October 2009

Trading Away
Access to
Medicines

How the European Union’s trade
agenda has taken a wrong turn

Oxfam

Interna tional

www.haiweb.org www.oxfam.org



Access to medicines poses a critical challenge in developing countries,
largely because prices are high, and new or adapted medicines and
vaccines to address diseases of the developing world are lacking.! More
than 5 million people in low and middle income countries still lack
access to the anti-retroviral medicines needed to treat HIV and AIDS.2
Non-communicable diseases (NCDs) have unleashed a new epidemic
of suffering across the developing world.? Pandemics are a serious
threat in rich and poor countries alike, but while rich countries can
stockpile medicines, these are often unaffordable for poor countries.*
Most people in developing countries pay for medicines out-of-pocket,
so even a slight price increase can mean that life-saving medicines are
unaffordable.

The patent system, globalized under the Agreement on Trade-Related
Aspects of Intellectual Property Rights (TRIPS),® is the dominant
incentive framework for the development of new medicines,
particularly where there is a profitable market. However this
framework does not provide for innovation that meets health needs
and added therapeutic value for use in countries where profitable
markets do not exist.”

Furthermore, patents (and other forms of intellectual property) for
medicines delay competition by prohibiting low-cost copies (generic
medicines). This results in higher prices for medicines that neither
developing country governments nor poor people can pay without
sacrificing other basic necessities, and has disastrous consequences for
millions of poor people.®

Developing countries have addressed some of the challenges created by
the extension of the patent system under TRIPS. The Doha Declaration
on TRIPS and Public Health was agreed in November 2001 by all World
Trade Organisation (WTO) members. It provided assurance that
intellectual property (IP) rules should not prevent governments from
taking measures to protect public health, while also offering least-
developed countries (LDCs) a transition period to 2016 to implement
TRIPS.® At the same time, the World Health Organization (WHO) has
secured a mandate, based on the political will of governments and
existing evidence, to examine and promote models of innovation that
lie outside the patent system and that have the potential to generate
health products appropriate for developing countries.!” These welcome
shifts have occurred in spite of fierce resistance by the multinational
pharmaceutical industry.

European Union (EU) Member States and the European Commission
(EC) have taken some steps to improve access to health services,



including access to health technologies in developing countries. Within
the EU, many EU Member States have policies in place to reduce
medicines prices for their citizens,!! while the EC has launched an
inquiry into the perverse incentives and abuse of the IP system by
multinational pharmaceutical companies and the costs of these abuses
for health systems and patients.'? The EC is also committing nearly one
billion euro on behalf of Europeans to new research and development
(R&D) aimed at generating new therapies.!?

Yet the EU is guilty of double standards, with the EU’s trade agenda
acting directly against these same objectives in developing countries.
The EU is pushing a range of IP measures that would support the
commercial interests of the pharmaceutical industry, while damaging
the opportunities for innovation and access to medicines in developing
countries. These measures include:

1. Introducing TRIPS-plus rules (IP rules that exceed obligations under
WTO rules) through agreements, especially free trade agreements
(FTAs) with developing countries.

2. Exerting bilateral pressure upon developing countries to prevent the
use of TRIPS public health safeguards to reduce medicine prices.

3. Leading on a new global framework to enforce IP rules, within
which elements of European legislation are resulting in the seizure
of generic medicines in transit, intended for developing countries.

EU demands exceed those pursued by the previous United States
government, whose IP policies were criticized for their negative effects
on health in developing countries for many years by developing
country trade negotiators and Ministers of Health, civil society
groups,'> and inter-governmental organizations.'® Strict levels of IP
protection imposed through EU trade policies will result in a vast
increase of expenditure for medicines purchased by donors, developing
countries, and households. India, which exports two-thirds of the
affordable medicines its generic companies produce to developing
countries, including over 80 percent of the world’s generic anti-
retroviral medicines, could face severe restrictions that would deny
affordable medicines to millions of people in India and jeopardize
exports of its generic medicines to the world’s poorest countries."”

European donors and the European Commission have taken some
initiatives to promote innovation in developing countries. For example,
the Commission has initiated a model programme to improve clinical
trial capacity in developing countries, and it has introduced new
regulations to ensure that studies are carried out in order to assure the
safety of new paediatric medicines for children in all age bands. Yet
overall, not enough has been done and the Commission has not
contributed its fair share to stimulate innovation to address diseases
that disproportionately affect developing countries. Its overall spending
on R&D for innovation for developing countries is growing, but
remains insufficient.



The EU has obstructed progress on measures at the WHO that would
explore new models of R&D to address essential public health needs in
developing countries.!® Without innovation to address these needs,
many millions of men, women, and children will continue to wait for
solutions that fail to materialise.

The incoming European Commission provides an opportunity to bring
much needed coherence to EU policies — a chance to ensure that it no
longer takes with one hand what it gives with the other.

At present, EU policies on innovation and intellectual property
diminish other investments that the EU and Member States are making
to improve health care in developing countries. This makes a mockery
of the Commission’s own drive to demonstrate policy coherence across
its own institutions, and ignores the political will of many stakeholders,
including some Member States of the EU.

While the EC has led in the implementation of these policies, Member
States, with few exceptions, have stood by silently as the EC has
implemented its damaging IP agenda internationally.

In order to improve innovation and access to medicines for developing
countries, Oxfam International and Health Action International
recommend the following:

1. The European Commission and EU Member States should honour
commitments under the MDGs, the Doha Declaration on TRIPS and
Public Health, and relevant World Health Assembly (WHA)
resolutions on innovation and access to medicines, including full
implementation of the WHO “Global Strategy and Plan of Action’.

