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The current revolution in the treatment of hepatitis C brought 
about by the introduction of new direct acting antiviral agents 
(DAA) such as sofosbuvir and simeprevir could change the 
lives of the 130 to 150 million people on the planet living with 
hepatitis C.  While the efficacy of combination regimens including 
sofosbuvir varies across the different genotypes of the hepatitis C 
virus (HCV), the success rate is between 70% and 90% in disease 
caused by the most prevalent genotypes. The new DAAs also offer 
clear advantages in terms of side effects, ease of use and duration 
of treatment.

The new generation of antiviral drugs offers real hope of survival 
and quality of life to patients who can afford them. Unfortunately, 
they are a minority.

Although diagnosis, cost of treatment infrastructure and a lack of 
trained professionals can be problematic in many countries, the 
key barrier to treatment is the price of the drugs, which varies from 
country to country depending on the negotiations between each 
government and the patent holder, in this case the pharmaceutical 
company Gilead.  While the US government paid $84,000 per 
course of treatment, it is believed that the Spanish government 
negotiated a price of around 25,000 per patient. Nonetheless, the 
high cost of the treatment in Spain led the health authorities to 
impose criteria restricting administration. 

The difficulties faced by the patients and health systems striving to 
cover the cost of treatment contrast sharply with the unprecedented 
profits Gilead has reaped from an innovation originally developed 
from molecules created in publicly-funded research centres. While, 
in 2014 alone, the global sales of sofosbuvir exceeded $10 billion 
($2 billion more than the company paid for the drug), a study by 
the University of Liverpool showed that a three-month course of 
treatment of the drug can be produced for just $101. Estimates 
of the cost of production for a 12-week course of treatment range 
from $68 to $136.

The company’s strategy may appear coherent from the point of 
view of its shareholders, but it is totally inconsistent with the fair 
regulation of a public good such as health.

In this situation, what are the alternatives open to poor patients 
and health systems? 

Executive Summary
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• One possible response is to simply pay the price 
negotiated with the patent holder. This has been the 
most common response to date. Leaving aside ethical 
considerations, it may be seen as more advantageous to 
pay the cost of a very expensive drug for a short period 
than to cover the cost of long-term treatment (which is not 
necessarily inexpensive) for patients with chronic disease. 
The situation has, however, forced countries like Spain to 
impose ‘allocation’ criteria, an ethically questionable and 
politically explosive practice. 

• Another possible course of action is the one chosen by 
India, where the authorities announced some months ago 
that the application for a patent for Sovaldi had been denied 
on the grounds that the molecule is not novel.  That decision 
opened up the possibility that a generic version of the drug 
could be produced and exported at a price of between 
$100 and $200 for the three-month course of treatment. It 
also inspired a similar opposition to the patent in Europe. 
However, the patent holder fought the Indian decision 
tooth and nail and, unfortunately, obtained a reversal of 
the decision at the eleventh hour, subject to appeal.

• Finally, the answer for poor patients in low- and middle-
income countries could be found in the distribution 
of drugs at cheaper prices produced under special 
exemptions or licences. A few weeks ago, for instance, 
the Drugs for Neglected Diseases initiative (DNDi) 
announced an agreement with the Egyptian producer 
Pharco Pharmaceuticals to develop a therapy to treat all 
the subtypes of hepatitis C based on a combination of 
ravidasvir and sofosbuvir. The combination therapy will 
cost less than $300 per patient and course of treatment. 

Hepatitis C is just one front in the global battle for access to essential 
medicines and the right to health-a battle in which the response 
of wealthy countries has been a combination of meek compliance 
in the face of pressure from pharmaceutical companies and an 
amazing lack of imagination in looking for alternative models of 
innovation.  The fact that their own populations are also suffering 
as a result of the limitations of the current model will undoubtedly 
help to change the attitude of those governments and facilitate 
the search for new incentives capable of bringing the priorities of 
innovation into line with the broader public interest.

