75% of the world population (5.1 billion) does not have a
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full-fledged social protection, and 40% do not even have
basic protection.

Secondly, a high rate of countries depends on import
of medicines, which limit the provision of essential
drugs and limit the control of counterfeit, substandard
products. Currently active substances, intermediate sub-
stances and shaping components for drug production can
be produced in different regions of the world. Imports
of pharmaceutical products in the United States exceeds
production. In 2011 24 m In. products delivered in the
USA under the control of FDA were out of the 228 for-
eign jurisdictions. China and India are the most attractive
regions for pharmaceutical manufacturers. The produc-
tion cost of active pharmaceutical ingredients in India is
15-40% less than in the US. Currently half of all active
pharmaceutical ingredients are produced in India and
a significant portion of generic drugs comes from the
rapidly developing markets. The high requirements at
each stage of the pharmaceutical production, requires
significant investments in material and technical base in
particular from generic manufacturers, which lead to the
abandonment of production and as a result to a shortage
of certain categories of medicinal products on the market.
A trend exacerbated by the rapidly increasing demand for
drugs for the treatment of non-communicable diseases,
due to the current demographic situation and changes in
the structure of morbidity.>

Over the past few years, the deficit of drugs in low
as well as in high-developed countries became a seri-
ous concern. Shortages of essential medicines are being
documented in most parts of the world with increasing
frequency. Drug shortages are caused by many factors
such as low production capacity, the lack of interest of
pharmaceutical companies in the production of cheap
generic drugs and etc. Many shortages have been linked
to products that are older, off-patent or difficult to for-
mulate and that have a tightly-defined shelf life and few
manufacturers (or a sole manufacturer).2 The deficit more
influences countries with a low-level of pharmaceutical
consumption because they are perceived by pharmaceuti-
cal companies as a less interesting for the marketing of
such products on a commercial basis.”

Special attention has to be paid to the problem of
ensuring the reliability of the results of clinical tri-
als and transparency of regulatory agencies. In 2014,
the total investments in the development of new drugs
amounted to $ 141.6 billion.?® Currently, the cost of devel-
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oping a drug exceeds $ 1.38 billion S compared to $ 138
million in 19752 According to other sources, the total
cost of registration of drugs ranges from $ 2.3 to § 4.9
billion.*® The inability to predict the possible result is the
main cause of a significant investment, only a small pro-
portion of the molecules will fall on the pharmaceutical
market, and the unit can only recoup the investment.** In
1998-2014 among all the drugs that are in clinical studies,
only 12% have been registered.

Research activity becomes interregional. About a
quarter of all clinical trials are conducted simultaneously
in the EU and in third world countries, and about 60%
of patients participating in clinical trials of medicinal
products in the EU are non-EU citizens.?> While Europe
and North America are leaders in the number of ongoing
clinical trials, a reasonable increase expected in develop-
ing regions of the world.** The shift of clinical research
in developing countries raises many concerns regarding
the protection of data integrity, ensuring compliance with
ethical standards identical, threat posed by the double
standards, confidence in the local regulatory authorities.

Pharmaceutical sector is vulnerable to corruption
activity. Corruption and unethical practices contributes
to the spread of counterfeit, substandard and ineffective
medicines; leads to a direct increase in budgetary spend-
ing on health, erodes public confidence and reduces
investment in research and development by the private
sector. Currently there is no full credible evidence of the
real extent of counterfeiting in the pharmaceutical mar-
ket, due to the absence of full-fledged research and the
extreme complexity of the process of drug circulation.
According to the World Economic Forum, the total mar-
ket volume of counterfeit medicines is 200 billion.**

Despite numerous reports of detection of low-quality
and counterfeit drugs, such information is not sys-
tematized at the international level. Research can only
provide a limited picture of the situation at a given time.
Counterfeiters apply extremely sophisticated techniques
to fake products and to exclude the possibility of its
detection. Techniques and methods of falsification are
constantly being improved, so the results of research car-
ried out in this area are constantly out-dated.* Producers
of counterfeit drugs use the “weak points” in the supply
chain, imperfection of legal regulation, and absence of
specific control procedures. Existing national and regional
mechanisms are not able to fully counteract transnational
criminal activities by counterfeiting of medicines.
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Summing up all mentioned above pharmaceutical
security means ensuring that people, influenced by any
internal and external factors have access to all medicines
needed for their health and quality of life.

