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For over 100 years, Abbott Laboratories, a globa broad-based healthcare
company incorporated in lllinois, has been driven by their mission: “to use our expertise
and resources to improve people's lives around the globe.”* Mativated by this goal,
Abbott has grown into a top-20 pharmaceutical company, with 65,000 employees, more
than 100 facilities worldwide, and a broad range of pharmaceutical, medical and
nutritional products that generated $22.5 billion in salesin 2006.2

Over the past few decades, the pharmaceutical industry has enjoyed growth and
profitability, with global sales topping $600 billion by the end of 2005,% making the
industry highly attractive among investors.* For the top pharmaceutical companies, much
of the profit comes from the sale of patent-protected “blockbuster” drugs in developed
markets.® In 2005, North America, Europe and Japan accounted for 87% of global
pharmaceutical sales.® Although the vast majority of sales occur in these markets, the
global patent protection for these blockbuster drugs was strengthened by the World Trade
Organization (WTO) agreement on Trade-Related Aspects of Intellectual Property Rights
(TRIPS).”

However, investors and analysts are starting to question whether the
pharmaceutical companies will be able to maintain the high growth rates and profit
levels. The industry has been facing mounting financial pressures in various sectors.

First, pharmaceutical companies increasingly have to compete with generic versions of
popular drugs whose patents have expired.® Furthermore, investors have become wary of
the substantial investments companies are making in new drug research and devel opment
(R&D). Thereis an estimated 99.9% risk of failure for the R&D of new products, while
the average cost of introducing a new product to the market surged from $300 million in
1992 to $800 million in 2003.° Companies are subsequently spending more on marketing
successful products to try to recoup the additional costs.*°

Y et, as one investor group noted, it is not the financia pressures but rather the
“rising expectations of the sector's wider responsibilities to society that has proved
especially disorienting.”*! The public is increasingly calling pharmaceuticals out for
failing to meet certain standards of ‘ corporate responsibility.” For instance, the public has
been criticizing pharmaceutical companies for heavily marketing drugs that only slightly

improve on older products and for bribing generic-drug makers to delay bringing the



cheaper versions to the market.*? Other public concerns about the ‘ corporate
responsibility’ of the industry include numerous violations of competition and marketing
laws, the “role of ‘big pharma in medical research,” and unsound executive pay
policies. '3

The most widespread and persistent public campaign against the practices of
pharmaceuticals has been the charge that they are violating the human right to health: by
failing to address the global health crises predominantly affecting the developing world,
by inhibiting universal access to essential medicines, and by prioritizing intellectua
property concerns and profit over saving the lives of millions who die from preventable
and treatable diseases. As a leading pharmaceutical company with alarge R& D budget
and a product line that includes essential medicines, Abbott has been criticized by
consumers, investors, medical professionals, human rights activists, and governments for
failing to ensure universal access to essential medicines, thereby violating the universal
right to health. This memo focuses on Abbott’s responsibility with respect to the
universal right to health and how Abbott has addressed, is addressing and should address
this universal human right.

Among other concerns about Abbott’ s business practices and product pipeline,
human rights activists are most concerned about Abbott’s failure to make available two
of its life-saving antiretrovira drugs. Norvir (ritonavir), approved by the FDA in 1996, is
a protease inhibitor, which impedes the human immunodeficiency virus's (HIV) ability to
reproduce itself.** Norvir is widely used in drug combinations, as small doses of Norvir
boost the effectiveness of other protease inhibitors.*® In 2000, Abbott introduced Kaletra
(lopinavir+ritonavir), asingle-pill combination of Norvir and a new Abbott- made
protease inhibitor. The lopinavir/ritonavir combination pill has been deemed an essential
medicine by the World Health Organization (WHO)*® and is included in its antiretroviral
treatment guidelines. According these WHO guidelines, boosted protease inhibitors—
such as Kaletra—represent the cornerstone of second-line therapy.’ In October 2005,
Abbott received FDA approval for a new tablet version of Kaletrathat does not require
refrigeration, does not have to be taken with food, and requires fewer pills per day than
the original capsule version. These three improvements make the newer tablet form of

Kaletra ideal for resource-poor settings, including most developing countries.



Human rights at issue:

Although patients, doctors and activists agree that governments have the primary
responsibility for ‘progressively realizing the right to health’ in their own countries—by,
for instance, ensuring universal access to the health care systems and to essential
medicines—they also acknowledge that governments cannot fulfill the right to health on
their own. Many of the critical life-saving medicines are made and marketed by large
Western pharmaceutical companies and are priced out of reach of millions of poor
patients and of the impoverished governments trying to purchase the medicines to
provide to their citizens. Therefore, governments and the public continue to emphasize
“the crucial role and responsibilities’ of the pharmaceutical industry “in the promotion
and protection of the right to health.”*® Abbott has come under fire several times for
failing to recognize its responsibility to promote and protect the right to health and for its
business practices that directly contradict this responsibility. This section highlights only
a handful of specific violations of the right to health for which Abbott has been criticized.