This report is part of a series published by ISGlobal on topics 
related to innovation and access to essential medicines. The aim 
of these papers is to lay the groundwork for an informed debate on 
this fundamental issue of public interest. 
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Between 130 and 150 million people are living with hepatitis 
C, a liver disease caused by infection with the hepatitis C virus 
(HCV), which can lead to cirrhosis and death if left untreated. 
Between 4 and 5 million of these patients are coinfected with 
the human immunodeficiency virus (HIV)1. Today, 7 out of 
every 10 patients infected with HCV live in developing countries 
(China tops the list with nearly 30 million patients, followed by 
India and Egypt with 18 and 12 million, respectively), but the 
disease is also taking a heavy toll in some of the richest countries 
in the world (see Figure 1)2. In Spain and other developed 
countries, patients with hepatitis C now number in the hundreds 
of thousands. Many of these patients cannot be safely treated 
with the traditional drugs owing to the genotype of their virus 
or because of medical complications.

It is estimated that HCV infection causes over 500,000 deaths 
every year. Over 70% of these people lived in middle-income 
countries and most of them died without ever receiving any 
effective treatment. Clearly, the fact that an effective treatment, 
which is available and can be produced at a reasonable cost, is 
being kept out of the reach of most of the people who need it 
represents a collective failure.

01 
The Therapeutic Importance 
of the New Treatments

1 Heydari S, Kembabazi A, Monahan 
C, Ragins K. Ending an epidemic: 
overcoming the barriers to an HCV-
free future. Yale: Yale Global Health 
Justice Partnership Policy Paper. 2015.

2 Ibid.
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figure  
Incidence 
of Hepatitis C

low-income countries
Middle-income countries
High-income countries

Source
Compiled by authors.

74%

14%

12%

There are 11 main genotypes and several subtypes of HCV, and 
these determine the appropriate treatment and its efficacy. The 
standard treatment for HCV was previously pegylated interferon 
alpha in combination with ribavirin. The recommended treat-
ment for genotype 1 infection (the most prevalent)—known as 
triple therapy—consists of the standard combination regimen 
with interferon and ribavirin with the addition of boceprevir or 
telaprevir, the first direct-acting antiviral agents (DAA). The 
problem is that, in the best of cases, the efficacy of these regi-
mens is 70%, and this figure falls to around 20% in patients in 
the advanced stages of cirrhosis and those coinfected with HIV 
(a very common situation)3.

In a new development, more effective DAA, including sofos-
buvir and simeprevir, are now available to combine with the 
standard regimen. Sofosbuvir (Sovaldi) is recommended in the 
treatment of infections with HCV genotypes 1, 2, 3, 4, 5 and 
6 and is administered in combination with ribavirin, with or 
without pegylated interferon (depending on the genotype). The 
duration of treatment is 48 weeks for genotypes 1 and 4 and 24 
weeks in the case of genotypes 2 and 3.

The effectiveness of sofosbuvir-based regimens varies according 
to the genotype, but combination therapy with the new DAA is 
successful in between 70% and 90% of cases for the most preva-
lent genotypes. These new regimens also offer a clear advantage 
in that they are associated with fewer adverse effects and are 
more convenient to administer.

Thus, the new generation of drugs offers a real hope of survival 
and quality of life to the patients who can access treatment. 
Unfortunately, this is only a small minority of those who need it.

3 Médecins Sans Frontières, The 
diagnosis and treatment of hepatitis C: 
A technical landscape. Geneva: MSF 
Access Campaign. 2014. 
http://www.msfaccess.org/content/
diagnosis-and-treatment-hepatitis-c-
technical-landscape

http://www.msfaccess.org/content/diagnosis-and-treatment-hepatitis-c-technical-landscape
http://www.msfaccess.org/content/diagnosis-and-treatment-hepatitis-c-technical-landscape
http://www.msfaccess.org/content/diagnosis-and-treatment-hepatitis-c-technical-landscape
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Although disease diagnosis, cost of treatment infrastructures and 
the lack of trained professionals are problems in many countries, 
the key barrier to the treatment of hepatitis C is the high price of 
the drugs, which varies from country to country depending on ne-
gotiations between each government and Gilead, the patent holder.

Sofosbuvir (Sovaldi) received marketing approval from the US 
Food and Drug Administration on 5 December 2013. The ini-
tial price fixed by the pharmaceutical company in the USA was 
$84,000 per course of treatment (about $1,000 per pill). A repre-
sentative of the leading pharmacy benefit management company 
in the USA said that the cost of covering treatment for Medicaid4 
patients and prison inmates alone at those prices would be as much 
as $55 billion and described the price as “a tax on all Americans 5”.