4. Harmonization of
Pharmaceutical Regulation

Expectations and requirements of consumers regard-
ing the safety of medicines significantly increased. Each
drug has certain side effects, incidence of which must be
constantly monitored by regulatory authorities and made
available to patients and health care workers to prevent
any negative consequences.

Nowadays state authorities, regulating pharmaceuti-
cal market, regardless of their size, face lack of financial
or other resources for the implementation of all regula-
tory functions necessary to ensure the quality, safety and
effectiveness of medical products on their markets.

Even regulators with a highly developed material and
technical base, such as Food and Drug Administration
USA (FDA), are not able to carry out successfully their
work without a significant improvement of the legal
framework and implementation of the highest safety and
quality standards in the work of the partnership insti-
tutions in developing countries. Significant differences
in the regulation has become an important concern of
manufacturers, who have to duplicate research and reg-
istration procedures for the distribution of their products
on a global scale.

The continuous emergence of new requirements, sig-
nificantly complicate the administrative procedures of
regulatory authorities. Together with the increasing role
of private sector in the development of legislation and
standards, rises a concern of the medical community and
patients in relation to the conflict of interest and increase
of corruption factor, which lead to excessive financial
costs, reduces the effectiveness of health systems, under-
mining the faith and confidence in the system to ensure
medicines.*

The introduction of unified standards at the interna-
tionallevel - itisalong process, especially if these standards
relate to complex processes. However, the harmonization
of regulatory requirements in the pharmaceutical sector
at the global level is gaining momentum. At the root of
this trend is an increasing degree of globalization of the
pharmaceutical industry.*
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Regulation in the pharmaceutical area should be
defined as a combination of legal, administrative and
technical measures taken by governments to ensure the
safety, efficacy and quality of drugs, as well as the accu-
racy and reliability of information about the product.*®

Attheinternational level, the system of pharmaceutical
regulation is based on the many branches of international
law. However, the interdependence of all stages of the
drug market and the need to use existing international
standards of interconnection determines the formation of
the international legal regime regulating the drug market,
primarily aimed at ensuring human security.®

To improve pharmaceutical regulation system at
international level and to ensure the quality of products
used by patients, it is necessary to strengthen the empha-
sis on the harmonization of the legal framework that will
provide numerous benefits for both regulators and the
pharmaceutical industry and have a positive impact on
the protection of public health.* Increasingly important
becomes to stimulate of co-operation between regulatory
authorities in different regions of the world and the con-
vergence of technical standards.

Globalization, growing interdependence, increased
competition in the global market, the new challenges
facing humanity - all this requires a fresh look at the
opportunities and the need for harmonization of legal
systems at national, regional and international level. The
processes of harmonization and economic indicators
are in complex relationships. Most regional develop-
ment initiatives aim to harmonize the initial creation of
trade blocs, requiring the reduction of trade barriers in
all sectors, including the pharmaceutical and the creation
of common requirements and standards. The level of
economic integration directly affects the degree of har-
monization.

Solution of the manifested challenges in the pharma-
ceutical sector requires structural changes, with the active
cooperation of all participants of the pharmaceutical and
related industries. It is critical to create an effective for-
eign policy and the legal framework at the national level,
as well as improvement of the existing international and
regional mechanisms of regulating each step of drug sup-
ply to address the most important problems of this sector.

Pharmaceutical security at national and international
level requires harmonisation of the following areas*:

o+ Protection of human rights on access to medi-
cines
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o Development of legal and administrative mech-
anisms to ensure a balance between world
production and consumption of drugs, as well as
between supply and demand on its domestic and
regional markets;

o Ensure the development of safe and effective
medicines (control of clinical trials);

o Improvement of national legislation in the field
of regulation of the drug market;

o Development and improvement of international
pharmaceutical regulation.

An analysis of the processes taking place in different
regions of the world, demonstrated the positive impact of
regional integration to improve the health management
system and the formation of common rules regulating
the drug market. Integration processes take into account
regional specificities, providing point impact on the exist-
ing threats and challenges in the pharmaceutical sector,
which allows neutralize differences in the capabilities of
States to ensure the quality control of medicinal products
within the same region. To improve the drug regulatory
system on a global level and to ensure the quality of prod-
ucts used by patients, it is necessary to strengthen the
focus on the convergence and harmonization of the legal
framework that will provide numerous benefits for both
regulators and the pharmaceutical industry and have a
positive impact on the protection of public health.
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