New drugs: who can afford them?

Novos medicamentos: quem podera pagar?

Nuevos medicamentos: ;quién podra pagarlos?
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In 2014, the Chief Executive Officer of Bayer
Corporation made a polemic statement: “No,
because we did not develop this product for the
Indian market, let’s be honest. We developed thes
product for Western patients who can afford this
product, quite honestly. It is an expensive product,
being an oncology product” 1. The medicine at
stake was the oncology drug sorafenib, indicated
for some severe types of cancer.

A study published in November 2013 showed
that twelve of the thirteen U.S. Food and Drug
Administration (FDA)-approved cancer drugs in
2012 cost more than US$ 100,000.00 per treat-
ment in the United States 2. The high prices of
new cancer treatments in 2013 triggered a re-
action from a group of more than 100 chronic
myeloid leukemia experts of all continents, who
claimed these prices, in addition to being a major
barrier to the access of patients to effective ther-
apies, threatened the sustainability of national
health systems of all countries 3.

Early in 2015, England’s National Health Ser-
vice (NHS) decided to delay the adoption of the
drug sofosbuvir for the treatment of hepatitis
C, despite its being considered cost-effective by
NICE, the National Institute for Health and Care
Excellence — the body responsable for technology
assessment and incorporation in that country’s
public health system. Expenditure estimates for
the public budget would be of 1 billion sterling
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pounds for 20,000 persons treated, considering
there are 160,000 infected people in the country.
Affordability prevailed over the cost-effective-
ness assessment 4.

A study on new treatments for hepatitis C 5
estimated that if all the 127,700 people eligible
for treatment with sofosbuvir in France were to
be treated, the cost would be higher than the
budget for the Public Hospital System of Paris
(Assistance Publique des Hopitaux de Paris) in
2014. The reason is that the company Gilead, that
markets the drug, launched it in the market at the
cost of € 56,000 per treatment; therefore, the total
spending of treatment would reach 7.15 billion
Euros. Of note is that sofosbuvir is used in com-
bination with other high-cost mediciones, like
another direct acting antiviral drug (DAA).

The challenge of sustainability of access to
life-saving drugs has affected developed coun-
tries and is no longer limited only to developing
countries. The issue is how countries whose gov-
ernments are committed to providing universal
access to new health technologies will face the
challenge of financial sustainability. Who can
afford it?

In Brazil, the 1990s were marked by different
movements by society and the government pur-
suing of a comprehensive response to the HIV/
AIDS epidemics. With the development of the
highly active antiretroviral therapy 6, including
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combinations of drugs with different mecha-
nisms of actions, the access to treatment became
a central item in the government’s agenda.

However, in 1996, the Brazilian Congress
passed two laws that would be confronting,
one another, in the near future. The first is Law
9,313/96 that ensured access to treatment to peo-
ple living with HIV, which started the organiza-
tion of pharmaceutical service at national level 7.

The second is Law 9,279/96 that reforms the
industrial property legislation to comply with
the World Trade Organization’s TRIPS Agreement
(Agreement on Trade-Related Aspects of Intel-
lectual Property Rights), which protects patents
of pharmaceutical products and processes. The
approval of this Law in 1996 meant its enforce-
ment prior to the transition period established by
the TRIPS agreement of January 2005, within the
context of Brazil-United States bilateral relations.
Since the end of the 1980s, the United States pres-
sured the Brazilian government to grant patents
of the pharmaceutical sector 89,10,

The immediate effect of this law in the finan-
cial sustainability of AIDS-treatment policy in
Brazil was perceived at the end of the 1990s, when
the new antiretroviral (ARV) drugs nelfinavir and
efavirenz were adopted. In the subsequent years
the Brazilian Ministry of Health adopted price-
reduction measures/strategies for the new ARVs,
culminating with the issuance of a compulsory
license for efavirenz in 2007 11.

The procurement of ARV under monopoly
raised awareness about the impact of high-cost
medicines in the implementation of pharma-
ceutical services within the public health system
so-called Brazilian Unified National Health Sys-
tem (SUS).

The adoption of a National Medicines Policy
(Ordinance 3,916/98), the revision of the National
List of Essential Medicines (RENAME 1998), and
the National Policy on Pharmaceutical Services
(Resolution 338/2004) complemented the regula-
tions on medicines to be exceptionally dispensed
—the so-called exceptional or high-cost drugs 12.

The list of drugs that were considered of ex-
ceptional dispensation was expanded, and later
became specialized component of pharmaceuti-
cal services, whose financing and procurement
are still shared between the states and the Brazil-
ian Ministry of Health (Ordinance 2,981/2009).
Caris et al. 13 showed that between 1993 and
2009, the number of medicines included in the
list rose from 15 to 109.

Expenditures with drugs included as special-
ized components of pharmaceutical care rep-
resent some 45% of SUS total expenditure with
medicines, that increased from R$ 1.91 billion in
2003 to R$ 12.4 billion in 2014 14. A study of the
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financing of specialized components of phar-
maceutical services by SUS 15 shows an increase
of 786% in expenditures with drugs included as
specialized components by the Brazilian Minis-
try of Health in the period from 2003 to 2012 14.

In 2011, SUS created the National Technol-
ogy-Incorporation Committee (Conitec) (Law
12,401/11 and Decree 7,646/11) to advise the Bra-
zilian Ministry of Health in evaluating requests
for the inclusion of new technologies consid-
ering their evidence of efficacy and safety, and
economic evaluation studies that also take into
account long-term sustainability. In the period
from July 2012 to December 2014, from a total of
148 requests analyzed, 65 technologies (includ-
ing one expansion of use) were recommended
and incorporated into the SUS 16.

There is no question that most of these tech-
nologies have the status of monopoly, probably
because they are subject to patent protection
(patent application filed or patent granted in the
country), and that in the near future costs and
public expenditure will be affected.

In the recent past, the Brazilian Ministry of
Health proposed intervention strategies to regu-
late the market price, including negotiations with
patent-owning companies, taking into account
prices of reference in the international market,
production cost estimates, and options to over-
come patent-related barriers 17.

The current scenario is more complex. First,
because after 2005 countries that manufactured
generic alternatives for the international market,
which are important sources of reference prices,
became fully compliant with the TRIPS Agree-
ment. Many of their companies developed part-
nerships that involved voluntary licensing with
multinational companies that excluded Brazil
from the list of potentially beneficiary coun-
tries of the cheaper, generic types of drugs 18.
Secondly, because multinational companies are
investing on biotechnology products, for which
the challenge of having competition as a price-
reduction strategy includes patent-related barri-
ers and regulatory aspects 19.

Despite the growing complexity of this sce-
nario, itis now time to look at governmental strat-
egies that were successful in the past to entertain
possibilities for the future. The Global Strategy
and Plan of Action on Public Health, Innovation
and Intellectual Property (Resolution WHA 61.21)
approved by World Health Organization (WHO)
member countries in 2008, indicated elements
that can be considered as policy options for ac-
cess, innovation and development.

In this setting, the major issue currently un-
der discussion worldwide is the high prices as-
sociated to the launching of new products 20,21,22,



Not only for hepatitis C and oncology drugs,
mentioned above, but also for new biotechnol-
ogy products, certainly effective but perhaps not
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accessible, which poses new, bigger challenges
to ensure universal access to health care at costs
and prices affordable for the SUS.
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