2. The EU should ensure its trade policy is in line with its development
objectives, including specifically enhancing access to health care and
access to medicines. This includes ensuring that trade rules,
whether multi-lateral, regional, or bilateral, exclude essential public
services such as education, health, and water and sanitation from
liberalization commitments.’® EU Member States must act to hold
the EC accountable when the EC fails to uphold these principles.

3. With respect to IP:

The EU and Member States should not misuse FTAs to introduce
TRIPS-plus IP rules in developing countries to extend monopoly
protection and introduce new enforcement measures, which limit
access to medicines.

The European Commission should stop exerting pressure on
governments that attempt to introduce safeguards and flexibilities to
protect and promote public health.

The European Commission should amend its counterfeiting
regulation to ensure it does not have a detrimental impact on
developing countries, by excluding border measures for violations of
pharmaceutical patents, especially for medicines in transit.



The EU should ensure that the Anti-Counterfeiting Trade Agreement
(ACTA) does not set a new global standard for intellectual property rules
(IPR) that impedes access to medicines in developing countries.
Therefore, the EU should ensure that patents are excluded from any
agreed framework.

The European Commission and Member States should identify and
support other measures to improve access to generic medicines in
developing countries, including the UNITAID patent pool for HIV and
AIDS medicines.

. With respect to R&D:

European donors, including the Commission, should scale up financial
contributions to R&D to address diseases that disproportionately affect
people living in developing countries, especially through alternative
funding mechanisms that promote therapeutic innovation.

The EU should also support Product Development Partnerships (PDPs)
that are designed to deliver affordable and effective new products, and it
should continue building R&D capacity in developing countries.

The EU should support the implementation of the World Health
Organization’s Global Strategy and Plan of Action (GSPA) on Public
Health, Innovation and Intellectual Property, and support the Expert
Working Group in its efforts to explore new models of innovation that
increase both innovation and access.

The European Commission should take appropriate measures to ensure
that specific initiatives such as the Innovative Medicines Initiative (IMI)
meet real health needs, and that both the IMI and the EUs regulation on
children’s medicines can also be to the benefit of developing countries.

ACTA Anti-Counterfeiting Trade Agreement

EU  European Union

EC European Commission
DG  Directorate General
FTA  Free Trade Agreement

IMI Innovative Medicines Initiative
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Intellectual Property

IPRs Intellectual Property Rights

MDG Millennium Development Goal
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WHO World Health Organization

WTO World Trade Organization

WIPO World Intellectual Property Organization



The right to health is broadly recognized by governments and
international organizations in constitutions and international treaties.?
Yet approximately two billion people lack regular access to essential
medicines in developing countries, in part due to high prices of existing
patented medicines.?! High medicine prices can be an absolute barrier
to treatment, or create difficult choices for poor households that must
either pay out-of-pocket for their medicines, or buy other basic
necessities instead, such as food. The cost of medicines represents the
greatest share of health care expenditures for people in poor countries.
Expenditures on pharmaceuticals range from 10 to 20 percent of
expenditures on health in the richest countries and 20 to 60 percent in
poorer countries.?? Unlike many rich countries, most developing
countries lack universal health insurance. Across Asia, medicines
comprise between 20 and 80 percent of out-of-pocket health care costs.?
In Peru, where 70 percent of expenditures on medicines are paid for
out-of-pocket, only 52 percent of the population has health insurance,
and coverage mostly excludes those below the poverty line.?*
Additionally, innovation is inadequate for medicines needed to address
diseases disproportionately affecting people in developing countries,
leaving many people without effective treatment.

In recent years, progress has been made to improve innovation and
access to medicines. In 2001, all World Trade Organization (WTO)
Member States signed the Doha Declaration on Trade Related Aspects
of Intellectual Property Rights (TRIPS) and Public Health, recognising
concerns about the effects of intellectual property (IP) rules on generic
competition, a proven mechanism to reduce medicine prices. The
Declaration affirms that IP rules should not prevent countries from
taking measures to protect public health.?> Lower prices for medicines,
achieved through generic competition, have enabled 4 million people to
start treatment for HIV and AIDS.?® Moreover, developing countries,
such as Thailand, have used WTO rules to reduce medicine prices and
provide free, public-sector treatments for HIV and AIDS, cancer, and
cardiovascular disease.?”

Efforts to encourage R&D into diseases that disproportionately affect
developing countries are encouraging. Some product development
partnerships (PDPs) suggest a pipeline of promising medicines and
vaccines that could deliver new treatments for neglected diseases, while
innovative financing mechanisms have introduced incentives to
encourage private sector R&D for the same purpose.” In addition, new
models of innovation and access such as patent pools and prize funds
have been tabled. These could generate technologies that meet the
health needs of developing countries.?



The European Union, under the present Treaty and under Lisbon,
commit to the principle of ‘Health in all Policies’,* which guarantees
that a ‘high level of human health protection shall be ensured in the
definition and implementation of all Union policies and activities.’3!
The Treaty also stipulates that all the European Union’s external
policies should be coherent with the EU’s development objectives. Yet
the European Union, led by the European Commission, particularly the
Directorate-General (DG) Trade, is acting in ways that will reverse
progress made by many towards achieving better access to medical
products in developing countries. Instead of implementing coherent
polices to improve public health, the EU has introduced policies and
practices that undermine access to affordable medicines by
strengthening IP protection in developing countries to advance the
interests of multinational pharmaceutical companies.

EU trade policies therefore undermine the obligations that EU Member
States assumed under the Doha Declaration on TRIPS and Public
Health, their commitments in numerous World Health Assembly
(WHA) resolutions, and their responsibilities to reach the Millennium
Development Goals (MDGs) by 2015. These commitments established a
moral obligation among EU Member States to protect public health and
promote development. Member States should ensure that this stance is
reflected in trade policies implemented by the European Commission.