The European Medicines Agency granted a marketing authori-
sation for the drug on 16 January 2014, not long after the Amer-
ican agency6. Although a lack of transparency is a constant in 
the pharmaceutical sector, it has been estimated that Spain, fol-
lowing negotiations with Gilead, is facing a bill of €25,000 per 
patient per course of treatment, a price that led the Spanish health 
authorities to establish criteria restricting administration of the 
drug. France, the United Kingdom and Germany are paying per 
treatment prices up to twice as high as Spain and are covering all 
affected patients. However, the prevalence of hepatitis C is much 
lower in those countries than in Mediterranean countries, such 
as Spain, or Eastern Europe.

02
Barriers to Access  
to Treatment

4 Medicaid is a US Government social 
healthcare programme providing 
coverage for people with low incomes 
that currently provides services to over 
40 million people.

5 Silverman E. Will. Gilead’s Hepatitis 
C Drug Bust State Budgets? Pharmalot. 
Wall Street Journal. July 17, 2014. 
http://blogs.wsj.com/pharmalot/2014/07/17/
will-gileads-hepatitis-c-drug-bust-state-
budgets/

6 European public assessment report 
(EPAR) for Sovaldi. European 
Medicines Agency. 5 February 2014 
http://www.ema.europa.eu/ema/
index.jsp?curl=pages/medicines/
human/medicines/002798/
human_med_001723.
jsp&mid=WC0b01ac058001d124
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7 Médicins du Monde. New 
treatments for hepatitis C virus: 
strategies for achieving universal 
access. Report. March 2014. 
http://hepcoalition.org/IMG/pdf/
web_daas_strategies_for_achieving_
universal_access_en.pdf

Box 1 
Tiered pricing  
and voluntary licensing: 
An Inadequate response

Box 2 
DNDi’s response: 
An Effective Treatment  
for under $300

Gilead, like other companies in the 
case of other diseases, has established 
a policy of tiered pricing and volun-
tary licensing that conforms to the 
company’s marketing strategy, but it 
is difficult to see how these measures 
can resolve the problem of access to 
the drug. For developing countries, 
the manufacturer established a price 
of $2,000 per treatment (14 times 
lower than the price in Spain and 42 
times lower than the US price) and 
granted a voluntary licence to an  
Indian generic manufacturing com-
pany for the production and distri-
bution of the drug to supply a group 

of 91 developing countries. However, 
that agreement excludes most of 
the middle-income countries where 
most of those infected live. In Egypt, 
where almost 12 million people are 
infected with HCV, the government 
managed to negotiate a price of $900 
per treatment for patients covered by 
the government healthcare plan, who 
represent only a part of those affected. 
But even at this price, the cost of 
providing sofosbuvir to 100% of the 
patients affected in Egypt would cost 
5 times the country’s national public 
health budget for 20117.

In April 2016, the Drugs for Neglected 
Diseases initiative (DNDi) signed an 
agreement with the Egyptian generic 
manufacturer Pharco Pharmaceuti-
cals to develop an effective treatment 
against all hepatitis C subtypes. The 
cost of the new treatment—a combina-
tion of ravidasvir and sofosbuvir—will 
be less than US$300 per patient8.

If this combination regimen, current-
ly in the final phase of clinical trials, 
proves effective, the agreement may 
represent a turning point similar to the 
start of generic antiretroviral drug pro-
duction in the 1990s. The introduction 
of generic antiretrovirals at that time 
cut the price of HIV/AIDS treatments 
by 90%, facilitating access to treat-
ment for millions of people, particular-
ly in developing countries. 
 
Pharco has agreed to set the commer-
cial price at US$294 once the new 
treatment has been approved. At this 
price, many countries that have been 

8 Drugs for Neglected Diseases 
initiative and Pharco Pharmaceuticals 
to test affordable hepatitis C regimen 
with support of Malaysian and Thai 
governments. 13 April 2016.  
http://www.dndi.org/2016/media-
centre/press-releases/dndi-pharco-
hepc-malaysia-thailand/

9 An Alternative Research and 
Development Strategy to Deliver 
Affordable Treatments for Hepatitis 
C Patients: The Drugs for Neglected 
Diseases initiative’s hepatitis C drug 
development strategy based on 
patient needs, not profits. DNDi. 
April 2016. http://www.dndi.org/
wp-content/uploads/2016/04/
AlternativeRDStrategyHepC.pdf

unable to underwrite the cost of treat-
ment with sofosbuvir will be able to 
provide treatment on a large scale for 
patients with hepatitis C.