The 10/90 Gap: Failure to respond to global health needs

Only 10% of the approximately $80 billionspent on health research annually by
the public and private sectorsis spent on the needs of 90% of the world’ s population that
live in the developing world.'® While the amount of Abbott’s health research budget
spent on the health needs of the poor is not publicly known, it is clear that Abbott is not
heavily invested in researching and developing affordable life-saving drugs for the so-
called ‘neglected diseases that account for millions of deaths per year in the developing
world. The lack of essential medicines for these diseases—including tuberculosis,
malaria, respiratory infections, and diarrhea—results partly from drug companies
unwillingness to conduct research into their cures and partly because when a cure has
been developed, it is priced far out of reach of the patients who need it most.?° In order to
fulfill its responsibility to promote and protect the right to health, therefore, the
concerned public has called on Abbott to invest more heavily in the needs of the 90% of



the population in developing countries and to “work in partnership with governments and

others to close health disparities.”?

Pricing: Favoring patent protection and profit over saving lives

Along with all of the other top-20 R& D pharmaceutical companies, Abbott
continues to advocate strongly for the protection of patent rights, even where protecting
these rights will conflict with governmental health initiatives to protect the right to health
of its citizens. One legal scholar has said that by withholding affordable life-saving
medicines in order to preserve intellectual property rights, Abbott is “playing a deadly
game of Pharmaceutical Apartheid.”?? Abbott is currently embroiled in alegal battlein
India, where NGOs and generic drug companies are opposing Abbott’ s application for
patent protection for its three antiretrovirals. The NGOs claim that these drugs are “not
true innovations’ but are rather “old molecules, which have been dightly modified or
patented for a new use,” which is not in compliance with Indian patent law.?® Generic
versions of these drugs, aready available in India, would need to be withdrawn if the new
patents are granted, threatening the lives of HIV patients who rely on affordable generic
drugsin India and other developing countries.?* Abbott was also criticized in the United
States for a 400% price increase in patent-protected Norvir in 2003, which made it
significantly more difficult for patients relying on drug combinations with Norvir to get

their medicine.?®

Availability - Not just talking the talk

Abbott states on its website that it registers its drugs all over the world and offers
price discounts through its access programs in developing countries. However, Abbott
has been widely criticized for not following through with its commitment, as its drugs are
often “more difficult or expensive to obtain than claimed.”2® For instance, M édecins Sans
Frontiéres (MSF), and international NGO that helps provide treatment in developing
countries, has been complaining that Abbott has not made Norvir or Kaletra available in
China despite their registrations in 2002 and 2003 respectively. M SF has been contacting



Abbott about “the growing and urgent” need in China for second- line therapies such as

Kaletra since 2004, but neither the old nor the new version has yet been made available.?’
Thailand: A threat of withdrawal

Abbott has most recently been in the news for its dispute with the Tha
government, during which Abbott threatened to pull several life-saving medicines from
Thailand, threatening the lives of Thais who need access to these drugs for survival.?®
Since 2001, every Thai citizen (including the 580,000 people living with HIV/AIDS) has
been covered under one of three national health insurance plans.?® Currently, the
government is treating more than 82,000 HIV-positive people, however with increasing
drug prices for second-line HIV drugs and a limited health budget, the government has
been unable to fulfill its commitment to universal access to essential medicines, including
antiretrovirals.®® Thus, in January 2007, in compliance with TRIPS article 31(b)** and
section 51 of the Thai Patent Act, the Thai government issued a compulsory license
alowing it to produce a lower-cost version of Kaletra.®> The legality under domestic and
international law of the compulsory license was confirmed by Susan Schwarb, the United
States Trade Representative®® and by Dr. Margaret Chan, the Director General of the
WHO.*

Abbott responded by withdrawing registration applications for its new heat-
stabilized Kaletra tablet, which is especially important for countries like Thailand with
warm climates and poor patients who are not likely to have access to refrigerators.® In
addition, Abbott threatened to withdraw other life-saving medicines from the Thai
market.>® When there are no generic versions or therapeutic equivalents available,

withdrawing these drugs “is equivalent to taking patients off medical life support.”’

" 38 and its

Abbott’ s response been publicly criticized as * profoundly cynical and immoral,
withdrawal of life-saving treatments has been condemned as a violation of the universa

right to hedth.



