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The medication cycle: its impact on access to
and adequate use of drugs
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As the consumption and the cost of medicines increase, there is a better understanding of the impact of
these tendencies on health. The evidence is not always encouraging. Global expenditure on medicines
grows faster than other components of total health expenditures. In 2013, the global pharmaceutical
market reached US 870,200 million dollars.(1) In spite of this, half of the residents from middle-income
and low-income countries and those affected by more than 5,000 known rare diseases do not have
access to the medicines they need. At the other end of the spectrum, several countries, especially mid-
dle-income and high-income countries, bear the consequences of overmedicalization and inappropriate
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medication use.

While many patients might not be able to live without their medications, approximately 328,000
patients die each year in the USA and Europe as a result of consuming properly prescribed medicines;
that is to say, this figure does not include deaths caused by incorrect prescriptions, maladministration, or
drug interactions. It is estimated that in the USA, medicines cause almost two million hospitalizations,
and a single hospitalization accounts for thirty people affected by adverse reactions.? Moreover, the
continuous increase in the price of new medicines renders doctors and healthcare administrators re-
sistant to ordering and/or including these products in pharmaceutical formularies, especially when other
therapeutic alternatives with equal effectiveness are available at a lower price.®#

Maximizing the benefit that medications can bring to society is not a simple task because all the
actors participating in the medication cycle must work properly, in a coordinated manner and for the
best interest of society. Those actors include the following: those who decide the type of drugs that are to
be researched and developed; those who design and conduct basic and clinical research studies; those
who analyze and disseminate the results; those who approve the commercialization of new medications;
those who set the prices, prescribe, distribute or dispense the drugs; and, finally, those who consume and
discard the unused medications. Unfortunately, during the last decades, a number of well documented
reports have unveiled how conflicts of interest affect the behavior of these actors and have created a
context that does not facilitate access to medications and their appropriate use.

Evidence shows that the research and development of new drugs is not primarily aimed at gener-
ating remedies for the health problems with no treatment options (for example, infections resistant to
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available antibiotics, rare and neglected diseases) but at developing products for lucrative markets, which
are expected to yield high returns for the pharmaceutical industries and their investors. This evidence,
which scandalizes public health specialists, is compatible with the business model of the pharmaceu-
tical companies listed on the stock exchange and their fiduciary duties to the shareholders. When a
company announces that the clinical trials of a new product with prospects of blockbuster sales (more
than one billion dollars in sales a year) have shown promising results, a publicity campaign is vigorously
launched, the share’s price of the company soars.® If the results of the trials are negative, companies
have to cancel the research and development effort around the new product. Thus, companies will use
all resources at their disposal to display optimism over the quality of the products under investigation and
the benefits of the commercialized products, although, on occasion, they might compromise the health
of consumers. The case of rofecoxib (Vioxx), an anti-inflammatory drug that in theory posed a lesser gas-
trointestinal bleeding risk than the classic nonsteroidal anti-inflammatory drugs (NSAID), was important
to clearly appreciate many of these interactions and relationships.©'%

The authors of the articles in this thematic issue represent different disciplines (law, economy, phar-
macology, medicine, sociology), and through examples taken from Latin America they illustrate the
factors that restrict access to pharmaceuticals and their appropriate use. Dr. Allard clearly illustrates
the contradictions present in international treaties and their impact on universal access to medications.
Countries that are members of the World Trade Organization (WTO) subscribed the Trade-Related
Aspects of Intellectual Property Rights (TRIPS) Agreement, which grants patents. And patents allow price
monopolies that restrict the access of governments and residents of middle-income and low-income
countries to medications. Governments accepted TRIPS despite the fact that they had previously sub-
scribed and ratified the International Covenant on Economic, Social and Cultural Rights (ICESCR) of the
United Nations (UN) that compels them to facilitate access to medications. It also describes the com-
mitments undertaken by these countries after subscribing and/or ratifying those agreements. Moreover,
the article shows that in spite of the efforts that some countries had made to guarantee access to medi-
cations through the Doha Declaration and the use of TRIPS flexibilities, disputes were presented before
the Dispute Settlement Body (DSB) of the WTO and of those related to the bilateral or regional trade
agreements. These bilateral and regional trade agreements include clauses known as TRIPS Plus because
they provide additional protection to the intellectual property rights of companies, facilitate pharmaceu-
tical price increases, and prevent signatory members from complying with the commitments undertaken
through ICESCR.