Member States should ensure that aid and trade policies promoted by
the Commission are coherent and complementary, and not only benefit
EU citizens, but also meet the needs of people in developing countries.
They should speak up to correct the double standard whereby the EU
allows polices that promote commercial interests to undermine its
development activities on global public health.



In 1995, all countries agreed to the TRIPS Agreement, which imposed a
global system of IP rules, including patent protection for medicines for
at least twenty years. The TRIPS Agreement was a major victory for
rich countries and the pharmaceutical industry at WTO negotiations. It
represented the single greatest expansion of intellectual property
protection in history. Developing countries voiced serious concerns
that the new IP rules would delay competition from generic medicines,
resulting in higher prices that would have disastrous consequences for
millions. Developing countries have also found that the administrative
costs to implement TRIPS have been particularly costly.?

Safeguards under the TRIPS Agreement to protect public health, also
known as TRIPS flexibilities, were designed to guard against the high
prices of patented medicines; provide exceptions to patent monopolies;
and ensure early onset of generic competition once medicine patents
expire. In the decade that followed the passage of the TRIPS
Agreement, the multinational pharmaceutical industry has fought
persistently to limit the ability of developing countries to use these
safeguards and flexibilities, which they argue “steal” their innovation
and reduce incentives for new R&D that could benefit developing
countries. While a few developing countries have managed to use these
flexibilities on a limited basis, the efforts of the multinational
pharmaceutical industry have historically been bolstered by the US
government. It has engaged a variety of strategies to apply pressure on
developing countries to prevent them from using the safeguards and in
order to introduce additional IP protections.

Since TRIPS, the rationale for the IP policies promoted by the
pharmaceutical industry has lost credibility. Instead, there is a growing
consensus among developing countries, civil-society groups, and inter-
governmental organisations that IP rules should be sufficiently flexible
to meet public health needs,* and that alternatives to a patent-based
system are needed to stimulate therapeutically valuable innovation.**
The prices of old and new anti-retroviral medicines indicate the need
for a different model (see Box 1).



Box 1: Successes and challenges with HIV and AIDS
treatment

Prices of anti-retroviral (ARV) medicines have fallen dramatically due to
generic competition, which has reduced prices for first-line’ ARV medicines
from $10,000 per patient per year to less than $80 for the lowest-price
combination.®® But new ARVs, protected by patents and other forms of IP,
cost between five and ten times as much as first-line medicines.*® In the
absence of price competition, they are likely to remain unaffordable.
UNITAID, the global purchasing facility, has identified the high price of new
anti-retroviral medicines and the lack of innovation for new formulations and
combinations as two key barriers to scaling up HIV and AIDS treatment
across the developing world.*” UNITAID is working to create a market for
these products, so that prices decrease while availability improves.

Developing countries now face a growing burden from non-
communicable diseases (NCDs) as well as from infectious diseases. The
WHO estimates that over 80 per cent of all deaths from NCDs today
occur in developing countries. It is clear that, in order to meet health
needs in these countries, all disease groups need to be addressed.

The fact that global IP protection does not deliver innovation that
addresses the needs of developing countries has become undeniable.
The WHO Commission on Intellectual Property, Innovation and Public
Health, in a landmark report, asserted that ‘for diseases affecting
millions of poor people in developing countries, patents are not a
relevant factor or effective in stimulating R&D and bringing new
products to the market.”®® Increasing levels of IP protection, it
continued, will not reverse the neglect of R&D, noting that ‘there is no
evidence that the implementation of the TRIPS Agreement in
developing countries will significantly boost R&D in pharmaceuticals
on Type II, and particularly Type III diseases.* Insufficient market
incentives are the decisive factor.”#? IP rules can in fact, inhibit
innovation, as excessive patenting of both compounds and research
tools hinders follow-on public and private research.

Medicines for neglected diseases account for only one per cent of new
chemical entities reaching the market.*! Although the WHO declared
Tuberculosis (TB) a ‘global emergency’ in 1993, therapies to treat the
disease have advanced little in over nearly two decades. *? Similarly, the
dearth of new antibiotics should be viewed against the backdrop of an
alarming rise in resistant infections worldwide that threaten global
public health. In general, levels of innovation by the pharmaceutical
industry have been disappointing.

In recognition of this situation, all countries, including EU Member
States, agreed to a comprehensive ‘Global Strategy and Plan of Action
on Public Health, Innovation and Intellectual Property” at the WHA in
May 2008.# The strategy promotes measures to increase access to
medicines, while exploring new approaches to innovation, including
some that are outside an IP-based system.



The EU, aware of increased global competition, and in particular from
emerging economies such as India, has taken steps to protect its
innovative research-based industry. These measures lead to higher
medicine prices in developing countries. Yet Member States and the
European Commission also defend the interests of European citizens by
protecting them from over-charging by the pharmaceutical industry.

Many EU Member States use price controls and generic prescribing
and dispensing to reduce prices and ensure access to medicines for
their populations.* Although there are 27 different pharmaceutical
systems across the EU, 24 out of 27 have price controls,* and nearly
all have introduced mechanisms to protect vulnerable groups from
excessive out-of pocket payments.

