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INTRODUCTION

The high cost of essential medicines is a big problem. Recently, here in the
United States where I live, social media and even lawmakers exploded in
anger over a 400 percent-plus increase in the lifesaving allergy medicine
EpiPen. Similar outrage occurred when a young pharmaceutical corpora-
tion chief executive officer (CEO) increased the price of a critical toxo-
plasmosis drug by more than 5,000 percent overnight—just because he
could. A hundred-plus cancer physicians took to the pages of the pres-
tigious journal Mayo Clinic Proceedings to write an impassioned article
decrying the greed of the pharmaceutical industry. These physicians com-
plained that drug companies were setting medicine prices so high that one
out of every five of their patients was unable to fill his or her prescrip-
tions. In response to all these incidents and the popular outrage they have
inspired, patients, caregivers, and politicians from both major political
parties have leveled charges of medicine price gouging against the phar-
maceutical companies.



2 Introduction

Even for those of us who are fortunate enough to not be poor and to
have health insurance, the cost of medicines has a big impact. The cost of
medicines drains the budgets of our governments, and barriers to access-
ing medicines lead to more expensive health care treatments and illnesses
that drag down our economy. Polls show that three-quarters of Americans
believe that drug costs are unreasonable and that those prices reflect the
greed of drug companies.!

For the poor and the uninsured, access to medicines is a matter of life
and death. Millions of people need medicines that are priced at levels they
simply cannot afford. These suffering patients face a real problem: their
desperate need for affordable drugs clashes with the core business model
of a powerful industry.

On one side of that clash are multinational pharmaceutical corpora-
tions, which make up one of the most profitable and politically influential
industries in history. That industry is determined to protect monopoly
prices on patented medicines. On the other side of the clash are the sick
and the poor, joined by advocates scattered across the globe in small, usu-
ally underfunded organizations. At first glance, it doesn’t seem like a fair
fight. But patients and medicine activists have won before.

In the midst of the HIV/AIDS crisis of the late 1990s and early 2000s,
millions of people were dying because they could not afford lifesaving
drugs. Patients and activists who wanted to change this tragic reality faced
fierce resistance from a formidable collaboration between Big Pharma and
the U.S. government. The multinational corporations and the world’s
economic superpower were intent on preserving the high monopoly price
tags on patented AIDS drugs and to block affordable generic alterna-
tives. But the activists working in the United States, sub-Saharan Africa,
South America, and Asia pushed back hard. They flooded the streets with
protests, filed lawsuits, and mercilessly heckled the drug companies and
politicians. They made a moral claim that medicine should be for peo-
ple, not profits, and that there is a fundamental human right to essential
medicines. That message resonated across the world, and these activists
eventually triumphed, reducing the costs of the medicines by as much as
99 percent; setting the stage for a massive global distribution of the drugs.
Millions of lives were saved.

But the fruits of that victory, the widespread availability of cheap HIV/
AIDS medicines, is an exception to the rule. Whereas millions once died
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of untreated HIV/AIDS, now millions die from untreated cancer. Chil-
dren die because their families cannot afford vaccinations. The episodic
drug pricing outrages, such as the reaction to the EpiPen price hike or the
overreach of the “Pharma Bro” Martin Shkreli, have not led to systemic
change.

So the same activists who pushed for HIV/AIDS treatment, accompa-
nied by a new generation of advocates, are trying to produce a sequel
with an even more ambitious script than they followed at the turn of the
century. Their aim is to make all essential drugs accessible by reclaiming
medicines as a public good instead of a profit-making commodity.

One of these activists’ biggest challenges is that the terms of their fight
can seem complex and confusing. Too often, calls for reform get bogged
down in technical intellectual property terms—compulsory licensing, data
exclusivity, and patent linkage—and confusing acronyms for international
trade agreements—TRIPS (Trade-Related Aspects of Intellectual Prop-
erty Rights Agreement), TRIPS-Plus, and TPP (Trans-Pacific Partnership
Agreement). This thicket of complexity provides cover for corporations
that rely on the for-profit medicine model and are determined to protect
the status quo. As one leading medicine activist admitted to me, “The
problem we have is that there are only a handful of people in the world
who know what we are taking about.”?

It does not have to be this way. My aim in this book is to help clear
away for you the thicket of jargon that surrounds this crisis so that you
can effectively argue for a complete shift in the global approach to de-
veloping and providing essential medicines. This shift would restore the
longtime historical recognition that medicines are a public good, reflecting
the global consensus that access to essential medicines is a human right.

Because every cure starts with an accurate diagnosis, in this book I ex-
plain how and why the current medicines system is dysfunctional and cor-
rupt. We all want both affordable medicines and innovation in research
and development, so I explain the proven approaches to accomplishing
that balance. Most of us reject the status quo of corporations making
record-breaking profits on medicines that are priced out of the range of
the sick and the dying, so I set out the moral and rights-based foundation
of the case for universal access to medicines. Finally, if you want to take
action and speak out for access to medicines—and I sincerely hope you
do—the conclusion to this book is devoted to helping you get started.
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I chose to structure the book around twenty-two arguments for why
we must reform our medicines system and how to do so. Each chapter
contains a single argument. I encourage you to skim the table of contents
both before you read the book and afterward. When you need to refer to
a particular issue connected with access to medicines—such as the fruits
of government-funded medicines research being handed over to corpora-
tions for profit-making (chapters 14 and 15)—the table of contents will
guide you.

This book is a short one. At the same time, all the points I make here
are thoroughly sourced. Many, many researchers and activists have writ-
ten important detailed analyses of these issues; so you will see hundreds
of notes to prior work that backs up the arguments I make here. I have
placed those sources in endnotes at the end of the book so you can read
the main text without interruption, if you wish.

My hope is that this book will serve as a primer for all who are con-
cerned about access to medicines. My hope is also that this book will
buttress the analyses of researchers and the arguments of activists. Most
important, my hope is that this book will help you become informed and
prepared to play your role in the life and death struggle for access to
medicines.



Part [

Toxic IMPACTS






PEOPLE EVERYWHERE ARE STRUGGLING
TO GET THE MEDICINES THEY NEED

Hannah Lyon was just twenty-six years old when she was diagnosed with
advanced cervical cancer.! To her first set of doctors, Lyon’s best-case sce-
nario was chemotherapy and radiation that would extend her life for only
a few years. Desperate for a more promising approach, Lyon found a clin-
ical trial at the National Institutes of Health (NIH). There she received
cutting-edge immunotherapy, in which her immune cells were removed,
genetically modified, and reinserted into her bloodstream. Since the treat-
ment, Lyon’s tumors have shrunk more than 80 percent.

But Lyon soon realized that most cancer patients are not so fortunate.
She saw fellow patients struggling to pay for the medicines that were their
only hope for survival. Lyon learned that others had simply been unable
to pay and therefore had died from highly treatable cancers.