Dr. German Velazquez describes how the current medication research and development (R&D)
system, based on intellectual property incentives, has failed to offer the pharmaceutical products that
humankind needs, especially to the residents of middle-income and low-income countries. The article,
in addition to stating the advantages and the principles that must govern the creation of an international
binding treaty on pharmaceutical research and development to be negotiated with the support of the
WHO, analyzes the advances in its constitution, including the interests and views of its opponents and
advocates.

A different alternative to improving access to available treatments is controlling the drug prices. The
article written by Joan Rovira describes the different components in the final price of medicines, not only
of those protected by a patent but also of the generic versions, and the strategies that countries can use
to control the prices of these products and facilitate their access.

The article written by Dr. Eduardo Goronazky analyzes the strain between scientific advance and
the respect towards the rights of the volunteers who participate in clinical research studies. Based on
historical data, the article proves that the existence of laws and regulations has not sufficed to guarantee
respect for the dignity of the participants. The economic interests of research sponsors and those of the
clinical researchers contribute not only to violating the participants’ rights, but also the integrity of the
research process, data gathering and analysis, and the dissemination of results. Rising doubts are cast
on the capacity of regulatory agencies to protect research study participants as well as the quality and
integrity of the study results.
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Antonio Ugalde and Nuria Homedes explain the hurdles that innovative pharmaceutical firms face
in attracting shareholders by paying substantial dividends. The problem results from the expiration of the
patents on blockbuster drugs and the difficulties that the firms have in bringing new blockbuster drugs to
the market. One solution devised by these companies is to accelerate the implementation of clinical trials
in order to obtain, in record time, the commercialization approval of new drugs, the facto lengthening
the period during which they can sell the new drugs under monopoly conditions. The authors discuss
how innovative pharmaceutical firms accelerate the implementation of clinical trials in Latin America
and the consequences that such actions have on the quality of the collected data, the protection of the
human rights of the clinical trial participants, and the compliance with the ethical principles approved
in universal declarations.

One of the interests of the pharmaceutical industry is the development of the vaccine market. Dr.
Juan Carlos Tealdi enumerates the contributions that vaccines have brought to health and presents the
bioethical and human right problems that have arisen while conducting clinical research with these
products. Although these problems are not new, their magnitude has no precedent, since vaccine prices
render them unaffordable to many, including the residents of rich countries that do not offer universal
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health care coverage. Nevertheless, the industry’s rush to include expensive vaccines in the immuni-
zation schedules, occasionally through rather unethical means, has aroused suspicions and increased
the mistrust of those who question their safety and cost-effectiveness. The article presents the bioethical
problems that have been documented while conducting vaccine clinical trials in Argentina, and it pro-
poses the creation of a national committee to review clinical trials with vaccines and to systematically
monitor those studies.

A group of Brazilian researchers documents how placebo controlled clinical trials are being con-
ducted in Brazil despite the fact that, in 2008, Brazil’s Federal Council of Medicine (CFM) [Consejo
Federal de Medicina] banned the participation of Brazilian doctors in studies using placebos when
treatment is available. The authors compare the clinical trials implemented between 2003 and 2007 with
those conducted between 2009 and 2013 and conclude that the pharmaceutical industry was the main
sponsor of placebo-controlled clinical trials; there was also a predominance of clinical trials involving
chronic diseases compared to those for neglected diseases or for other Brazilian health priorities.