Past Human Rights | ssues

As the human rights at issue are at the core of Abbott’s business—the
development and marketing of life-saving medicines—Abbott has been dealing with
similar human rights issues for many years. In a very public dispute in February 1998,
Abbott, along with 38 other multinational pharmaceutica manufacturers and the South
African Pharmaceutical Manufacturers Association brought alawsuit against the
government of South Africa, alleging that the Medicines and Related Substances Control
Amendment Act No. 90 of 1997 violated TRIPS and the South African Constitution. 3
The Amendment Act, which introduced a legal framework to increase the availability of
affordable medicines in South Africa, included provisions for the generic substitution of
off-patent medicines, transparent pricing for all medicines, and the parallel importation of
patented medicines.*® The legal action “turned into a public relations disaster for the drug
companies,” as public demonstrators, several governments around the world, and medical
professionals demanded that the pharmaceutical companies drop the lawsuit.**
Eventually, in April 2001, the “strong international public outrage” and the “companies
weak legal position” led the companies to drop the case.*?

In another high-profile dispute in 2005, Brazil and Abbott fought over the price of
Kaetra in the Brazilian market. Since the mid-1990s, Brazil has offered comprehensive
AIDS care, including universal accessto ARVs. Kaletrais one of 17 medications that
doctors had been using to treat 170,000 Brazilians covered by the AIDS program in 2005,
yet Kaletra alone accounted for nearly athird of the program’s costs.*® Following months
of negotiations and threats from Brazil that it would issue a compulsory license if Abbott
didn’'t lower the drug’s price to an affordable price, Abbott finally agreed to lower the
price of Kaletra significantly. In the final agreement, Abbott lowered the drug’s price to
63 cents per pill from $1.17 cents per pill and donated $3 million worth of other
pharmaceutical products, saving the government an estimated $339.5 million from 2006
to 2011.** In return, Brazil committed to purchasing Kaletra from Abbott only through
2011.%°



I nternational Human Rights Standar ds

Access to essential medicines implicates severa international human rights
standards: the right to life, the right to health, the right to the benefits of scientific
progress, and the rights to education, to work, and to an adequate standard of living.

The Right to Life

Theright to life is the most basic of all rights and underlies all human rights
treaties and declarations.*® Theright to lifeis clearly stated in Article 6(1) of the
International Covenant on Civil and Political Rights (ICCPR): “[The right to life] shall be
protected by law. No one shall be arbitrarily deprived of hislife.”*’ As one scholar
explained, “medications can be indispensable for life,” so policies that diminish
accessibility or affordability of certain medications “will, in effect, deprive people of
life.”*® The Human Rights Committee of the United Nations which monitors
implementation of the ICCPR has stated that the right to life not only prohibits the State
from directly causing death but aso imposes positive obligations on the State to protect
life, including obligations to reduce infant mortality, increase life expectancy, and
eradicate epidemics.*® Legally, many international and domestic courts have held or
implied that the right to life includes the right to live with human dignity, and that the
right to live with dignity includes the right to health.

The Right to Health

The core provision on the international right to health is article 12 of the
International Covenant on Economic, Social, and Cultura Rights (ICESCR), which
recognizes “the right of everyone to the enjoyment of the highest attainable standard of
physical and menta health. [Steps required] include those necessary for...[t]he
prevention, treatment and control of epidemic, endemic, occupational and other diseases”
and “[t]he creation of conditions which would assure to all medical service and medical

attention in the event of sickness.”®° Through a series of UN documents, the formal



content and scope of the right to health has been further clarified and has become
increasingly specific with respect to access to essential medicines.®

In May 2000, the Committee on Economic, Social and Cultural Rights, which at
times issues authoritative interpretations of specific treaty provisions, adopted General
Comment No. 14 on the “Right to the Highest Attainable Standard of Health.” The
Comment explained that the right to health includes “the provision of equal and timely
accessto basic ... curative ... health services ... ; appropriate treatment of prevalent
diseases ... ; and the provision of essential drugs ...”>? Furthermore, the Comment
recognized that universal access to essential medicines is a core, non-derogable duty of
all member States as is preventing, treating, and controlling epidemic and endemic
diseases.>® Although the comment primarily addresses the obligations of States, it also
emphasi zes that the private business sector has responsibilities regarding the realization
of the right to health.>*

The following year, the Commission on Human Rights in 2001 adopted a
resolution on access to medicines in the context of pandemics such as HIV/AIDS; the
resolution reaffirms that access to essential medicines in this context is a fundamental
element of the right to health.>® Finally, the right to health is also included in several
other international treaties, including the Convention on the Rights of the Child, the
International Convention on the Elimination of All Forms of Racial Discrimination, and
the Convention on the Elimination of All Forms of Discrimination against Women, and

in several regiona human rights instruments.