Although DNDi holds the necessary 
licences to produce the combination 
treatment in many middle-income 
countries, the new agreement will 
exclude others—such as Ukraine, 
Kazakhstan, Morocco, and Syria—
where the organisation is not licensed 
to manufacture ravidasvir, one of 
the components of the combination 
regimen. The success of this uphill 
struggle will depend on whether 
DNDi and other actors, such as the 
Medicines Patent Pool, can obtain the 
licensing rights for more countries, 
at least for affected middle and low 
income countries9.

http://blogs.wsj.com/pharmalot/2014/07/17/will-gileads-hepatitis-c-drug-bust-state-budgets/
http://blogs.wsj.com/pharmalot/2014/07/17/will-gileads-hepatitis-c-drug-bust-state-budgets/
http://blogs.wsj.com/pharmalot/2014/07/17/will-gileads-hepatitis-c-drug-bust-state-budgets/
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002798/human_med_001723.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002798/human_med_001723.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002798/human_med_001723.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002798/human_med_001723.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002798/human_med_001723.jsp&mid=WC0b01ac058001d124
http://hepcoalition.org/IMG/pdf/web_daas_strategies_for_achieving_universal_access_en.pdf
http://hepcoalition.org/IMG/pdf/web_daas_strategies_for_achieving_universal_access_en.pdf
http://hepcoalition.org/IMG/pdf/web_daas_strategies_for_achieving_universal_access_en.pdf
http://www.dndi.org/2016/media-centre/press-releases/dndi-pharco-hepc-malaysia-thailand/
http://www.dndi.org/2016/media-centre/press-releases/dndi-pharco-hepc-malaysia-thailand/
http://www.dndi.org/2016/media-centre/press-releases/dndi-pharco-hepc-malaysia-thailand/
http://www.dndi.org/wp-content/uploads/2016/04/AlternativeRDStrategyHepC.pdf
http://www.dndi.org/wp-content/uploads/2016/04/AlternativeRDStrategyHepC.pdf
http://www.dndi.org/wp-content/uploads/2016/04/AlternativeRDStrategyHepC.pdf
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Map 
price of Treatment with Sofosbuvir and 
Type of Agreement Negotiated by Country
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Differentiated price voluntary licence generic competition

price for 12-week course 
of sofosbuvir (in $uS)

Source: Compiled by authors.
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The difficulties affecting health care systems and patients 
striving to cover the cost of the drug contrast sharply with the 
unprecedented profits Gilead has reaped from a product it bought 
from another company, which was originally developed on the 
basis of molecules created in publicly-funded research centres 
before being sold into the private sector. The skewed logic of such 
transactions is a direct result of the monopoly conferred by the 
rules that currently govern intellectual property. By 2014, global 
sales of sofosbuvir had exceeded $10 billion ($2 billion more 
than the company originally paid for the drug) and a study by the 
University of Liverpool has demonstrated that a 12-week course 
of treatment can be produced for just $101. It is estimated that 
the cost of production ranges from $68 to $136 for a 12-week 
course of treatment10.

On the basis of these numbers, many observers have pointed out 
that Gilead’s pricing policy, rather than seeking to recover the 
company’s investment and make reasonable profits, is in reality 
designed to extract maximum profits from the opportunities 
afforded by its advantageous market position with complete 
disregard for the consequences for patients with the disease. While 
this strategy may be comprehensible from the point of view of 
company shareholders, it is totally at odds with the fair regulation 
of a public good such as health.