Lyon had heard the pharmaceutical industry argument that the high
medicine prices are necessary to fund drug research. But, then, during
her own treatment at the government-funded NIH, Lyon noticed some-
thing. “When I had my cell infusion, there were pharmaceutical reps in the
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room, because they want to take that treatment and offer it commercially.
So this whole argument that pharma corporations need long monopoly
periods to pay for the research . . . well, they are not even the ones doing
the research! They did not develop that drug. They are just going to take
that drug and charge people tons of money.”

Lyon began reading about medicine patents and the international
trade agreements that protect them. She learned how government-funded
research, not corporate investment, is the most important driver in creat-
ing new medicines. She discovered that our profit-driven medicines sys-
tem is neglecting development of lifesaving medicines in favor of lucrative
drugs to address hair loss or sexual performance.

Then Lyon happened to see a television interview with Zahara Heck-
scher, a breast cancer patient who had been arrested while protesting at
the Trans-Pacific Partnership Agreement (TPP) negotiations in Atlanta in
October 2015. The TPP was the latest in a series of trade deals that pro-
posed to lock in corporate medicine monopolies and lock out suffering
patients from the treatment they need. As we learn in chapter 18, the TPP
promised to be particularly damaging to patients who need the kind of
cutting-edge treatment that both Hannah Lyon and Zahara Heckscher
received. So Heckscher had decided to use her status as a cancer patient to
raise awareness of the dysfunctional medicines system. “That is amazing,”
Lyon thought. Then she thought some more. “I could do that.”

So, on World Cancer Day in 2016, Lyon joined Heckscher in a sit-in
at the Washington, DC, headquarters of the Pharmaceutical Researchers
and Manufacturers Association (PhRMA). The organization is a coalition
of pharmaceutical corporations that spends billions of dollars in politi-
cal lobbying and campaign contributions, all to protect medicine patent
monopolies—and the record-setting profits those monopolies provide.
Wearing matching black t-shirts with white lettering that read, “I am a
cancer patient. No TPP death sentence,” Lyon and Heckscher blocked the
building entrance. “We will not leave until PARMA stops pushing extreme
monopolies through the Trans-Pacific Partnership,” they said.

Outside, demonstrators from a World Cancer Day action coordinated
by the advocacy group Public Citizen could see Lyon and Heckscher lock
arms. The crowd got excited and increased the volume on its chants:
“Shame on PARMA!” “TPP no!” By now, someone was filming, so Lyon
and Heckscher looked at the camera. “We have a message for Congress
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on World Cancer Day. Listen to the cancer patients who will suffer if the
TPP is approved.”? They were arrested and charged with unlawful entry.

Soon after, Lyon and Heckscher formed a new organization, Cancer
Families for Affordable Medicine (CancerFAM).?> CancerFAM is devoted,
first, to stopping the TPP and, then, to fixing the other pharma-pushed
trade deals and laws that elevate profits over patients. Lyon says advo-
cacy has empowered her and transformed her own cancer story from one
of weakness to one of strength. She believes that others can follow the
same path.

Sarah Jackson does not have cancer, but she faces the same challenge that
many of Hannah Lyon’s fellow cancer patients do. The mother of six chil-
dren, Sarah Jackson has hepatitis C (hep C), a blood-borne virus that can
inflame and scar the liver, damaging its ability to filter toxins. Sometimes
hep C causes cancer and liver failure. Sarah Jackson’s physician has pre-
scribed her a medicine to treat her disease. The medicine is almost certain
to cure her before the hepatitis virus can cause irreparable liver damage or
trigger liver cancer. The medicine would also prevent her from spreading
the virus to others, including any future children she may give birth to.*

Sarah Jackson does not live in an impoverished country. She lives in
Fort Wayne, Indiana, in the United States, one of the wealthiest countries
in the world and the country that spends far and away the most on health
care.’ Nevertheless, Sarah Jackson cannot get access to the medicine she
needs.

The medicine that Sarah Jackson’s physician has prescribed her is
sofosbuvir, a new hepatitis C drug that is controlled under patent by the
U.S.-based pharmaceutical company Gilead. Gilead markets sofosbuvir
under the names Sovaldi and Harvoni. The company has taken advantage
of its monopoly patent power to price Sovaldi and Harvoni at costs that
approach $1,000 per pill. The recommended twelve-week regimen cost as
much as $100,000.¢

That price is so forbidding that U.S. private insurance companies and
the U.S. Veterans Administration have refused to approve the use of the drug
for some patients, even when clinical treatment guidelines called for it.”
A 2015 study published in the journal Annals of Internal Medicine showed
that three-quarters of state Medicaid programs block many patients from
receiving sofosbuvir despite their doctor’s insisting they need it.> A U.S.
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Senate investigation concluded that only about 2 percent of Medicaid
patients with hepatitis C were being treated with sofosbuvir.” And the
problem is not limited to the United States. A World Health Organization
study showed the price of the drug exceeded annual per capita income lev-
els in many countries with high hepatitis C infection rates. For example,
in Poland, Portugal, Slovakia, and Turkey, a course of sofosbuvir costs at
least two years of average annual wages.'°

One of the U.S. state programs that rations the use of sofosbuvir is
in Indiana, where Sarah Jackson is enrolled in Medicaid. Indiana offi-
cials refuse to pay for the medicine for hepatitis C patients until the
patients’ disease has progressed to the point of causing advanced liver
damage. Sarah Jackson has not endured that much damage yet, so her
doctor’s application to have the medicine provided was denied. The doc-
tor appealed to higher-ups in the program, but to no avail.

Then the doctor put Jackson in touch with public interest lawyers.
With the lawyers’ help, she has filed suit on behalf of thousands of others
in Indiana who were in the same situation, asking for Medicaid to provide
the medicine when their physicians say they need it. Sarah Jackson had
never intended to become an activist. But, like Hannah Lyon, her illness
pushed her in that direction. “There’s nowhere else to go,” she says. “The
doctor tried and now I have no other place to turn.”!!