The Rights to the Benefits of Scientific Progress

Several scholars and activists have noted that the immense disparities in access to
essential medicines across the globe are “starkly inconsistent with the notion of a
universal right to benefit from scientific progress.”*® Article 15 of the ICESCR states that
parties “recognize the right of everyone....[t]o enjoy the benefits of scientific progress
and its applications.”’ In 2001, the ESCR Committee adopted a General Statement on
“Human Rights and Intellectual Property” which makes clear that the right to enjoy the
benefits of scientific progress- which include medicationt must be respected in the realm



of internatioral trade any intellectual property regime must include provisions for

protecting the public health.%®

The Rights to an Adequate Standard of Living, Social Security, Education, and Work

The Universal Declaration on Human Rights states that “ Everyone has the right to
a standard of living adequate for the health and well-being of himself and of his family,
including ...medical care and necessary social services, and the right to security in the
event of ...sickness...or other lack of livelihood in circumstances beyond his control.”>°
Access to essential medicines “both reflects and has a direct bearing on” the right to an
adequate standard of living and to social security; furthermore, access to essential
medicines is necessary for millions of sick people to be able to attend school and to
work.®® As alegal scholar has said, “[a]ny remaining possibility for individuals stricken
with drug-resistant tuberculosis or malaria, HIV/AIDS...to have choices and agency in
their lives—which is both the underlying premise and promise of human rights—

evaporates when access to medications is denied.”®*

Acceptance and Enfor ceability of the Human Rights Standards

Each of the aforementioned rights implicated by access to essential medicines has
achieved different degrees of acceptance and justiciability internationally and in domestic
courts, particularly with respect to their application to access to medicine concerns. For
instance, the right to life is generally universally accepted; however only a limited
number of international and domestic courts have considered the ‘right to essential
medicines' to be included in the ‘right to life, and certainly any claim that thereis a
human rights-based right to essential medicines has been strongly opposed by developed
countries and their research-based pharmaceutical industries.® The other economic and
socia rights outlined above have undergone normative development, international
clarification and legal interpretation in recent years, but there remain significant barriers
to state accountability and legal enforcement: the language remains vague enough that the

specific obligations of states are often unclear; the relevant treaties call for the
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‘progressive redization’ of these rights yet there are no benchmarks for monitoring
progress; and often the fulfillment of these rights relies on a partnership between states
(which are obligated to respect the rights) and the private sector (whose legal obligation
to protect these rights are unclear at best or strongly refuted.)

Although the ‘right to essential medicines' may be difficult to enforce under the
aforementioned international legal treaties, there are many binding international
agreements and national laws that legally protect the same rights without relying on the
language of human rights. For instance, the WTO agreement on TRIPS, which provides a
legally enforceable framework for enforcing Intellectual Property Rights globally, alows
flexibilities for developing countries to ensure access to affordable high-quality drugs.
One such flexibility is the right to issue a compulsory license, by which the government
allows another party to produce the patented product without the consent of the patent
owner.%® In 2001, WTO members adopted the Doha Declaration on the TRIPS
Agreement and Public Health, which clarifies some of the flexibility contained in the
TRIPS Agreement and emphasizes that it should be interpreted “in a manner supportive
of WTO members' right to protect the public health and, in particular, to promote access
to medicines for all.”®4%°

In several countries, national courts have found that the State has an obligation to
protect the right to health, which includes an obligation to provide essential medications.
A recent study looked at 71 court cases from 12 low-income and middle-income
countries in which “access to essential medicines was claimed with reference to the right
to health.” % The study found that in “59 cases, access to essential medicines as part of
the fulfillment of the right to health could indeed be enforced through the courts, with
most coming from Central and Latin America.”®’ The study determined that the success
was primarily linked to constitutional protections of the right to health, supported by the
human rights treaties. The study found that claiming “a link between the right to health
and the right to life” the support of “public-interest non-government organizations’ were
also factors of success, %8

Finally, most countries have comprehensive marketing, patent and competition
laws that reserve some control for the government over the marketing and patenting of

products, including medicines. Several countries have their own compulsory license
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provisions in their patent laws; for instance, a U.S. law permits no-prior-negotiation
government use by the federal government and its contractors under certain conditions.
Further examples of domestic laws that can legally protect access to medicines will be

discussed later in the memo in the case of Thailand.
Corporate human rightsinitiatives