10 Van de Ven, N. et al. Minimum 
target prices for production of direct 
acting antivirals and associated diag-
nostics to combat hepatitis C virus. 
Hepatology (2014) DOI: 10.1002/
hep.27641.
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11 Vroutsis I, Voridis M. Employment, 
social policy, health and consumer 
affairs. In: Council of the European 
Union. 3323rd Council meeting; 2014 
June 19-20; Luxembourg. PRESS 
RELEASE 11122/14; Brussels. 
http://www.consilium.europa.eu/
uedocs/cms_data/docs/pressdata/en/
lsa/143271.pdf 

12 Gokhale K, Kitamura M. $10 copy 
of Gilead blockbuster Sovaldi appears 
in Bangladesh. Bloomberg Business. 9 
March 2015. http://www.bloomberg.
com/news/articles/2015-03-08/-
10-copy-of-gilead-s-blockbuster-soval-
di-appears-in-bangladesh

03
The responses:  
from Negotiation to opposition

Faced with the dilemma posed by the high cost of the new 
drug, countries can choose between several courses of action. 
One possible response, the most frequent to date, is to pay the 
price negotiated with the patent holder. Leaving aside ethical 
considerations, bearing the cost of a very expensive drug over 
a short period may be more advantageous than covering the 
cost of long-term treatment for chronic patients with other 
drugs that are not necessarily inexpensive. This argument, 
which is repeated insistently by Gilead, places patients and 
national authorities in a hopeless impasse. The crisis has forced 
countries like Spain to establish specific allocation criteria that 
restrict access to the new treatment, a response that is ethically 
questionable and politically explosive (see Box 2).

But the decision to take on board the expense of the more effec-
tive short course of treatment (further complicated in the case 
of EU countries by the failure of the joint procurement initiative 
and the resulting fragmented negotiations by individual member 
states) is the choice most likely to weaken the negotiator’s posi-
tion vis-à-vis the company. European civil society has demanded 
that the EU negotiate a joint procurement agreement, which 
would strengthen their negotiating capacity and ensure a lower 
price. Joint procurement for EU countries is a measure that the 
European Commission has the legal power and competence to 
undertake, and it has been suggested by certain member states, 
such as France11.

In the case of the least developed countries, a group automati-
cally exempted from the most pertinent provisions of the agree-
ment on Trade-Related Aspects of Intellectual Property Rights 
(TRIPS), the margin for manoeuvre is defined by each country’s 
manufacturing capacity. In Bangladesh, for example, Incepta 
Pharmaceuticals Ltd, a local pharmaceutical manufacturer, is 
already producing a generic version of Sovaldi at a price of less 
than $900 per course of treatment, the lowest price offered by 
the patent owner to date. It is expected that this generic prod-
uct will be exported to countries where Gilead has no patent or 
where the TRIPS flexibilities clearly apply12.

A third possible response to the dilemma is the road chosen by 
India, which some months ago announced that it was rejecting 
Gilead’s application for a patent for Sovaldi on the basis that the 
molecule is not innovative enough to warrant such protection. 
This decision opens up the possibility of local production and 

HEpATITIS C: THE NEw BATTlEgrouND 
for ACCESS To ESSENTIAl MEDICINES

13 Médecins Sans Frontières,  
Gilead Denied Patent for Hepatitis 
C Drug Sofosbuvir in India. New 
York: MSF USA; 2015 http://www.
doctorswithoutborders.org/article/
gilead-denied-patent-hepatitis-c-drug-
sofosbuvir-india 

14 Doctors of the World - Méde-
cins du Monde (MdM) opposes the 
patent on sofosbuvir, Hepatitis C: 
scourge, remedy and scandal. Q&A. 
https://www.medicosdelmundo.
org/index.php/mod.documentos/
mem.descargar/fichero.docu-
mentos_QA_Hepatitis_C_Final_
EN_721ff20c%232E%23pdf 

the export of generic versions of the drug at a price per patient 
of between $100 and $200 for a 12-week course of treatment. 
This process started in 2013 when the Delhi Network of Positive 
People and the Initiative for Medicines, Access & Knowledge 
filed a legal opposition to Gilead’s patent. Indian patent law has 
acquired a reputation for holding strong positions in this arena, 
which some parties attribute to an interest in protecting the 
country’s national generics manufacturing industry. Whatever 
the reason, the decision of the Indian courts will make it possi-
ble for patients to access treatment at a cost of less than $900.

The situation was assessed in a press release by the Doctors 
without Borders Access Campaign13:

Gilead has signed voluntary licence agreements with 
multiple generic drug producers in India, but these 
agreements impose many restrictions, including which 
countries can access the drugs produced under these 
licences, as well as invasive restrictions on medical pro-
viders and patients with respect to distribution and use 
of the drug.