The Commission has also played a role in attempting to ensure fair play
through an inquiry initiated by DG Competition in 2008, when it
investigated delayed entry of generic medicines into European
pharmaceutical markets. The inquiry revealed that IP systems, while
playing a role in innovation, contain perverse incentives and are often
abused. Over the period 2000-07, generic entry of a large number of
medicines was delayed by up to seven months each, costing Europe
three billion euro.* Strategies to delay generic competition included:

Patent clusters (individual medicines can be covered by almost 100
patent families, resulting in 1,300 patents or pending applications in
all of the Member States);

Originator-initiated litigation against generics companies;
Originator-initiated injunctions to delay entry of generic medicines;

Bilateral settlements between originator and generic companies
which limit generic entry of medicines;

Life-cycle patent management and secondary patenting of
medicines; and

Interventions in proceedings for marketing authorisation of generics.
The report’s findings indicate that the current incentive system for

pharmaceutical companies is deeply flawed. For originator companies,
it is more attractive to invest in marketing and litigation practices than



to invest money into R&D.#

DG Competition has suggested measures to curtail these practices that
include: prohibiting or curtailing third-party interventions that lead to
delays in generic marketing approval for medicines; expediting generic
marketing approval and enforcing deadlines; strengthening automatic
pricing and reimbursement rules; penalising originator companies who
question the quality of equivalent generic products; and recommending
obligatory generic prescribing. These proposals indicate that the
Commission is serious about ensuring that IP rules do not endanger
access to medicines when its own governments or citizens are paying
the bills.

The European Commission has led on a European initiative to foster
European R&D through the Innovative Medicines Initiative (IMI), a
public-private partnership with the European Federation of
Pharmaceutical Industries and Associations (EFPIA). The objective of
IMLI is to develop knowledge sharing, tools, and methods that will
facilitate the development of better medicines.*® The IMI has a budget
of two billion euro for the period 2009-13, with half of the funds
coming from the EU and the pharmaceutical industry providing the
rest.

In September 2009, the IMI announced a call for proposals for a second
round of funding — with nearly 80 million euro from the EU budget.
This second round includes funding opportunities to improve R&D for
cancer and for other diseases that have high value for the industry. To
date, there appears to be no assurance that this initiative connects with
health needs in developing countries.>' Yet the European Parliament
and individual Member States have repeatedly indicated that they
support strategies that have a vision beyond Europe’s interests.

Member States seem to have the political will to ensure that the prices
of medicines do not compromise access to medicines within their
borders, and are prepared to negotiate with the pharmaceutical
industry to this end. Furthermore, the EC has developed initiatives to
promote access and innovation in the EU, including explicitly curtailing
excesses of the IP system. This stands in sharp contrast with DG Trade’s
policy towards other countries and reeks of an unjust double standard.
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Until recently, the US government was willing to impose sufficiently
strict levels of IP protection (TRIPS-plus rules) on developing
countries in order to serve the interests of the originator
pharmaceutical industry. TRIPS-plus rules exceed minimum WTO
obligations and create new barriers that impede access to medicines in
developing countries.?? However, recent changes to US trade policy
have left the multinational pharmaceutical industry without a reliable
partner. The evidence indicates that the EU has stepped in to fulfil this
role, imposing demands that exceed those previously pursued by the
US government.® So far, this new role has not been countered by
strong opposition from the EU Member States.

Competence to formulate and implement EU trade policy, including on
IP, is delegated to the European Commission on behalf of EU Member
States, including external IP policy. The strategy paper ‘Global
Europe’,> aimed at maximising the competitiveness of European
companies abroad, provides the framework within which the EU
pursues its IP policy. To this end, the EU has focused on extending
monopoly protection for patented medicines in developing countries,
while limiting the ability of developing countries to use TRIPS
safeguards to protect public health. Strategies used by the EU include
free trade agreements, bilateral pressure, and enforcement rules.

In its defence, the European Commission likes to mention its adherence
to the Doha Declaration on TRIPS and Public Health, as well as a tiered
pricing policy to improve access in developing countries.® Yet its
reference to the Doha Declaration is often an empty gesture, as it does
not overcome its parallel efforts to impose stringent IP rules upon
developing countries. These parallel efforts run directly counter to the
spirit and intent of the Doha Declaration. Furthermore, tiered or
differential pricing, while supported by Oxfam as one measure to
improve access, has been barely used by pharmaceutical companies,
and there is no consensus that tiered pricing can ensure sustainable
access, by itself, in the long term.%



Having failed to introduce stricter IP rules at the WTO, the
pharmaceutical industry now relies heavily on litigation, lobbying,
FTAs, and other agreements* to impose TRIPS-plus rules in developing
countries. A series of bilateral and regional FTAs with such rules is
another means of pushing for upward harmonization of stringent IP
rules globally.

As recently as 2004, EU Member States were adamantly against FTAs
with TRIPS-plus rules. At the 2004 World AIDS Conference, the French
President, Jacques Chirac, declared that efforts by the USA to sign an
FTA with Thailand would severely affect access to anti-retroviral
medicines and was ‘tantamount to blackmail’.5

Yet the EU has now evolved into a champion of these same agreements,
pursuing regional and bilateral FTAs with developing countries such as
Colombia, Peru, India, the Central American trading bloc, and the
ASEAN® countries.