Rationing plans such as the one in Indiana have angered patient advo-
cacy groups and veterans’ organizations, and they have caused a passion-
ate but less public backlash from treating physicians.!? On the other side,
the administrators of the government health care systems are in a tight
spot. The state of Kentucky spent 7 percent of its total 2014 Medicaid
budget, over $50 million, solely on Gilead drugs to treat just 861 hepati-
tis C patients.”® The Veterans Administration was reported to have spent
$1 billion on the drugs in the 2016 fiscal year.'"* When a reporter asked
him to comment on Sarah Jackson’s situation, Matt Salo, director of the
National Association of Medicaid Directors said, “With the price of hepa-
titis C drugs, it is just not feasible to provide it to everyone.” "

As that comment suggests, Sarah Jackson is far from alone. An esti-
mated 2.7 million people in the United States are infected with hepatitis
C, and its complications cause 15,000 U.S. deaths each year.'* Globally,
150 million are infected and a half-million die from hepatitis C-related
causes annually.”” The World Health Organization calls the disease a
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“viral time bomb.”'$ In the United States, a recent spike in intravenous
drug use, chiefly among young people, has triggered a corresponding burst
of new hepatitis C infections.!” The rate of infection among U.S. military
veterans is significantly higher than in the general population, partly due
to exposure to blood in combat and training and to transfusions con-
ducted before routine blood screenings began in 1992. According to the
Veterans Administration, more than 200,000 U.S. military veterans are
likely to have hepatitis C.2°

The good news for those diagnosed with hepatitis C is that sofosbuvir
is a remarkably effective treatment, combining with other drugs to cure
the infection in more than 90 percent of patients.”! The bad news is that
Gilead has responded to the high demand for this wonder drug by setting
a take-it-or-leave-it price that is 1,000 times greater than the company’s
manufacturing costs.??> Advocates and even some government agencies
have leveled accusations of price gouging, pointing out that the cost of a
full regimen of sofosbuvir in Egypt and India is just $900, a 99 percent
reduction from the U.S. price.? The Nobel Peace Prize-winning health
care and advocacy organization Médecins Sans Frontieres/Doctors With-
out Borders (MSF), estimates that the probable generic cost of the drug
regimen would be under $200, or about 1/500 of the price currently
charged to U.S. patients.?*

The response by Gilead to its critics is the boilerplate argument from
patent-holding pharmaceutical corporations: high drug prices are neces-
sary to support research and development efforts.?* But it turns out that
government funding was the critical component in the development of
sofosbuvir, not corporate investment.?* As we see in chapter 14, this is a
common phenomenon in drug research, with major advancements reliably
supported by the same taxpayers who are later required to pay high prices
set by corporations that possess government-granted patent monopolies.?’
In the business of medicines, the new product risks are socialized, but
profits are privatized.






THE UNITED STATES
Has A DRuG PROBLEM

The corporation Gilead owns the patent on sofosbuvir, the medicine that
Sarah Jackson and millions of others with hepatitis C need. That pat-
ent awards the corporation a monopoly that allows it to set the price
of sofosbuvir at whatever level the corporation believes the market will
bear. Gilead has bet that the market will bear an astronomical price for
a desperately needed medicine, and that bet has paid off, particularly in
the United States, where aggressive pharmaceutical industry lobbying has
blocked overall price regulation and even the ability of the government
to negotiate the prices of the drugs it purchases itself.! Gilead collected
$12 billion in hepatitis C drug sales revenue in 2014, at least half of it paid
by U.S. government agencies.? That kind of income allows the company to
pay John Martin, its CEO, as much as $180 million per year.?

The crisis caused by monopoly drug pricing is not limited to hepatitis
C patients such as Sarah Jackson.* There are many other examples of
essential medicines being priced out of the reach of patients in the United
States and in other wealthy nations. For example, spending on medicine
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for diabetes, a disease diagnosed in 29 million Americans, is higher per
patient than any other traditional drug class, in part because more than
half of diabetes prescriptions filled are for patented drugs.’ The cost for
insulin lispro, marketed by the pharmaceutical corporation Eli Lilly under
the name Humalog, increased by 325 percent from 2010 to 2015.¢ There
were only two other insulin manufacturers in the United States, Sanofi
and Novo Nordisk, and they also hiked their prices over 100 percent in
that time span. There is no generic form of insulin, and the lack of price
regulation of medicines in the United States keeps prices up to six times
higher than in other developed nations, a situation that U.S. Senator Jon
Tester (D-MT) labeled “price gouging, plain and simple.””

Not surprisingly, U.S. physicians report routinely seeing patients whose
lives are at risk because they cannot afford to use the prescribed amount
of insulin.® A 2017 lawsuit alleging price collusion among the insulin
manufacturers includes reports of U.S. patients injecting expired insulin,
starving themselves to control their blood sugars, and intentionally allow-
ing themselves to slip into dangerous states of diabetic ketoacidosis so
they could get free insulin samples from hospital emergency rooms.’ In
low-income countries, the situation is even more dire. A diabetes patient
advocate reported a 2017 conversation with a physician in Cameroon,
who shared the story of a young patient’s father happily delivering news.
“Did you hear? Isabelle died!” the father said with a smile. He was refer-
ring to his diabetic daughter (the name here is a pseudonym), whose need
for insulin and equipment like syringes and blood sugar test strips had
plunged the family into financial distress. “Now we are all able to eat
enough, and the other children can get an education.”!?

In addition to insulin, similarly high costs are faced by U.S. patients
in need of medicine to address heart disease, high cholesterol, and infec-
tions.!! Vaccines are priced so high that one-third of U.S. family physicians
say they are considering ending their practice of offering vaccinations
because they cannot afford to buy them and keep them in stock.!? In 20135,
Turing Pharmaceuticals suddenly increased by 5,000 percent the price of
its anti-infection drug Daraprim. Overnight, the price rose from $13.50
to $750.00 per tablet, a spike that brought the annual cost of treatment to
as much as a half million dollars.’* From 2007 to 2016, Mylan Pharma-
ceuticals hiked the price of the lifesaving anti-allergy medicine EpiPen by
nearly 500 percent.'* Although the audacity of these price hikes generated
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instant outrage—the two 2016 major-party U.S. presidential candidates
called the Daraprim spike “price gouging” (Hillary Clinton) and “disgust-
ing” (Donald Trump)—they were just extreme examples of the common
industry practice.'® From 2012 to 2013, list prices on medicines made by
large pharmaceutical corporations rose by over 12 percent per year, far
exceeding the less than 2 percent annual rate of inflation over that period
and also far exceeding the increase in other health care costs.! In 2015,
drug prices in the United States rose by almost 16 percent.!”

Those rising prices are a predictable result of the U.S. approach to medi-
cines, which includes a unique combination of huge government spending
on medicines paired with no regulation of medicine prices (a combination
I explore more fully in chapter 15).!® The result is an environment with no
price restraints. “Medicare is a huge, guaranteed market,” one industry
observer says. “So the (pharmaceutical) companies are saying, ‘Let ’er rip!” "

So it is not surprising that U.S. patients pay the highest prices for
medicine in the world, a per capita cost of about $1,000 per year.?
Consider this:

e A recent study showed that the median monthly price of branded can-
cer drugs in the United States was almost $8,700, compared with about
$2,600 in the United Kingdom, $2,700 in Australia, and $3,200 in
China.?!

e In the United States, medicines represent 10 percent of national spend-
ing on health and nearly 20 percent of spending in employer health in-
surance plans.?

e Overall prescription drug spending in the United States is over $400 bil-
lion annually; global spending exceeds $1 trillion.?> Some European
health systems, which unlike the U.S. Medicare program do negotiate
drug prices, have even refused to pay for some high-cost medicines.?*

Ultimately, these whopping U.S. medicine bills are paid by the tax-
payers who subsidize government health care programs such as Medicare
and Medicaid. They are also paid by private health care systems, whose
CEOs’ report that rising drug costs are undermining the finances of their
companies.” Increasingly, the costs incurred by those private companies
are passed on to patients. Even when U.S. residents are covered by private
insurance plans, those plans usually charge premiums and copayments,
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and do not cover costs until a deductible threshold is met. In the last
decade, U.S. workers’ obligations for those health insurance premiums
rose 83 percent and their deductibles rose 255 percent, with 2016 testi-
mony to a U.S. Senate committee identifying prescription drug prices as
the biggest reason for those increases.?® One of the results of this crisis is
that medical debt has become the single largest cause of bankruptcy in the
United States.?”