With the patent being denied, other companies that have 
not signed the licence are now free to produce. Entry 
by additional generic manufacturers should increase 
the open competition needed to bring prices down dra-
matically, especially in those countries that have been 
excluded from the voluntary licence agreement, and 
thereby increase access to the medicine.

Gilead will undoubtedly fight tooth and nail to overturn the 
Indian decision. The company had already put in place stringent 
restrictions to prevent the “diversion” of generic versions of the 
drug to wealthier countries. However, it is also possible that 
India will be successful in maintaining its legal victory. 

In a move unprecedented within the EU, the French non-government 
organisation Médecins du Monde filed a patent opposition in 
February 2015 challenging the registration of one of Gilead’s 
sofosbuvir patents at the European Patent Office.They argued 
that while the use of sofosbuvir to treat hepatitis C is undeniably 
a therapeutic advance, the molecule itself does not merit a patent 
because it relies on existing and commonly practised techniques 
in the pharmaceutical field14.

http://www.consilium.europa.eu/uedocs/cms_data/docs/pressdata/en/lsa/143271.pdf
http://www.consilium.europa.eu/uedocs/cms_data/docs/pressdata/en/lsa/143271.pdf
http://www.consilium.europa.eu/uedocs/cms_data/docs/pressdata/en/lsa/143271.pdf
http://www.bloomberg.com/news/articles/2015-03-08/-10-copy-of-gilead-s-blockbuster-sovaldi-appears-in-bangladesh
http://www.bloomberg.com/news/articles/2015-03-08/-10-copy-of-gilead-s-blockbuster-sovaldi-appears-in-bangladesh
http://www.bloomberg.com/news/articles/2015-03-08/-10-copy-of-gilead-s-blockbuster-sovaldi-appears-in-bangladesh
http://www.bloomberg.com/news/articles/2015-03-08/-10-copy-of-gilead-s-blockbuster-sovaldi-appears-in-bangladesh
http://www.economist.com/blogs/freeexchange/2014/08/innovation
http://www.doctorswithoutborders.org/article/gilead-denied-patent-hepatitis-c-drug-sofosbuvir-india
http://www.doctorswithoutborders.org/article/gilead-denied-patent-hepatitis-c-drug-sofosbuvir-india
http://www.doctorswithoutborders.org/article/gilead-denied-patent-hepatitis-c-drug-sofosbuvir-india
http://www.doctorswithoutborders.org/article/gilead-denied-patent-hepatitis-c-drug-sofosbuvir-india
http://www.doctorswithoutborders.org/article/gilead-denied-patent-hepatitis-c-drug-sofosbuvir-india 
http://www.who.int/mediacentre/news/notes/2015/medical-research-transparency/en/
https://www.medicosdelmundo.org/index.php/mod.documentos/mem.descargar/fichero.documentos_QA_Hepatitis_C_Final_EN_721ff20c%232E%23pdf
https://www.medicosdelmundo.org/index.php/mod.documentos/mem.descargar/fichero.documentos_QA_Hepatitis_C_Final_EN_721ff20c%232E%23pdf
https://www.medicosdelmundo.org/index.php/mod.documentos/mem.descargar/fichero.documentos_QA_Hepatitis_C_Final_EN_721ff20c%232E%23pdf
https://www.medicosdelmundo.org/index.php/mod.documentos/mem.descargar/fichero.documentos_QA_Hepatitis_C_Final_EN_721ff20c%232E%23pdf
https://www.medicosdelmundo.org/index.php/mod.documentos/mem.descargar/fichero.documentos_QA_Hepatitis_C_Final_EN_721ff20c%232E%23pdf
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10/02/2015 

19/02/2015

19/02/2015

20/02/2015

20/02/2015

20/02/2015

23/02/2015

23/02/2015

23/02/2015

23/02/2015

DATE TypE of CoMpANyTable  
oppositions  
to the Sofosbuvir patent 
filed with the European 
patent office 

Source: 
Compiled by authors.

Although Gilead and other companies have other sofosbuvir pat-
ents pending approval that could neutralise the effects of this 
opposition, the decision taken by Médecins du Monde is unprec-
edented in Europe and has given rise to a succession of similar 
legal initiatives (see Table 1). The breach opened by the case in 
India could help in a suit that has been designed by the same 
team of lawyers.