In these negotiations the EU has attempted to implement the following
TRIPS-plus provisions:®

Significantly enhancing protection for clinical trial data by providing
up to 11 years of exclusive use of such data to obtain marketing
approval (also known as data exclusivity®), effectively prolonging
monopoly protection for medicines;®

Extending patent monopolies through supplementary protection
certificates (SPC) (also known as patent extensions);*

Introducing enforcement measures which potentially obstruct the
import, transit, or export of legitimate generic medicines.*

The EU has also failed to make any commitments, through FTAs or
otherwise, on promoting technology transfer to developing countries.®

The European Commission has defended its approach to FTAs by
noting its implementation of the ‘Paragraph 6 Amendment’ of the Doha
Declaration on TRIPS and Public Health and its inclusion of the
Paragraph 6 amendment in the IP chapter of FTA texts. The Paragraph
6 Amendment was intended to find an appropriate solution to ensure
that countries with insufficient or no domestic manufacturing capacity
could import generic medicines under a compulsory license. This has
been deemed mostly unworkable, and a ‘solution wrapped in red tape’.
In fact, the Paragraph 6 Amendment, despite its implementation in the
EU since 2006, has not been used once in the EU, and has only been
used once through Canadian legislation, to export anti-retroviral
medicines to Rwanda.®® The Amendment is not a substitute for generic
production of medicines, and generic medicines exported under
Paragraph 6 cannot be exported to developing countries that do not
qualify as LDCs.
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IP rules in EU FTAs have provoked fierce resistance. Recently, the
Andean community trade negotiation fell apart when Ecuador and
Bolivia left the negotiation due in large part to concerns that strict IP
rules would restrict access to medicines. Nevertheless, the EU has
pressed on with negotiations to enforce strict IPRs with the remaining
Andean countries. ¢

Developing countries are right to be concerned. Prospective and
retrospective impact studies confirm that TRIPS-plus rules threaten access
to affordable medicines. Over time, these measures will have dramatic
public health consequences in developing countries (see Box 2).

Box 2: Public health impacts of free trade agreements

FTA Source Public health impact

EU- IFARMA By 2030, patent term extensions could
Colombia prospective result in an increase of nearly $280m in
FTA* study expenditures for medicines. Data

commissioned exclusivity rules could result in an increase

by HAI Europe. | of more than $340m of expenditures on
medicines. Patent extensions and data
exclusivity might jointly result in an
increase in expenditure of more than
$620m. Increased expenditures of this
magnitude would be equivalent to the
expenditure on medicines of more than
five million Colombians belonging to the
poorest quintile in the country.®®

US-Jordan | Oxfam Data exclusivity for medicines resulted in

FTA International significant delays to introducing generic
competition for 79 per cent of medicines
examined in the study. This led to
between two- and ten-fold price increases
for key medicines to treat cardiovascular
disease and cancer. The availability of
generic equivalents would have reduced
expenditures on medicines by at least an
estimated $6.3—-$22.05m during the study
period from mid-2002 to 2006.

Us- Centre for An FTA signed between the USA and
Guatemala | Policy Analysis Guatemala, Honduras, Nicaragua, El
FTA on Trade and Salvador, Costa Rica, and Dominican
(CAFTA) Health Republic has led to significant delays in

generic competition in Guatemala for
medicines needed to treat major causes of
morbidity and mortality, including

diabetes, heart disease, pneumonia, and
HIV and AIDS. This led to increases in
medicine prices ranging from 2 to 58 times
the cost of the generic equivalent. Delays
in generic competition resulted in the
introduction of generic competitors in the
USA prior to their introduction in the
Guatemalan market.

* Prospective impacts of the EU-Peru FTA, employing the same methodology, are similar to
findings in Colombia. These studies were commissioned during the EU-Andean community trade
negotiations. After objections by an alliance of Latin American and European civil society,”® and the
countries in question, TRIPS-plus rules have been modified to reduce public health impacts on
negotiating partners.



Furthermore, strict IP rules that exceed minimum WTO obligations
have limited or no economic benefits for poor countries as innovation-
based economies tend to grow through imitation at lower levels of
economic development.”’ Historically, developed countries only
implemented the IP rules the EU seeks to impose on developing
countries once they had attained far higher levels of economic
development.”

Impacts of new FTAs can extend beyond the borders of those countries
that sign an agreement. An EU agreement with India would be
particularly harmful, because India plays a key role as the ‘pharmacy of
the developing world’, exporting 67 per cent by volume of the
medicines its generic companies manufacture to developing countries,
and providing over 80 percent of the world’s generic anti-retroviral
medicines. If India signed an FTA with the EU containing the harmful
demands indicated above, access to medicines in poor countries would
be in jeopardy. Not least affected would be EU Member States and the
EU, which purchase key medicines for HIV and AIDS destined for
developing countries through bilateral and multilateral financing
instruments.

The EU introduced a “Watch List” in 2006, emulating the US “Special 301
Watch List’, which is used to pressure developing countries that fail to
comply with high levels of IP protection as preferred by the EU. The EC
is using the Watch List to pressure countries with which it intends to
conclude trade agreements. It does this by noting the alleged
deficiencies in those countries’ IP frameworks that could be remedied
through an FTA. The list is currently being updated, and will provide a
term for rights-holding companies to charge countries that are, in their
judgment, not doing enough to enforce IPRs.” Other bilateral pressure
is also applied. Though specifically permitted by the TRIPS Agreement
and reaffirmed in the Doha Declaration, compulsory licences are
vehemently opposed by pharmaceutical companies, and governments
daring to issue such licences are censured. By issuing a compulsory
licence, a government authorises the production and marketing of a
cheaper generic version of a patented medicine on the condition that an
authorised generic firm pays a licence fee to the patent holder. A
compulsory licence, or even the mere threat of one, will typically cause
substantial decreases in the price of a given medicine. Yet few countries
use compulsory licensing, despite high medicine prices, for fear of
retaliation. Prior efforts by Thailand” and Brazil to use compulsory
licensing were met with pressure by both developed countries and the
multinational pharmaceutical industry.” The European Commission’s
recent effort to curtail Thailand’s use of compulsory licensing is an
example of such pressure (see Box 3).
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Box 3: EC pressure on Thailand’s use of compulsory licensing

Thailand has used compulsory licensing to reduce high medicine prices and
expand treatment for cancer, HIV and AIDS, and cardiovascular disease
through the country’s public health system. Without lower prices, neither the
government nor most of its citizens would be able to purchase these
medicines. Multinational companies, the USA, and the EC have placed co-
ordinated pressure on the Thai government to abandon its efforts. The
previous EC Trade Commissioner, Peter Mandelson, wrote to the Thai
Minister of Commerce to complain about the Thai government’s use of
compulsory licences.” Since then, the EC has entered into FTA
negotiations with Thailand (as part of ASEAN) with the intention to introduce
TRIPS-plus rules that would delay generic competition and prevent the Thai
government from using public health safeguards, such as compulsory
licensing. The bilateral pressure exerted by the EC seems to have had the
desired effect. Currently, the new Thai government is considering reforms to
its IP policy that would scale back many of the gains of recent years.”