Although many of Abbott’s stakeholders (patients, prescribing physicians,
purchasing governments) and critics (student groups, consumer groups, NGOs, the
media) frequently use human rights language when discussing access to essential
medicines, Abbott has never mentioned the right to health or any other human right in its
business description, access programs, or public statements. Abbott maintains that the
existing access-to-medicines issues in developing countries are due to poor health
infrastructure and inadequate government programs; Abbott has ignored the response of
humanitarian organizations such as MSF and Partners in Health who have been able to
demonstrate that it is possible to deliver high quality ARVs even in the most resource
poor settings when the pharmaceutical companies ensure that the drugs are affordable,
registered and available in the developing countries. The organizations argue that the
access issues are largely due to the patent protections and the monopoly pricing schemes
which, even when discounted, still leave the prices of live-saving drugs far out of reach.
Abbott consistently maintains, however, that “ Abbott’s HIV patents are not preventing
access to HIV treatment in developing countries.” "

Abbott states on its website that it “has made its HIV medicinesand arapid HIV
test broadly available at significantly reduced prices to people with HIV in 69 developing
countries.””? However, Abbott does not address the NGO complaints that even in
countries where Abbott has registered its drugs and has discounted the prices, the drugs
are not physically available, seriously discrediting Abbott’s access programs. Abbott also
does not list its pricing schemes for low middle and middle income countries, including
Thailand and Brazil, where the life-saving drugs are up to ten-times more expensive than
in the least-devel oped countries and remain unaffordable for the patients and

governments alike. Nowhere in its literature or on its website does Abbott report on the
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status of the registration and availability of its drugs in developing countries; for instance,
although Abbott saysit will price the new version of Kaletra at the same price as the
capsule version and register it widely, it is still unavailable outside of developed markets.
Abbott’ s literature on ‘ expanding access to treatment and testing’ focuses largely on its
philanthropic initiatives; for example, Abbott notes on its website that it has “ donated
more than four million rapid HIV tests to prevention programs throughout the developing
world.””® Abbott fails to mention human rights, the right to health, or any voluntary

access-to-medicine responsibilities in its code of conduct.’

Multi-stakeholder initiatives

Although Abbott collaborates with “hundreds of organizations globally,”” only a
few of the organizations focus on issues related to human rights or access to treatment.
Abbott was one of the founding partners of the Accelerating Access Initiative (AAI), a
cooperative endeavor of UNAIDS, WHO, UNICEF, the UN Population Fund, the World
Bank, and seven research-based pharmaceutical companies to provide better access to
ARVs.”® However, NGOs have often criticized AAI for insufficient price cuts,
geographical restrictions, and an emphasis on public relations.”” Abbott also initiated the
Abbott Global AIDS Care program, a“unique public-private partnership comprising
Abbott, the Abbott Fund and the government of Tanzania’ to strengthen Tanzania's
health care system “to meet the needs of people with HIV and other lifelong diseases.”"®
Although these initiatives address issues of health and access to treatment, none of them

addresses the ‘right to health’ or any other human rights.

Legal and businessrisks

Sohere of Influence

Abbott’s sphere of influence over the ‘right to health’ and access to medicinesis
extensive. Unlike in other businesses for which issues of human rights often occur as a
byproduct of the business' operation—such as labor conditions in a workplace or security

concerns at a company’s plantation or extraction site—access to medicines is at the core
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of Abbott’s business. Furthermore, Abbott markets in 130 countries and has 100 facilities
worldwide; its geographic presence increases its sphere of influence beyond the
developed world into al countries in which Abbott markets its products and benefits
from sales. Abbott’s size augments its influence in each of the locations its business
touches, as it has the financial capacity as well as political influence to monitor and shape
its business practices in each country in which it markets. The concept of a‘sphere of
influence suggests that the more control a company has over a situation with human
rights impacts—or the potential to bolster the respect for human rights—the more
responsibility the company has to address and improve the human rights. Using this
concept, Abbott not only has extensive control over its product line (and new product
development) and ensuring that the product is physically accessible and affordable
worldwide, but also has the unique means to improve respect for the right to health, and
in the case of AIDS and other treatable diseases, the right to life. Although Abbott has
busi ness relationships with governments worldwide and therefore a certain degree of
influence, the largest limitation to Abbott’s influence over the right to health in certain
countries is the government’ s infrastructural limitations to making medicines available to
its citizens, however, to an extent, Abbott could financially support a country’s healthcare
infrastructure, as it has in Tanzania.