As Sarah Jackson can attest, for many patients, the high cost of medi-
cines simply means that a doctor’s prescription goes unfilled. In a 2015
U.S. poll, 19 percent of respondents said they had recently not filled a
prescription because they could not afford the price.?® Another survey
reported that 50 million Americans each year skip taking prescribed med-
ication due to the cost.”” Predictably, there is a human price to be paid
for missing medications: multiple studies have shown that persons who
struggle to access prescribed drugs are at greater risk of heart attacks,
strokes, and other life-threatening health emergencies.

Even when patients do have adequate insurance coverage or can afford
to pay out of pocket the cost of the medicine they need, they often discover
that the medicine is still not available to them. In the United States, medi-
cine shortages are reported to be “the new normal,” with regular gaps
in the availability of essential antibiotics, cancer drugs, and anesthetics,
among hundreds of other medicines.' In 2013, 83 percent of U.S. cancer
physicians reported not being able to provide a patient with the preferred
chemotherapy at least once in the previous six months. One-third of those
physicians reported having to delay treatment or exclude patients from
the medicine altogether.3? Reports of medicine rationing have been reg-
istered in the treatment of leukemia, ovarian cancer, bladder cancer, and
infections in need of antibiotics.>* Some U.S. physicians admit they delib-
erately avoid telling their patients that they are not getting the medicine
they need.>*

Like high prices, these shortages are the inevitable consequence of a
medicine system built on a foundation that relies on the motivations of
corporations seeking the highest possible profits. If pharmaceutical cor-
porations determine there is not sufficient money to be made producing
a medicine, especially compared to other products that they can charge
enormous mark-ups for, they have no incentive to make enough of the
medicines that have lower profit margins. The shortages are also spurred
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on by the secretive, exclusive character of the patent system, which leads
to a limited number of manufacturers of the needed drugs.*

Even if the medicines that are in shortage are potentially profitable
to manufacture, “intellectual property” rights often trump patient needs.
For example, when the Cleveland Clinic responded to a shortage of a
blood-vessel surgery drug by mixing up its own version in-house, the
clinic physicians wanted to share the formula with their colleagues facing
similar shortages in other hospitals. But they discovered they could not do
so: the Cleveland Clinic had claimed exclusive rights to the combination.®

Sometimes drug shortages are the result of quality control issues in
the medicine manufacturing process. But that problem too can be traced
back to the for-profit nature of the industry because corporations see little
urgency in fixing the manufacturing problem for a medicine that produces
limited revenue. As a journalist who investigated drug shortages said,
“Sometimes what happens is a [production]| line goes down, something
breaks down and a company, a producer looks at the margins and the
economics and says ‘well, you know it’s not really worth the margins
we’re getting on this drug in continuing the line—in putting the money in
to fix it.” So they let the drug go into shortage. And even if people need
it—say it’s nitroglycerine which is critical in heart surgery—they just don’t
produce it.”?

Instead, for-profit pharmaceutical corporations inevitably focus their
investments and their production capacity on medicines that provide a
hefty profit. We have already read about one example: the hepatitis C
medicine with a 500 percent mark-up (chapter 1). Not surprisingly, there
have been no reported shortages of Sovaldi or Harvoni.






MIiILLIONS OF PEOPLE
ARE DYING NEEDLESSLY

Tobeka Daki lived with her two sons in the Mdanstane Township in the
Eastern Cape province of South Africa. Her youngest son, Khanya, is
eleven years old. She was a breast cancer patient, struggling with a partic-
ularly aggressive strain of the disease known as HER2.!

Trastuzumab is a medicine that is effective in treating HER2-positive
breast cancer.> Marketed under the brand name Herceptin by the phar-
maceutical company Roche, the medicine is so successful at improving
survival rates for HER2 patients such as Tobeka that the World Health
Organization has placed it on its “Essential Medicines List,” an exclu-
sive category of drugs that are considered necessary to meet the minimum
medicine needs for a basic health care system.? The development of trastu-
zumab was so impactful that the story was turned into a Lifetime TV
movie, Living Proof, starring Harry Connick Jr. as the physician whose
research helped show that the medicine would benefit cancer patients.
Herceptin has become one of the best-selling prescription drugs in the
world.*
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The cost to manufacture a year’s worth of trastuzumab, the recom-
mended length of treatment for a patient such as Tobeka, is about $176.°
Yet that same amount of medicine is sold by Roche in South Africa at a price
of about $34,000.° The company holds the South African patent for the
medicine until 2033; this means that there are no competitors to push Roche
to lower the price. Roche sells over $6 billion of the medicine each year.”

The $34,000 price tag for trastuzumab was far more than Tobeka could
pay. The same goes for the vast majority of other HER2-positive breast
cancer patients in South Africa, where the per capita income is $6,800.°
Few private insurers cover the drug. The public-sector health care system
so rarely provides trastuzumab that physicians in that system usually do
not even tell their HER2 patients about the existence of the drug.’

When I spoke with Tobeka in March 2016, she explained that her can-
cer had recently spread to her spine, so she had officially reached the Stage
4 level. Her sons were distraught. One of her fellow patients, with whom
she had grown close, had died five days before. “Thousands of people in
South Africa die because they cannot access this medicine,” she said.!
Tobeka Daki died in November, 2016. She never received trastuzumab.!!

The story of Tobeka, Roche, and trastuzumab is just one version of a
story that can be repeated for millions of patients and hundreds of lifesav-
ing medicines across the world. The fact that this particular story is set
in South Africa is sadly ironic. South Africa was the center of the historic
struggle to dramatically increase access to HIV/AIDS drugs, a struggle
described in the conclusion of this book. By challenging patent medicine
monopolies, South African activists won a victory that ensures that mil-
lions of Tobeka’s countrymen and countrywomen receive affordable anti-
retroviral therapy for HIV/AIDS.