The EU is taking the lead in a global offensive to increase enforcement
of IP under the banner of combating counterfeiting through new global
rules that could, if implemented, seriously undermine access to
affordable generic medicines.” Under the TRIPS Agreement,
enforcement of IP is to a large extent left to the discretion of each WTO
member. Yet the EU, alongside others, is seeking to introduce an
international regulatory framework for enforcement.” Cynically, the
European Commission has sought to justify new enforcement measures
by claiming that the new rules will save lives in poor countries by
halting the trade in ‘counterfeit’ medicines.” In reality, enforcement
rules could undermine efforts to identify and remove dangerous
medicines in developing countries. Scarce resources could be directed
to enforce IP rules on behalf of pharmaceutical companies, instead of
being used to ensure quality of medicines.®

The WHO defines counterfeit medicines as deliberately mislabelled
products with respect to identity or source. If a medical product is not
mislabelled, it is not a counterfeit.8! As such, counterfeit medicines are
often, but not always, medicines that wilfully infringe a trademark,
which is a type of IP distinct from a patent. It is not the IP status of a
medicine that determines the quality or safety of a medicine.®?

Arresting the trade in counterfeit medicines is a legitimate aim, and
counterfeit medicines do pose a threat to public health. However, the
issue of counterfeiting has been conflated with the wider issue of
quality and safety. The dominant threat to public health in developing



countries is the broader problem of sub-standard, adulterated, and
contaminated medicines that can be either branded or generic
medicines.® This problem cannot be adequately addressed by only
policing mislabelled medicines. Halting the trade in unsafe and
dangerous medicines requires better regulation of the pharmaceutical
supply chain from producer to end user, for which it is particularly
important to strengthen drug regulatory authorities in developing
countries.®

However, the European Commission now asserts that it is necessary to
review all legitimate generic medicines of guaranteed quality for
infringements of the Community’s IP rules, to ensure the medicines are
safe.®> With this approach, the EU has opened the door to state-
sponsored harassment of the legal trade in quality generic medicines.
The approach championed by the European Commission supports only
the narrow interests of the multinational pharmaceutical industry and
ignores major and legitimate concerns put forward by developing
countries, civil-society groups, and pharmaceutical experts.

To strengthen its own enforcement regime on IP, the EC has
implemented regulations that empower customs officials to seize
medicines suspected of infringing its IP rules.®® Under the TRIPS
Agreement, IP rules are defined at the national level by each country
consistent with minimum obligations under WTO rules.#” By applying
EC rules at the border via the enforcement agenda, the EC is imposing
its internal IP standards on the rest of the world. In doing so, the EC is
obstructing commercial channels for generic medicines across the
world, which has enormous consequences for public health.

In particular, an EU customs regulation, amended in 2003, expanded
the authority of customs officials beyond trademarks and copyright
infringement to include patent infringement.* Thus, under the
amended regulation, customs officials, at the behest of pharmaceutical
companies, make patent (and trademark) assessments at the border for
medicines that are either being imported, exported or are “in-transit’
through an EU port. These measures, justified as a way to curb
counterfeiting and the spread of dangerous medicines, in effect place
border and customs officials at the service of the multinational
pharmaceutical industry — enforcing IP on its behalf. This channels
state resources towards the enforcement of all IP, irrespective of
whether the IP claim is legitimate in the first place. Although
companies are entitled to pursue legitimate concerns with respect to IP
violations, it should be their responsibility to do so through the courts
in the country of origin or destination.

The new powers have led to seizures of legitimate generic medicines in
transit through the EU and intended for developing countries, to treat
diseases such as HIV and AIDS, cardiovascular diseases, and common
infections. The seizures are a chilling illustration of the possible

17



18

consequences of border measures implemented on a global scale (see
Box 4).

Box 4: Seizures of legitimate generic medicines intended for
poor countries

Since late 2008, customs officials in the Netherlands and Germany have
seized 19 shipments of legitimate generic medicines. Of the shipments, 18
were legally manufactured and exported from India (and one shipment from
China) and intended for developing countries where they could be legally
imported.® Patents did not exist on the medicines in either the country of
origin or destination. These shipments were seized as a result of national
implementation of the EU regulation. Even though the medicines were in
transit, and thus not intended for domestic consumption in the EU, border
officials in both countries seized the medicines because they violated IP
protections in the EU. Medicines that were seized included a cardiovascular
disease medicine (Losartan) intended for Brazil,”® and a key anti-retroviral
medicine, (Abacavir) intended for Nigeria. The anti-retroviral medicine was
produced in India and paid for by UNITAID, a medicine purchasing facility
funded in large part through aid from the UK and through an airline tax
levied in France.®* After public outcries and pressure by the countries in
guestion, the batch of Losartan was eventually sent back to India, while the
batch of Abacavir was released and sent on to Nigeria.

These seizures have generated condemnation from civil society groups,
inter-governmental organisations, and UNITAID. The Indian
government has indicated that it is likely to file a complaint before the
WTO Dispute Settlement Body to declare the EU anti-counterfeiting
regulation illegal.”> EU Member States have expressed concern. The
Dutch government has been particularly vocal towards the
Commission, as nearly all seizures of medicines intended for
developing countries have occurred at its main airport.