Critical Actors

Second to Abbott, the most critical actors affecting the right to health and access
to medicines are governments who monitor the registration of drugs, structure the
country’s healthcare systems, budget for drug procurement, and institute insurance
schemes. Other major actors include international NGOs, including MSF and Partnersin
Health, who assist with the procurement of affordable drugs and the distribution of
essential medicines to poor patients around the globe. Finaly, international organizations
including the WHO and WTO, who respectively regulate international health programs
and international trade, affect the realization of the right to health by compiling the list of
essential medicines, pre-qualifying certain essential drugs for registration, creating the

legal framework for intellectual property rights and exceptions to patent protections, etc.
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Legal Risks

Under current international law, Abbott has no legal obligations under
international human rights treaties. Although Abbott’s prohibitively high prices for its
essential drugs have made it more difficult for governments to ensure the health of its
citizens, it is unlikely that Abbott would be found complicit in a human rights violation
under the Alien Tort Statute or other international or domestic laws. First, countries have
typically been brought into court over ‘right to health’ issues under their respective
domestic laws, asit is difficult to prove a violation of the obligation under international
law to progressively realize the right to health of a country’s citizens. Second, there are
safeguards in place for a country to provide for the hedlth of its citizens without the
assistance of pharmaceutical companies—such as compulsory licenses—so that excessive
drug pricing and other pharmaceutical business practices can not be the direct cause of
lack of accessto treatment or health care.

Pharmaceuticals may not be legally responsible under international law for the
right to health. However, there are increasingly examples of domestic legal systems
where legislation has been used to challenge pharmaceutical companies' restrictive
policies. These lawsuits are most often based on competition, marketing or patent laws.
For instance, in 2001, the South Africa Treatment Action Campaign filed a complaint
with the South Africa Competition Commission against GlaxoSmithKline and
Boehringer Ingelheim for excessive pricing of first-line AIDS drugs. In 2003, the South
African Competition Commission found the companies were dominant in their respective
markets’® and that the companies had abused their dominance by excessive pricing and
refusing to license generics. South Africa now produces and imports low-cost versions of
both drugs and exports them to countries in sub-Saharan Africa ®

Thailand has similar competition laws to those in South Africa and severa other
countries that prohibit dominant companies from abusing their market power. Section
25(1) of Thailand’s Competition Act prohibits “unreasonably fixing or maintaining

purchasing or selling prices of goods or fees for services,” and section 25(3) prohibits a
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dominant firm from “ suspending, reducing or restricting services, production, purchase,
distribution, deliveries, or importation without justifiable reasons.”®' Abbott’s
withholding or withdrawing drugs from the Thai market would likely violate these
provisions, and penalties could include financial penalties against Abbott, “reductions,
including to zero, of royalty payments [of compulsory licensed products] and
authorizations of exports of compulsory licensed products outside of Thailand.”®? There
have been previous cases in which the Thai Competition Commission has found anti- poor
market segmentation strategies to be anti-competitive under the ‘refusal to supply’
doctrine, which may suggest that the Commission would be receptive to asimilar
challenge against Abbott.3

In addition to the potential legal challengesin national courts in countriesin
which Abbott markets, there may be long-term legal risks to ignoring the societal demand
for pharmaceutical companies to address access-to- medicine concerns. Daniel Vasella,
Chairman and CEO of Novartis, noted in November, 2000, that increased societal
demands for corporate responsibility and ethical conduct have been driving change, and
“unless the pharmaceuticals industry achieves its objective of being an accepted and
valued player in society, we will be at a disadvantage in every new law and regulation
that comes up.”®* David Kesser, the former administrator of the FDA, agreed, adding
that “at stake is the very patent protection system that allows them to control drug prices.
If they want to keep the power of pricing their products, they must bend for a true
international crisis...saving livesin South Africa and around the globe may be the best

way for the pharmaceutical industry to save itself.”®°

Business Risks

Abbott’s disputes with less-developed countries including Thailand, Brazil and
South Africa have been made very public by the media and interested stakeholders, and
in each case, Abbott’s unwillingness to respond to the urgent needs of millions of patients
who would die without life-saving treatment was met by public criticism, boycotts, and
protests which received media coverage of their own. Given the severity of the public

health crisis and the immorality of valuing profits over saving lives (as many
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stakeholders view the tradeoff), these public campaigns have been damaging to Abbott’s
reputation, which could be a serious business risk in the long run. As one scholar noted,
“It is now often argued that a company's corporate social responsibility record has an
impact on the bottom line through its effect on the company's "reputational capital,” and
that there is an empirical connection between reputation-goodwill and firm market
value.”8®