But trastuzumab and many other medicines remain protected by pat-
ents and priced out of reach. Some say that means that medicine activists
won the HIV/AIDS treatment battle but have lost the broader access-to-
medicine war. But others say the victory won for HIV/AIDS medicines is
possible for other kinds of drugs, too. Lillian Dube, also a South African
woman with breast cancer, was struck by the sight of her fellow patients,
such as Tobeka, going without the medicine they need. “I am with young
women (at our doctor). These are women who are 40, 30, and they have
small children,” Dube says. “And they have to lose their lives because they

cannot afford Herceptin. It should not be like that.”!?
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As I show in this book, there are dozens of reasons why Lillian Dube
is right: it should not be like that. And there are many activists such as
Lillian Dube who are working to change the system. “Until I die, 'll be
fighting this,” she says."

Ahmed is a little boy, and he is dying. He could be in India or Nigeria or
Haiti. And he could be dying from pneumonia or diarrhea or measles.

Unlike Tobeka Daki, Ahmed is not one particular person. He cannot
tell his story to an interviewer. He lays anonymous, engulfed in fever, in
a hut in a remote village or in a shack in a teeming urban slum. Neither
his family nor his government could afford to give him the immunizations
that would have prevented his illness. And they cannot afford the antibi-
otic medicines that would help him survive now.

One out of every five children living in poor countries never receives
even the most basic package of vaccinations.'* Millions do not have
access to antibiotic drugs.'”> Ahmed is one of 6 million children in low-
and middle-income countries who will die from an infectious disease this
year.'® Chances are that his disease is pneumonia because that is the lead-
ing cause of childhood death, in large part because three out of four of the
world’s children have not been vaccinated against it.'”

There are massive global efforts to expand the vaccination of children,
such as Ahmed. Gavi, the Vaccine Alliance, leverages funding from the
Bill and Melinda Gates Foundation and from other public and private
sources, to immunize millions of children in low-income countries.'® MSF
delivers nearly 7 million doses of vaccines each year.!” But even these
efforts were not enough to reach Ahmed, and they will not reach millions
of other children.

The biggest reason is the cost of the medicines. Dr. Greg Elder, deputy
director of operations for Médecins Sans Frontiéres, says, “The rising
price of the basic vaccines package means that we can’t afford to protect
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kids living in crisis.”?® That price for a full package of vaccines in 2014
was sixty-eight times what it was in 2001.2! The most expensive vaccine
in that package is the pneumococcal vaccine, which generates almost
$7 billion in sales each year for the pharmaceutical corporations GSK and
Pfizer, which control the market for the drug.?? In late 2016, a determined
multiyear advocacy campaign led by MSF finally succeeded in convincing

the two chief producers of the pneumococcal vaccine to lower the prices
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they charged humanitarian organizations. But advocates cautioned that,
even after the price drop, the vaccine was still unaffordable in many poor
countries.?

Tobeka and Ahmed are not isolated examples. The UN World Health
Organization says that one-third of the world’s population do not have
access to essential medicines.>* Other UN health officials estimate that
10 million people die each year because they do not receive the medicines
that would have saved them.?® That adds up to one person dying every
three seconds—more people each year than the entire population of New
York City.

The World Health Organization and others can categorize that number
by the diseases that are left unchecked. Over a million die each year from
tuberculosis, and a million-plus more from AIDS, malaria, and hepatitis.?
Those dying from infectious diseases such as these tend to be younger, like
Ahmed. But millions more, like Tobeka, die prematurely from untreated
noncommunicable diseases such as cancer, cardiovascular disease, and
diabetes.?”

The 2015 annual report of the World Health Organization sounds like
a broken record repeating the same tragic notes:

e Access to medicines for noncommunicable diseases “is still very poor in
many low- and lower-middle income countries.”?®

® A majority of newborns who need hepatitis Bimmunizations do not get
them, and most cancer patients who need chemotherapy do not get that
either.”’

e New cancer and hepatitis medicines are enormously effective, but as we
have learned (chapters 1 and 2), they are “largely unaffordable while
under patent, even for many high-income countries.”3°

e For diabetes patients in low-income countries, “essential medicines are
frequently unavailable or unaffordable.”3! Same goes for patients in
need of mental health medicines.??

Even when the lack of medicines is not immediately fatal, it often makes
survival a miserable experience: billions of people lack access to opioid
analgesics that can ease the excruciating pain of diseases such as can-
cer.® Those lucky enough to be able to buy essential medicines often make
enormous sacrifices to do so. As much as 90 percent of people in low- and
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middle-income countries pay out of pocket for their medicines, making
it the second-largest family expenditure after food.’* In these countries,
medicine costs account for nearly half of all health care spending, draw-
ing resources away from hiring doctors and nurses, building clinics, and
buying other supplies.*

This crisis has not gone unnoticed. Thomas Pogge, a Yale University
philosopher, calls this poverty-induced suffering and death “the morally
pre-eminent problem of our age.”3¢ The global community has recently
agreed on a set of Sustainable Development Goals that includes achieving
universal access to essential medicines.’” In 2015, the UN secretary-general
convened a High-Level Panel on Access to Medicines, emphasizing the
urgency of the situation, and the panel issued a report underscoring that
millions are dying of treatable diseases because they cannot access needed
medicines.3

But the suffering of Tobeka, Ahmed, and millions of others continues.
There is no more stark example of our broken medicines system than the
Ebola epidemic of 2014.

On October 13,2014, Dr. Margaret Chan, the director-general of the World
Health Organization, provided the keynote address for the sixty-fifth ses-
sion of the WHO Regional Committee for the Western Pacific.?® Most
conferences like this are highly bureaucratic; the speeches delivered are
typically long on platitudes and short on drama. But Dr. Chan’s remarks
were delivered in the midst of the Ebola outbreak in western Africa, an
outbreak she told the attendees had generated more fear than any event in
her public health career.

So Dr. Chan took the occasion, and the global media attention to the
outbreak, as an opportunity to be remarkably frank. Over 11,000 people
will die from Ebola, she said. “The outbreak spotlights the dangers of the
world’s growing social and economic inequalities,” she told the attendees.
“The rich get the best care. The poor are left to die.”*

Dr. Chan was correct. Ebola was a dramatic example of the inequi-
ties in the global health care system, inequities that are particularly stark
in the field of medicines. The reason Ebola was so frightening and so
deadly was that no medicines were available to prevent it or to treat it.
It turns out that promising vaccines to prevent Ebola, and drugs to treat
it, had been uncovered years before the outbreak. Yet they were allowed
to languish without further development. “There is a lesson here,” said
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Professor Adrian Hill from Oxford University, who led the Ebola response
for Britain. “If we had invested in an Ebola vaccine, had it sitting there
as the outbreak comes, you could have nipped it in the bud, been able to
vaccinate the region when it started.”*!