Initially, the response of the EC was of measured defiance, with DG
Trade going so far as to say that other countries should be ‘grateful to
the EU for saving lives’.”> More recently, the EC has signalled that it
may be willing to change its approach.*

The EU is aggressively seeking to extend TRIPS-plus rules globally by
exporting its IP enforcement measures through FTAs with developing
countries — via efforts at multilateral organisations like the WHO and
the World Intellectual Property Organisation (WIPO), and separately
through the negotiations of the Anti-Counterfeit Trade Agreement
(ACTA). The implementation of these measures will force developing
countries to channel government resources into protecting the
trademarks and patents of multinational pharmaceutical companies. As
such, enforcing private rights will place a significant burden on
developing countries and impede countries seeking to address more
pressing public policy priorities.”> Generic companies would be less
able to challenge frivolous patents and would fear seizures of their



medicines. Under such a framework, the position of the IP rights-holder
would be strengthened, to the detriment of generic competitors,
effectively leading to extended monopolies for medicines in developing
countries.

As part of a broader framework, and as mentioned earlier, the EU is
pursuing ACTA, which is currently a pluri-lateral trade negotiation
between 12 countries and the EU Member States, represented by the EC
and the EU presidency. The Agreement has the express purpose of
developing and implementing a multilateral IP enforcement scheme.
The ACTA ‘Key Elements Under Discussion’® concerning injunctions,
border measures, criminal penalties, and enforcement practices
suggests the Agreement may seek to introduce the same policies that
have obstructed and deterred legitimate generic competition within the
borders of the EU. This would include introducing criminal and
financial penalties for violations of patents, and even go so far as to
hold manufacturers of active pharmaceutical ingredients (APIs) liable
for counterfeiting and enforcement violations. However, verifying the
true intent, scope, and purpose of ACTA is impossible, because all
negotiating parties, including the EU, refuse to release the text to public
scrutiny.

The EU’s IP policies promoted by DG Trade undermine the efforts of
other Directorates within the European Commission, and the efforts of
EU Member States at a national level, to promote access to health care
in developing countries. Yet, even as the actual and potential harm to
these policies continues to grow, concerns by EU Member States and
other Directorates within the Commission, with few exceptions, remain
muted.

In recent years, Oxfam International has applauded the efforts of the
Commission to strengthen health care systems in developing countries
(the EU is a major funder of health care in developing countries). As
part of the EU development agenda, its funding contributes to
financing health-sector and general budget support. Such policies
enable governments to expand public health services for poor people.
Sector budget support also strengthens governments’ capacity to plan
and implement national priorities and recurrent costs such as recruiting
and paying salaries for health workers — a key strategy to ensure access
to medicines. The EUhas also contributed to donors’ co-ordination
mechanisms at the country level via sector wide approaches (SWAPs).
This leads to the pooling of donor resources to ensure improved
funding for public health services, including medicines. The funds from
the EUbudget also contribute to financing the Global Fund to fight
HIV/AIDS, TB and Malaria, which funds two-thirds of global Malaria
and TB programmes, including paying for medicines. Alongside these
efforts, EU Member States have implemented programmes to improve
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access to medicines in developing countries.”

In general, despite these strong financial commitments to global health,
trade policies that would ensure access to medicines have not yet
followed. In recent months, DG Development has led efforts to define
policies on the EU’s role in Global Health which should include
recommendations on how to improve internal and external coherence
related to trade and access to medicines. The European Parliament,
through resolutions, recommendations, and letters, has communicated
its concerns on trade agreements and access to medicines in developing
countries.”

Yet, no groundswell of action has followed. Only a few Member States
have repeatedly voiced concern (including the Netherlands, Finland
and the UK®). Without pressure from Member States for the DG Trade
to change course, the steady march towards stricter IP rules in
developing countries will continue unabated, with potentially
devastating consequences for people living in poverty.



EU policies and those of Member States to improve innovation in order
to meet health needs in developing countries are a mixed bag of
positive, inadequate, and harmful policies and practices.

Despite an overall shortfall in financing for R&D for developing
countries (see below), the financial disbursements that the EU has made
are often spent on valuable and effective programmes. For instance,
Oxfam International has previously lauded the European Clinical Trials
and Development Partnership (ECTDP) for devoting financial
resources (200 million euro) to improving clinical trial capacity — a key
component of medical R&D - in sub-Saharan Africa.'®

The EU has also taken crucial steps to improve the safety of children’s
medicines with respect to studies that relate dosages to age and weight.
The lack of such studies has resulted in doctors and nurses having to
split adult tablets into fractions, with the consequence of harmful
under- and over-dosing to children, based on little more than
guesswork on the part of the prescribers.!0!

To address this deficiency, in 2007, the European Medicines Regulatory
Agency required that all new products submitted for licensing in the
EU must go through clinical trials in children.®> The implications of the
new rules should not be underestimated, as studies must be done in all
age and weight bands. This is a very considerable undertaking, which
involves substantial extra costs. However, the regulation compensates
companies by allowing an extended patent term.!® Extended patent
protection can lead to delays in generic competition, thus reducing
access in developing countries.