In March 2007, 16 faith-based institutional investors with approximately $35
million in Abbott Laboratories holdings issued a public statement calling on Abbott to
reverse its decision to withdraw new drug applications from Thailand. The statement
said, “Several well known and highly regarded public health organizations have
condemned this action and influential media organizations have taken a negative view of
Abbott’s actions. We believe the company is overlooking risks that can have a serious
effect on brand, its relationships with patients, and ultimately, shareholder value.”®’

In addition to the risk to Abbott’s reputation in the long-run, Abbott’s actions led
to boycotts of its products by medical professionals—the group of stakeholders that
Abbott relies on for prescribing and selling their products in their major markets. On
March 26, 2007, the American Medical Student Association, representing over 68,000
physicians-in-training, issued a statement that AMSA “stands in solidarity with Thai
colleagues in their national day of action protesting Abbott's alarming decision” and
encouraging “future and current US healthcare professionals to boycott visits and
telephone calls from representatives of Abbott until the company supplies all withdrawn
medicines to Thai markets. AMSA calls on its physician colleagues to shut the door on
Abbott as Abbott has shut the door on patients in Thailand.”®®

The potential financial loss of a boycott of Abbott’s products by consumers and
medical professionals in its major markets would be more damaging than Abbott’s
imagined business risk of lowering its prices in developing markets or issuing licenses.
Although Abbott and other drug companies state in public that compulsory licenses
interfere with their R&D incentives, developing countries compulsory licenses have
never affected their monopoly profits in rich country markets.®° Thisis particularly true
as countries often have strict criteria that they apply before deciding to issue compul sory

licenses; for instance, Thailand estimates that with its criteria for compulsory licenses,
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they will only consider licenses for fewer than 15% of medicines.®® Furthermore,
compulsory licenses do “not touch on the out of pocket payment market, the current
market of patented drugs. [Compulsory licenses] only open new markets for those who

never had access to these drugs before.”*

Influential Sakeholders and Tactics

Several groups of Abbott’s stakeholders could play an important role in
addressing Abbott’ s response to the right to health. First, as mentioned above, physicians
in major markets could severely impact Abbott’s marketing and sales by boycotting
Abbott products. Abbott’s primary marketing efforts are directed toward encouraging
physicians to prescribe Abbott’ s products. When massive groups of doctors or doctors-in
training band together to boycott Abbott products and to bar company sales
representatives from entering their offices, Abbott is very likely to respond. A loca or
global boycott of Abbott’s products would lik ely be an effective tactic to influence the
company’s practices. A critical mass of consumers boycotting Abbott’s products would
also likely be influential, but the number of consumers boycotting would have to far
exceed the number of physicians boycotting Abbott’s products to have the same impact
on Abbott.

Abbott consumers and activists could also launch complaints with Competition
Commissions in their respective countries, as competition complaints escalate the
pressure on Abbott “by triggering a legal proceeding to which it must respond and spend
resources defending.”®? Furthermore, competition complaints provide “an opportunity for
media events, drawing local and international attention to Abbott’s behavior...[and
records produced during the investigation] may become public through freedom of
information laws or other means.”®® Finally, under TRIPS, compulsory licenses that are
issued on the grounds of unfair competition can authorize “unlimited exports and lower
royalty payments (including to zero) as a penalty, thus decreasing local prices and
providing opportunities for local developmental benefits through exports.”®* Most
competition laws alow any interested party to file a complaint; it is not usually required

that the filer be a competitor or even a consumer of the company’s product.”®
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Governments can aso be influential stakeholders by threatening to issue
compulsory licenses when Abbott refuses to offer affordable prices for its products. In
Brazil, for instance, once the government threatened to issue a compulsory license,
Abbott was more inclined to negotiate a more favorable package for its life-saving drugs
in Brazil. Finaly, activist groups can be influential when they draw public attention to
Abbott’s monopolistic business practices, as negative press coverage can trigger other
stakeholders to join the campaign and can damage Abbott’ s reputation and potentially
lower its stock value. On April 26, 2007, activists have planned a‘Global Day of Action,’
including demonstrations at an Abbott facility in Massachusetts, and other activists have
planned large demonstrations at Abbott’s annual shareholder meeting in Chicago on
April 27, 2007. The Financial Times noted last year that “there is little doubt that activist
pressure...[has] helped push the pharmaceutical companies to offer more generous terms

in their access programs.”®®

Recommendations

Achieving widespread access to medicines will require a broader response to the
public health crisis, including responsible actions by developing country governments,
donor governments, the private sector and other members of society. Pharmaceutical
companies play an important role in the broad response to the health crisis. Today’s
socia contract, on which pharmaceutical companies depend to finance R& D and protect
intellectual property, demands companies to take creative, wide-ranging steps to increase
access to medicines and help protect the universal right to health.®” Abbott’s present
response to access to medicine issues is inadequate; Abbott engages in one dispute after
another with developing countries. shirking its responsibility to address the right to health
within its sphere of influence, engaging in expensive and time-consuming negotiations
and litigation over patent rights in markets that account for less than 1% of global
pharmaceutical sales, and drawing negative publicity and damage to its reputation in the
process.