So why was the Ebola vaccine not developed? Because pharmaceutical
corporations saw no prospect of significant profit to be made on the drug.
The expected need was limited, and those who would benefit were likely
to be too poor to pay high prices. As far back as 2003, Thomas Geisbert,
an Ebola researcher, recognized the problem, writing with regret that there
was “little commercial interest for developing an Ebola virus vaccine.”*?

After the 2014 outbreak began claiming lives by the thousands,
Professor Hill labeled the problem in stark terms. “Who makes vac-
cines? Today, commercial vaccine supply is monopolized by four or five
mega-companies—GSK, Sanofi, Merck, Pfizer—some of the biggest com-
panies in the world,” Hill said. “The problem with that it, even if you’ve
got a way of making the vaccine, unless there’s a big market, it’s not worth
the while of a mega-company. . . . There was no business case to make an
Ebola vaccine for the people who needed it the most.”*

The 11,000 people who died from Ebola are just the latest and most
visible examples of a core flaw of the for-profit medicine system. Medi-
cines that address the diseases that kill millions of the global poor do
not present a compelling business case. The U.S. satirical publication The
Omnion put a sadly accurate spin on the tragic situation, publishing a spoof
article entitled “Experts: Ebola Vaccine at Least 50 White People Away,”*

So medicines that would save the lives of the global poor go undevel-
oped. All the while, for-profit corporations rush to market hair-loss cures
and erectile dysfunction drugs. Such medicines often duplicate others on
the market and are often frivolous compared to other needed medicines.
But they still present a good business case, as long as they address the real
or perceived needs of consumers who can pay high prices.

As she concluded her October 2014 speech, Dr. Chan did not shy away
from identifying the obvious cause for the 11,000 deaths. “Ebola emerged
40 years ago. Why are clinicians still empty-handed, with no vaccines and
no cure? Because Ebola has been, historically, geographically confined to
poor African nations.

“The R&D [research and development] incentive is virtually non-
existent. A profit-driven industry does not invest in products for markets

that cannot pay.”*



CANCER PATIENTS FACE PARTICULARLY
DeEADLY BARRIERS TO MEDICINES

In 2013, I was diagnosed with testicular seminoma. Fortunately for me,
this is a form of cancer that is highly treatable. Even more fortunate for
me, I could access that treatment. I live in an area where top-level care
is available, T had good insurance coverage through my employer, and
I could afford to pay out-of-pocket costs. [ am now healthy and have
every reason to believe the cancer is gone.

Some of you may have had your own experiences of cancer, either as
a patient yourself or as a friend or family member of someone who has
had cancer. There are 14 million new cases of cancer diagnosed annually.!

If you or a loved one has faced cancer, you already know about the
breathtaking cost of the medicines used in its treatment. In 2012, the
U.S. Food and Drug Administration (FDA) approved twelve new cancer
drugs. Eleven of them were priced over $100,000 per year per patient.>
One drug used to treat acute lymphoblastic leukemia, patented by the
company Amgen, costs $178,000 for the standard course of treatment.?

Over the past decade, cancer treatment costs have increased 39 percent in
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inflation-adjusted terms.* The average price for a patented cancer drug in
the United States now exceeds $10,000 per month, and the global market
for oncology medicines is over $100 billion per year.’ Even for a U.S.
patient with health insurance, typical out-of-pocket costs of 20-30 percent
leave the patient paying $20,000-$30,000 annually for cancer medicines,
an amount equal to about half the average U.S. household’s income.®

The driving force behind these astronomical prices is neither manufac-
turing costs nor investments in research and development. Cancer drugs
cost so much because monopoly-protected patented medicines are priced
at whatever the market will bear. And the market will bear enormous
prices when patients and their families are desperate to save or prolong
lives.

A peek inside the pricing system proves the point. In December 20135,
the Wall Street Journal published an inside account of how Pfizer execu-
tives decided to set the price of a new breast cancer drug. The corporate
calculations were focused on discovering the maximum price that insurers
would be willing to pay and the price level at which physicians would balk
at prescribing the drug. Worried about the intimidating nature of a price
of $10,000 per month, the Pfizer team tapped into the same tactics of mis-
direction that cause microwave ovens and flat-screen TVs to so often carry
price tags ending with $99 or 99 cents. Pfizer decided that the new breast
cancer drug would be sold at $9,850 per month.” “At some point, it’s
just corporate chutzpah,” Dr. Peter Bach of the Memorial Sloan-Kettering
Cancer Center says of the cancer drug—pricing process in general. “There’s
no check on the system.”?

But what if there were checks on the system and cancer medicines were
priced at a level that reflected their costs of production plus a reason-
able profit for the manufacturer? How much would these medicines cost
then? In 2015, a team of British and U.S. researchers set out to make
that price calculation for four potent cancer medicines. The medicines
examined were all in a category called tyrosine kinase inhibitors: ima-
tinib, used to treat leukemia; erlotinib, used to treat lung and pancreatic
cancer; lapatinib, used to treat breast cancer; and sorafenib, used to treat
kidney and liver cancer. The researchers tallied up the costs of production
and packaging for all these medicines and added in a generous 50 percent
profit margin. Remarkably, the total prices determined by this process
were less than 10 percent of the current patent-protected prices. For one
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of the medicines, imatinib, the researcher’s estimated price was less than
1/600 of the current price.’

The difference between the actual costs of cancer medicines and the
monopoly patent mark-up is measurable, not just in dollars—the gap in
pricing means that lives are lost as well. We have already read (chapter 3)
how Tobeka Daki’s survival depends on a breast cancer medicine she can-
not afford. Millions of others face the same barrier: while the cancer fatality
rate is 46.4 percent in high-income countries, the rate is 74.5 percent in
low-income countries.!® The cancer treatment challenges of the global poor
extend beyond medicines, of course. There is a lack of robust health care
systems providing opportunities for early detection and nonpharmaceutical
treatment such as radiation.!' Sometimes those challenges are cited by the
pharmaceutical companies as a justification for their high prices. In 2016, the
CEO of AstraZeneca, Pascal Soriot, claimed that, “In some parts of Africa,
we could give our products away and it would make no difference.”!?

But the health care systems are improving in many areas, and the avail-
ability of medicines has not kept pace. Effective new treatments for cancer
that are saving lives in wealthier countries are not available to the global
poor due to their price, regardless of whether robust systems of care are
in place. Patients in just six countries—the United States, Germany, the
United Kingdom, Italy, France, and Canada—have access to more than
half the oncology drugs that have been rolled out in the last five years.!
Even when the medicine is available and a care system is in place, patients
in poorer countries often cannot pay. In Nigeria, for example, a reported
63 percent of cancer patients cannot keep up with the prescribed chemo-
therapy due to the price of the medicines.'