Finally, Dr. Pol Yanguas states how the lack of integrity in the research of psychiatric disease treat-
ments and in the dissemination of the results affects the treatment of those patients. This author also crit-
icizes those health professionals who impose their treatment preferences and do so under the influence
of an ideological-commercial construct and at the expense of patient’s freedom.

REFERENCES conley lecture. JAMA Otolaryngology Head &
Neck Surgery. 2014;140(12):1225-1236.

1. European Federation of Pharmaceutical
Industries and Associations. The Pharmaceutical ~4- Abboud C, Berman E, Cohen A, Cortes J,
Industry in Figures [Internet]. Key Data; 2014 [cited ~ DeAngelo D, Deininger M, Devine S, Druker B,

30 Jul 2014]. Available from: http:/www.efpia.eu/ Fathi A’ Jabboyr E, et alj The prige of drugs ‘for
uploads/Figures_2014_Final.pdf. chronic myeloid leukemia (CML) is a reflection

of the unsustainable prices of cancer drugs: from
the perspective of a large group of CML experts.

2. Light DW. Serious risks from new prescription
Blood. 2013;121(22):4439-4442.

drugs [Internet]. Edmond J Safra Center for Ethics,
Harvard University; 27 Jun 2014 [cited 30 Jul
2014]. Available from: http://ethics.harvard.edu/ - Rosenthal MB, Berndt‘ER, Donohu}e J.M/ Frank
blog/new-prescription-drugs-major-health-risk-  RG, Esptein AM. Promotion of prescription Qr.ugs
few-offsetting-advantages. to consumers. New England Journal of Medicine.

2002;346(7):498-505.
3. Fojo T, Mailankody S, Lo A. Unintended con-
sequences of expensive cancer therapeutics-the
pursuit of marginal indications and a me-too men-
tality that stifles innovation and creativity: the john

6. Boers M. Seminal pharmaceutical trials: maintai-
ning masking in analysis. Lancet. 2002;360(9327):
100-101.



SALUD COLECTIVA, Buenos Aires, 11(1):5-8, January - March, 2015

HOMEDES N, UGALDE A.

7. Lenzer J. Public interest group accuses FDA of
trying to discredit whistleblower. BMJ. 2004;329
(7477):1255.

8. Juni P, Nartey L, Reichenbach S, Sterchi R,
Dieppe PA, Egger M. Risk of cardiovascular events
and rofecoxib: cumulative meta-analysis. Lancet.
2004;364:2021-2029.

9. Dai C, Stafford RS, Alexander GC. National
trends in cyclooxygenase-2 inhibitor use since

CITATION

market release: nonselective diffusion of a selecti-
vely cost-effective innovation. Archives of Internal
Medicine. 2005;165(2):171-177.

10. Canas M, Ugalde A, Orchuela K, Homedes
N. Las secuelas del rofecoxib. Boletin Farmacos
[Internet]. 2005;8(2):58-70 [cited 30 Jul 2014].
Available from: http://www.saludyfarmacos.org/
wp-content/files/apr05.pdf.

Homedes N, Ugalde A. The medication cycle: its impact on access to and adequate use of drugs. Salud Colectiva.

2015;11(1):5-8.

not in any way that suggests that they endorse you or your use of the work).

Q Content is licensed under a Creative Commons
@ O b Attribution — you must attribute the work in the manner specified by the author or licensor (but
BY NC

Noncommercial — You may not use this work for commercial purposes.

The translation of this article is part of an inter-departmental and inter-institutional collaboration including the Undergraduate Program in
Sworn Translation Studies (English < >Spanish) and the Institute of Collective Health at the Universidad Nacional de Lands and the Heal-
th Disparities Research Laboratory at the University of Denver. This article was translated by Braian Castaio and Verdnica Dall’Ospedale

under the guidance of Mariela Santoro, reviewed by Audrey Adler under the guidance of Julia Roncoroni, and prepared for publication by

Aldana Micaela Schéenfeld under the guidance of Vanessa Di Cecco. The final version was approved by the article author(s).




	_GoBack
	_heading=h.gjdgxs
	_heading=h.70fkivsnd5s6