It is also important that Abbott address the right to health through responsible
company behavior, and not through philanthropy alone.”®® While Abbott’ s philanthropic
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programs and donations of HIV tests and treatments are laudable, “the existence of such
handouts does not address the question of affordability in the long term...In addition, it is
possible that these ad hoc responses ard the infrequency with which AIDS drugs are
consumed in Africamay contribute to the creation of drug-resistant strains of the virus.”*®
Abbott should integrate its ‘ access to treatment and prevention’ programs into its
business model to ensure sustainability and effectiveness. Abbott should regularly
monitor the success and impact of its access programs and report regularly to its
shareholders about the programs. Integrating access programs into the business model
would aso improve Abbott’'s image, as it would be clear to shareholders and investors
that Abbott was committed to access-to- medicine issues and recognized its global

responsibility as alarge drug company.

Best Practices

Several investor groups, concerned about the inadequate responses of
pharmaceutical companies to the public health crisis, have outlined best practices for the
companies going forward. For example, in March 2003, the Pharmaceutical Shareowner
Group, along with 12 investor signatories, published the 'Investor Statement on
Pharmaceutical Companies and the Public Health Crisis in Emerging Markets," which
stressed that as well as the ethical imperative, an inadequate response to the issue could
impact upon long-term shareholder value.®° The statement sets out a framework of good
practices for companies to consider in their management decisions and disclosures; it is
also intended as a tool for investors and analysts to assess the long-term investment value
of pharmaceutical companies.'®*

Abbott should revise its differential pricing scheme so that drugs are not only
affordable in low-income countries but in low-middle and middle income countries as
well. Abbott should ensure the availability and affordability of its drugs in markets where
it clams to be registered; this may involve working with other stakeholdersincluding
NGOs who are on the ground in the developing countries and are effectively monitoring
whether drugs are actually available at the listed prices. Abbott should issue voluntary

licenses to arange of generic suppliers with technology transfers; this would not only
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lower the opportunity cost of producing drugs which sell at non-profit prices, but would
also give Abbott the ability to control the risk of diversion by setting clear, consistent
guidelines and standards for licensees which would not be possible under compul sory
licenses.

Abbott should continue to engage with stakeholders as it claims to do, but Abbott
could aso benefit from additional partnerships. For instance, Novartis has used its
support for the UN Global Compact as a lever for modernizing its approach to corporate
responsibility, which investors responded to favorably.%? Pharmaceutical companies
Aventis, Pfizer and Novo Nordisk are also signatories to the Global Compact. Abbott
should aso look into joining the Global Business Coalition on HIV/AIDS, which assists

over 170 member companies address HIV/AIDS in their businesses.

Reporting on Human Rights Initiatives

Abbott should not only indicate to its shareholders and the public that it
recognizes its responsibilities to protect the right to health as a global pharmaceutical
company, but it should aso articulate the business case for its public health response,
Reporting on the business case will be valuable for current and potential investors and
will help the company manage future risk. Furthermore, Abbott should include an
objective assessment of the options available for expanding access to medicines, and
report systematically on its goals and activities so that performance can be evaluated
transparently.'%® The Global Reporting Initiative (GRI) is considered a useful model for
corporate disclosure on social, environmental and ethical issues.!** One strength of GRI
is its multi-stakehol der approach, which has ensured that the framework is respected by
governments, business, investors and non-governmental organizations. Pharmaceutical
companies Aventis, Bristol-Myers Squibb, Johnson & Johnson, Novartis and Novo
Nordisk have aready incorporated the GRI model in their reporting. 1%

Conclusion
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Pharmaceutical companies are uniquely positioned to address the rights to health
and to essential medicines that are widely recognized by civil society and increasingly
enforced by national and international courts. Although pharmaceutical companies cannot
be solely responsible for universal access to medicines, they must do more than they are
currently doing to not risk losing the social contract on which they rely. For Abbott, the
benefits of taking these steps—some of which are substantia—not only outweigh the
potertia costs incurred but also outweigh the almost definite costs to Abbott of inaction
and lagging behind competitors response to the crisis. Thereis still room for aleader in
the pharmaceutical industry’ s response to the public health crisis, and if Abbott accepts
the challenge, Abbott in particular—and the rest of the world in genera—stands to gain.
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