Such precise numbers are not available everywhere. With so many
poor people across the world suffering from untreated cancer in pain-
ful anonymity, researchers have struggled to make a solid estimate of the
number of deaths that could have been prevented. Yet one 2010 study
of available cancer treatments in poor countries concludes, in regard to
those deaths, “Available information suggests that the number is prob-
ably staggering.”'> With the incidence of cancer on the rise, many global
health experts hear the echoes of the 1990s HIV/AIDS crisis in the tragedy
of these preventable deaths; once again, the medicines to save lives exist
and can be cheaply made, but monopoly patent protection is condemning
millions to an early grave.'®
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Even in the wealthy United States, up to 20 percent of cancer patients
do not take the medicines prescribed to them because they cannot afford
them.'” As a 2016 Newsweek headline put it, “Many Cancer Patients
Must Face Bankruptcy or Die.”'$ This state of affairs has angered U.S.
cancer physicians, including my own doctor.

In the mid-1970s, testicular cancer that had spread beyond the abdo-
men was considered a terminal diagnosis. Then, Lawrence Einhorn, a
Indiana University School of Medicine professor and oncologist, devel-
oped a revolutionary multidrug approach that transformed the disease
into a cancer that had a higher cure rate than any other.'"” More than three
decades later, when I was fortunate enough to have Dr. Einhorn treat-
ing me, I found him to be deeply frustrated by the cost of medicines for
his patients. In August 2015, Einhorn and 117 other leading U.S. cancer
experts co-authored a commentary in the journal Mayo Clinic Proceed-
ings. They pointed out that drug companies have been hiking the cost of
cancer medicines by leaps and bounds, far exceeding the rate of inflation.
“This raises the question of whether current pricing of cancer drugs is
based on reasonable expectation of return on investment or whether it is
based on what prices the market can bear,” the oncologists wrote.?’

In their article, Einhorn and his fellow oncologists call for the U.S.
Medicare program to be allowed to negotiate the price of drugs and for
limits on patent-holders’ delaying the availability of generic alternatives.
(We learn more about these ideas in chapters 20 and 21.) And they urge
cancer patients to follow the lead of HIV/AIDS patients, whose political
advocacy in the 1990s and early 2000s led to a sharp decrease in drug
prices.?! “There is no question that you need an incentive to develop new
medicines,” Einhorn told me. “But, in terms of cost, how much is too
much? You have families facing bankruptcy due to the cost of healthcare,
and medicines are a part of that problem.”??

The lead author of the article, Ayalew Tefferi, a hematologist at Mayo
Clinic, was more blunt. After the publication of the article, he told the
Wall Street Journal, “What we’re fighting is the greed.”?® Drs. Einhorn
and Tefferi and their colleagues were following in the footsteps of experts
in chronic myeloid leukemia (CML), who wrote in their professional
journal Blood in 2013, “As physicians, we follow the Hippocratic Oath
of ‘Primum non nocere,’ first (or above all) do no harm. We believe the
unsustainable drug prices in CML and cancer may be causing harm to
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patients. Advocating for lower drug prices is a necessity to save the lives
of patients who cannot afford them.”?

In 2016, cancer physicians reported a new reason for anger at phar-
maceutical corporations. Researchers from the New York City Memorial
Sloan Kettering Cancer Center published a study in BMJ (formerly known
as the British Medical Journal), reporting that as much as $3 billion was
being spent each year by Medicare and private insurers—and patients who
were making copayments—for chemotherapy drugs that had to be thrown
away.?® The medicine is purchased but wasted because the manufacturers
intentionally sell it in vials that contain a dose that is far too large for the
average person.

An example provided by the study is the medicine Velcade, sold by
Takeda Pharmaceuticals for the treatment of multiple myeloma and
lymphoma, and available in the United States only in vials that contain
enough medicine to treat a person who is 6 feet, 6 inches tall and who
weighs 250 pounds. For anyone smaller, the dose is less and much of that
medicine is not used. Safety rules mandate that leftover medicine must
be discarded—even though the drug company has charged for the larger
amount. “Drug companies are quietly making billions forcing little old
ladies to buy enough medicine to treat football players,” said one of the
researchers.?®

Although cancer physicians are increasingly upset about medicine pric-
ing, few cancer patient groups have challenged the drug patent status quo.
That seems puzzling at first, given that many patient advocacy groups
are well-funded, well-known in policy circles, and usually quite vocal
about treatment and research issues. As it turns out, however, many of
these groups rely on the pharmaceutical industry for organizational fund-
ing and sometimes for donations of unaffordable medicines to desperate
patients.”” A September 2016 New York Times article noted that patient
advocacy groups were “oddly muted” in the EpiPen and “Pharma Bro”-
fueled high-profile drug-pricing debates. Perhaps the silence is not so odd
after all: the same article chronicled how the National Multiple Sclerosis
Society endured pushback from its pharma funders when it dared to men-
tion concerns over the price of multiple sclerosis drugs averaging $78,000
annually, a 400 percent increase in little over a decade.?®

Moreover, quite often pharma-funded patient advocacy groups break
their silence on drug-pricing debates to affirmatively side with industry
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resistance to reform. A 2016 Public Citizen report revealed that at least
three-quarters of the patient groups that actively opposed an Obama
administration proposal to reduce Medicare drug expenditures had
received pharma-industry donations; another study showed that over
90 percent of patient groups participating in a discussion of FDA drug
approval reform were pharma-funded.? Most patient groups that opposed
the 2016 California Proposition 61 ballot measure to regulate the medicine
prices paid by the state government had received significant financial sup-
port from the pharmaceutical corporations.*

It is no wonder that those corporations enlist patient advocacy groups
to make their case: the groups provide the moral authority and individ-
ual stories that can sway undecided lawmakers and voters. For example,
one response to a 2016 blog post in HealthNewsReview that discussed
industry funding of patient advocacy groups was “Until you have been
a patient, you don’t know what it is like. . . . Pharma and biotech are
developing science that literally saves the lives of people like me.”3' The
power of such testimonials is undeniable, and the honesty of the patients
who speak out should not be questioned. Nevertheless, their arguments
are indelibly tainted when they are sponsored by corporate money. As one
researcher wrote in the BMJ, “A consumer group funded by telephone
companies would not be trusted to judge the best mobile phone package,
nor to be a public advocate on telecommunications policy. Is health less
important?”3?

But, as we have seen in the story of Hannah Lyon and Zahara Heck-
scher (chapter 1), cancer patients and cancer groups are becoming more
outspoken about medicine prices. As I discuss in the conclusion of this
book, patient advocacy groups played critical roles in HIV/AIDS and
other treatment campaigns. They may end up playing a similarly impact-
ful role in cancer treatment, too. Take the example of South African can-
cer survivor and activist Linda Greeff, founder of the group People Living
with Cancer, who was moved by the stories of untreated South African
cancer patients such as Tobeka Daki. After Greef turned her attention to
patent law reform efforts, her group quickly lost some of its pharmaceuti-
cal corporate funding. But Greeff says she is willing to accept the trade-
off. She has been able to hang on to a few industry donations, and she
makes clear that she accepts them with no strings attached. “I tell them we
will take your money, but we will not be singing your song!” she says.?