Over the last decade, some avenues to improve R&D for poor people
have emerged, including: PDPs, which are funded by a mix of public
and private resources; clinical trial and manufacturing facilities in
developing countries; and basic academic and laboratory research.
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In gross terms in 2007, according to a recent report released by the
George Institute, the EU spent approximately $121m on R&D, while
both the Commission and EU Member States collectively invested
nearly $385m.!* While this is seemingly a considerable sum of money,
it is still insufficient, especially when compared with annual financial
contributions by the USA and even the Gates Foundation.!> Although
recent studies have demonstrated that the EU is more productive than
the USA in terms of overall R&D for medicines, funding for neglected
diseases still lags far behind. Insufficient funding has immediate
implications for global health. Recent figures from the Treatment
Action Group indicate a global funding shortfall of nearly $800m per
year for TB R&D.'% Under-funding of PDPs may mean that, ‘the eight
or nine drugs that PDPs might be expected to bring to market in the
next five years will stay where they are — in the pipeline.”'?”

In 2006, the WHO launched a process to develop a public health
consensus among all Member States to improve both innovation and
access to medicines, especially in developing countries. At the 2008
World Health Assembly (WHA), Member States agreed on a Global
Strategy and Plan of Action that would mandate WHO to address
critical barriers to innovation and access in developing countries. At
times during negotiations, the EU played an unconstructive role. It
opposed reaffirmation of the Doha Declaration on TRIPS and Public
Health, or that public health must be prioritized over commercial
interests. It also wanted to prevent the WHO from asserting that
middle-income and developing countries shall have the right to
implement TRIPS flexibilities to either import or produce generic
versions of new medicines.'” Finally, at the 2008 WHA, the EU blocked
inclusion of WHO as a stakeholder for the design of a new Essential
Health and R&D treaty that seeks to enhance standard-setting for
global health and to explore new models of financing and innovation.!®



An emerging consensus requires governments to promote and protect the right to health,
including the provision of essential medicines. This responsibility cannot be traded away to
accommodate the commercial interests of multinational pharmaceutical companies.

Developing countries are facing increased risks to public health which include: a worsening
burden of infectious diseases such as HIV and AIDS, TB, and pneumonia; an increasing
challenge from NCDs; and continuing prevalence of untreated neglected diseases.

With the change of Commission, these realities provide the context for a re-examination by the
EU as to the incoherence of its trade polices with development objectives. Where these policies
favour the Union’s interests at the expense of the health of poor people in developing countries,
the policies of the EU must change.

For the EU to curb IP abuses by the pharmaceutical industry within the Union while pressing
for more onerous IP protection in developing countries, amounts to an unacceptable double
standard. The EU is imposing a trade agenda that enables pharmaceutical companies to
strengthen their monopoly powers, resulting in delayed generic competition and higher
medicines prices in developing countries. This is inconsistent with its own development
agenda, which has a long and successful record of support for health care in developing
countries, backed by the European Parliament and the Member States.

These policies also undermine the obligations undertaken by the EC and Member States when
they committed themselves to reaching the MDGs, the Doha Declaration on TRIPS and Public
Health, and the WHO Global Strategy and Plan of Action. They are inconsistent with the spirit
and substance of much beneficial assistance to the health of people living in poor countries.
And they go some way towards negating the political and financial support that EU Member
States and the EC itself have contributed to improve innovation and access in developing
countries.

The EU is not committing sufficient resources to catalyze medical innovation on behalf of
developing countries, and is cynically blocking progress at WHO to build a political consensus
towards new models of innovation to address urgent health needs in developing countries.

Member States and the European Parliament must use their powers to ensure that the new
European Commission radically reforms its policies. To accomplish these reforms, Oxfam
International and Health Action International recommend the following;:

1. The European Commission and EU Member States should honour commitments under the
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MDGs, the Doha Declaration on TRIPS and Public Health, and relevant World Health
Assembly (WHA) resolutions on innovation and access to medicines, including full
implementation of the WHO “Global Strategy and Plan of Action’.

2. The EU should ensure its trade policy is in line with its development objectives, including
specifically enhancing access to health care and access to medicines. This includes ensuring
that trade rules, whether multi-lateral, regional, or bilateral, exclude essential public services
such as education, health, and water and sanitation from liberalization commitments.!'® EU
Member States must act to hold the EC accountable when the EC fails to uphold these
principles.

3. With respect to IP:

e The EU and Member States should not misuse FTAs to introduce TRIPS-plus IP rules in
developing countries to extend monopoly protection and introduce new enforcement
measures, which limit access to medicines.

e The European Commission should stop exerting pressure on governments that attempt to
introduce safeguards and flexibilities to protect and promote public health.

e The European Commission should amend its counterfeiting regulation to ensure it does not
have a detrimental impact on developing countries, by excluding border measures for
violations of pharmaceutical patents, especially for medicines in transit.

e The EU should ensure that the Anti-Counterfeiting Trade Agreement (ACTA) does not set a
new global standard for intellectual property rules (IPR) that impedes access to medicines
in developing countries. Therefore, the EU should ensure that patents are excluded from
any agreed framework.

e The European Commission and Member States should identify and support other measures
to improve access to generic medicines in developing countries, including the UNITAID
patent pool for HIV and AIDS medicines.

4. With respect to R&D:

e European donors, including the Commission, should scale up financial contributions to
R&D to address diseases that disproportionately affect people living in developing
countries, especially through alternative funding mechanisms that promote therapeutic
innovation.

e The EU should also support Product Development Partnerships (PDPs) that are designed to
deliver affordable and effective new products, and it should continue building R&D
capacity in developing countries.

e The EU should support the implementation of the World Health Organization’s Global
Strategy and Plan of Action (GSPA) on Public Health, Innovation and Intellectual Property,
and support the Expert Working Group in its efforts to explore new models of innovation
that increase both innovation and access.

e The European Commission should take appropriate measures to ensure that specific
initiatives such as the Innovative Medicines Initiative (IMI) meet real health needs, and that
both the IMI and the EUs regulation on children’s medicines can also be to the benefit of
developing countries.
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