Finally, activist organisations and political groups in several 
countries have asked their governments to issue a compulsory 
licence immediately. Such licences exempt the country from 
respecting the patent for reasons of public interest (in this case 
a public health emergency) and would allow local production of 
generic versions of the drug. Compulsory licensing is one of the 
flexibilities specified in the World Trade Organisation’s TRIPS 
agreement, although it has only been invoked on very few 
occasions to facilitate access to medicines, and to date always 
by poor countries. Under the terms of a compulsory licence, the 
government would have to pay remuneration to Gilead, but the 
amount would be much lower than the price they are obliged to 
pay for the patented drug on the commercial market.

NGO

Intellectual property consultancy

Patent attorneys

 Generic manufacturer

Generic manufacturer

Pharmaceutical company

Generic manufacturer

Generic manufacturer
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15 Spanish Ministry of Health. Plan 
estratégico para el abordaje de la 
hepatitis C en el Sistema Nacional 
de Salud. May 2015. http://www.
msssi.gob.es/ciudadanos/enfLesiones/
enfTransmisibles/docs/plan_estrategi-
co_hepatitis_C.pdf

16 Agencia Española del Medicamen-
to. Programa de acceso mediante uso 
compasivo de los nuevos medicamen-
tos para el tratamiento de la hepatitis 
C crónica January 2014. 
http://www.aemps.gob.es/informa/
notasInformativas/medicamentosUso-
Humano/2014/NI-MUH_1-2014-he-
patitis-c-cronica.htm

17 Tardón, L. Los puntos débiles del 
Plan Nacional de la Hepatitis C. El 
Mundo. 20 October 2015. http://
www.elmundo.es/salud/2015/10/30/56
32633846163fd0598b4579.html

Box 3 
Spain: the problem  
in a Microcosm

An estimated 700,000 people in 
Spain have hepatitis C and, of these, 
50,000 are in the advanced phase of 
the disease. Many patients could not 
be treated safely with the standard 
treatments because of the genotype 
of their infection or owing to other 
complications. 

Initially, the Spanish health authorities 
allocated a budget of 125 million for 
the purchase of sofosbuvir (marketed 
by Gilead as Sovaldi) at a price esti-
mated to be around 25,000 for each 
12-week course of treatment  
(the actual figure has never been 
made public by the Spanish Ministry 
of Health). Such an allocation would 
have covered the cost of treating 
5,000 patients in 2015, falling far 
short of covering the real needs. The 
decision was denounced by patient 
associations, which mobilised all over 
the country throughout 2015. Some 
groups demanded an increase in the 
budget allocation and others called 
for the issue of a compulsory licence. 
The Spanish government promised 
to implement a national plan for the 
treatment of hepatitis C that would 
determine the number of patients 
affected and would then decide on 
the scientific criteria that would be 
used to decide which patients should 
receive treatment. 

The broad outlines of that plan were 
presented at the end of February 
201515. The plan recommended using 
the new antiviral drugs to treat all 
patients with F2, F3 and F4 grade 
fibrosis, a decision received with joy 

by medical associations and patient 
groups. Initially, access to Sovaldi for 
patients in particularly serious situa-
tions was managed through the com-
passionate use programme, which gave 
approximately 5,000 people access 
to the drug16. Subsequently, after the 
Ministry of Health accepted respon-
sibility for funding their treatment, 
11,000 more patients were treated in 
2015. By September 2015, 30,000 
patients been treated with Sovaldi17 
and the expectation was that this figure 
would rise to 50,000 by the end of the 
year. However, although the Spanish 
government appeared to have reached 
an agreement with Gilead to acquire 
the drug at lower price, a ceiling of 
727 million was fixed (an amount 
distributed in the form of loans to the 
country’s regional governments). Fur-
thermore, the number of patients ful-
filling the established criteria exceeded 
50,000, an indication that the plan will 
not cover current needs. 

As has happened in other countries, 
the debate in Spain has shifted slowly 
away from budget cuts towards ques-
tioning the justification for the price 
set by the pharmaceutical companies. 
Initially, professional associations, 
patient advocacy groups and political 
parties focused on demanding a larger 
budget to fund treatment; however, 
many people now call into question 
an approach driven solely by the com-
mercial strategy of the patent holders. 
Spain was not particularly active in 
the European negotiations for a joint 
procurement agreement and withdrew 
from the discussion at an early stage.

http://www.ema.europa.eu/docs/en_GB/document_library/Other/2014/10/WC500174796.pdf
http://www.msssi.gob.es/ciudadanos/enfLesiones/enfTransmisibles/docs/plan_estrategico_hepatitis_C.pdf
http://www.msssi.gob.es/ciudadanos/enfLesiones/enfTransmisibles/docs/plan_estrategico_hepatitis_C.pdf
http://www.msssi.gob.es/ciudadanos/enfLesiones/enfTransmisibles/docs/plan_estrategico_hepatitis_C.pdf
http://www.msssi.gob.es/ciudadanos/enfLesiones/enfTransmisibles/docs/plan_estrategico_hepatitis_C.pdf
http://www.alltrials.net/find-out-more/why-this-matters/
http://www.aemps.gob.es/informa/notasInformativas/medicamentosUsoHumano/2014/NI-MUH_1-2014-hepatitis-c-cronica.htm
http://www.aemps.gob.es/informa/notasInformativas/medicamentosUsoHumano/2014/NI-MUH_1-2014-hepatitis-c-cronica.htm
http://www.aemps.gob.es/informa/notasInformativas/medicamentosUsoHumano/2014/NI-MUH_1-2014-hepatitis-c-cronica.htm
http://www.aemps.gob.es/informa/notasInformativas/medicamentosUsoHumano/2014/NI-MUH_1-2014-hepatitis-c-cronica.htm
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2014/10/WC500174796.pdf
http://www.elmundo.es/salud/2015/10/30/5632633846163fd0598b4579.html
http://www.elmundo.es/salud/2015/10/30/5632633846163fd0598b4579.html
http://www.elmundo.es/salud/2015/10/30/5632633846163fd0598b4579.html
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04
Conclusions 

Hepatitis C has achieved more international attention than ever as 
a result of the controversy surrounding the difficulty of accessing 
the latest treatments, even in wealthy countries. Initiatives such 
as UNITAID and Medicines Patent Pool, originally established 
to speed up the development of drugs for HIV/AIDS, tuberculo-
sis and malaria and increase access to such treatments, have now 
incorporated the development of new diagnostic methods and 
treatments for hepatitis C into their area of action18. Likewise, 
organisations that have historically denounced the lack of access 
to treatments for AIDS are now also raising their voices about 
the lack of adequate treatments for hepatitis C and the high rate 
of new infections19. The situation has been further exacerbat-
ed by the fact that most middle-income countries, where the 
majority of those infected reside, were excluded from Gilead’s 
voluntary licensing deal and that most of them defend the right 
of countries to issue compulsory licenses.

Overall, the debate has followed a path remarkably similar to 
that of the discussion fifteen years ago about treatments for 
HIV/AIDS: first the companies try to impose their prices, and 
then they propose a deficient differential pricing policy; finally, 
the countries with sufficient political clout come to the conclu-
sion that the company’s policy is inadequate and decide to take 
unilateral action. This is what India has done and it is not out 
of the question that Europe may decide to take similar steps to 
ensure adequate coverage of the population in need (changes 
in the current policy are not out of the question). 

The category of patients vulnerable to the lack of drug access 
is no longer defined by the traditional borders separating the 
wealthy and the developing world; today, it transcends geo-
graphical boundaries. People in Spain are experiencing the same 
situation that is affecting hundreds of millions of patients all 
over the world. However, notwithstanding the importance of 
the issue, hepatitis C is not the only problem affected by the 
model of pharmaceutical innovation. And rigid interpretation 
of the rules of intellectual property is not the only challenge 
that must be faced. Antimicrobial resistance, which ISGlobal 
will analyse in another case study, illustrates another flaw in the 
current system, one that is very different, but just as worrying.
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The fact that we have advanced in such an unequal way over 
the fifteen years since the HIV/AIDS crisis demonstrates the 
extent to which the model of innovation and access is in need 
of a complete overhaul—a reform going beyond quick fixes for 
specific diseases or populations. At the very least, we need new 
incentives that would make it possible to align the priorities of 
innovation with those of the interests of the broader public.
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