THE CURRENT MEDICINE SYSTEM
NEGLECTS MANY MAJOR DISEASES

As we have seen in chapter 3, thousands of people died from Ebola because
our current medicines system ignored the health needs of the low-income
patients who faced the risk of that epidemic. The Ebola tragedy is just one
indicator of the flaw lying at the heart of our medicine development pro-
cess. For pharmaceutical corporations, the pot at the end of the research
rainbow is filled with gold only if the discovered medicine can be sold at
high prices to patients or their government health care systems.

Inevitably, this arrangement means that pharmaceutical corporations
devote their research almost exclusively to medicines that will be con-
sumed by the comparatively wealthy. Researchers Adam Mannan and
Alan Story have pointed out that the corporate marketing dollars spent
to promote any one of the current high-profile erectile dysfunction drugs
far exceed the global investment in developing a vaccine for dengue fever,
which poses a risk to 40 percent of the world’s population.! And little
wonder, given the for-profit foundation of the current system: within a day
of the introduction of the erectile dysfunction drug Viagra, the stock price
of Pfizer, its patent-holder, doubled.?
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In global health discussions, the term used for killers such as dengue
fever, along with elephantiasis, sleeping sickness, river blindness, and oth-
ers, is neglected diseases. These diseases have a ferocious impact: one of
every six people in the world, including a half billion children, suffer from
neglected diseases.> And the moniker neglected is well deserved; these
diseases represent barely a blip on the radar screen of medicine research
and development. Only 4 percent of new medicines registered during the
years 2000-2011 were for neglected diseases,* and in 2010, only about
1 percent of research and development dollars was directed at neglected
diseases.’ This is not a new phenomenon. An oft-cited analysis reported in
the British medical journal The Lancet found that, of 1,556 new chemi-
cal entities marketed between 1975 and 2004, only 21 were for tropical
diseases and tuberculosis.

In contrast, pharmaceutical industry research on hair-loss treatments is
going strong, and new medicines to reduce facial wrinkles and to thicken
eyelashes are rushed to market. The disparity is so stark that it long ago
earned its own name—the 10/90 Problem—reflecting the approximation
that only 10 percent of research and development goes into creating medi-
cines for diseases that affect 90 percent of the world’s population.”

A particularly disturbing example of the 10/90 problem is provided by
the case of tuberculosis (TB), one of the deadliest diseases in the world.
More than 9 million people develop TB each year, and 1.6 million die
from it annually.® Yet over the past half-century, only two new medicines
have been developed to treat TB, and an increasing number of patients
have TB that is resistant to the decades-old medicines that are the predom-
inant form of treatment.’ Like the Ebola vaccine, promising treatments sit
undeveloped because TB mostly affects the global poor.'

The situation is not improving. Although there are philanthropic and
government investments in TB research, major pharmaceutical corpo-
rations continue to walk away from the crisis.!! In 2014, for example,
AstraZeneca closed a major research laboratory in India devoted to TB
and other neglected diseases, announcing a renewed focus on medicines
for cancer, high blood pressure, and other diseases that affect people in
the developed world.!? That same year, Pfizer cancelled plans for a TB
medicine clinical trial in South Africa.!® The Financial Times identified
these decisions as evidence of a “gloomy outlook” for privately funded
research and development for TB drugs. “TB is particularly unattractive
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as a commercial proposition because [it] is heavily concentrated among
the indigent in poorer countries,” the newspaper article concluded.'

A similar lack of commercial appeal has stunted research for new anti-
biotics to respond to drug-resistant bacteria, which kill 700,000 people
globally each year. In the case of drugs to address microbial resistance,
the relatively short length of treatment needed has convinced for-profit
pharmaceutical companies that the medicine would not be profitable.'®
Reflecting on the problems in addressing the spread of tuberculosis,
antimicrobial resistance, and other health emergencies, a commission of
experts empaneled by the prestigious British medical journal The Lancet
concluded in 2016 that the present system of drug development is “in
crisis.” 1

When pharmaceutical industry leaders speak candidly, they admit that
all this is true. “We have no model which would meet the need for new
drugs in a sustainable way,” former Novartis CEO Daniel Vasella, said in
2006. “You can’t expect for-profit organizations to do this in a large scale.
If you want to establish a system where companies systematically invest in
this kind of area [low-cost medicines for developing-countries], you need
a different system.”!”

While these global health crises rage on unaddressed, the pharmaceuti-
cal industry stays laser focused on the needs of its wealthiest customers.
That focus is demonstrated by a remarkable fact: nearly three of every
four “new” medicines developed in recent decades are not new at all.
Analyses of U.S. and French medicine development in recent decades
show that over 70 percent of the medicines newly approved offer no ther-
apeutic benefits over existing medicines.'® Instead, the same pharmaceuti-
cal corporations that are ignoring the unprofitable diseases of the poor
have devoted enormous resources to produce copycat drugs, also called
“me-too” drugs, that allow them to carve out a piece of the blockbuster
markets for high-end customers."

One of many examples of the “me-too” phenomenon is cholesterol-
reducing drugs. The United States currently has seven statins on the mar-
ket to lower cholesterol, all essentially identical to the original version that
was approved more than a quarter century ago.?’ Drug companies some-
times even copy themselves, creating their own version of a “me-too”
drug when the patent is set to expire on the original blockbuster medicine.
As the original drug is going off patent, the companies roll out a new but
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very similar drug and use heavy advertising to physicians and the public to
move them off the older medicine, which soon will face generic competi-
tion. AstraZeneca did this, pushing the heartburn drug Nexium in place
of the older Prilosec; Shering-Ploug did it, promoting Clarinex over its
patent-expiring allergy drug Claritin; and Eli Lilly did it, pushing Sarafem
over the antidepressant Prozac.?!

These approaches come as no surprise. As Dr. Chan said when describ-
ing the Ebola tragedy, a medicine system based on maximizing profits
creates no incentive to address the needs of the global poor, no matter
how many millions of people are dying. That grim fact has been quietly
acknowledged by pharmaceutical corporations for decades. On occa-
sion, the truth is even admitted in a public setting. In a 2013 conference
on the pharmaceutical industry, Marijn Dekkers, Bayer CEO, was asked
about the status of one of the company cancer medicines in India. Dekkers
responded with revealing candor: “We did not develop this product for
the Indian market, let’s be honest. We developed this product for Western

patients who can afford this product, quite honestly.”??



Part II

PROFITS OVER PATIENTS






CORPORATE RESEARCH AND
DEVELOPMENT INVESTMENTS ARE
EXAGGERATED

We have reviewed the undeniable evidence that the pharmaceutical indus-
try ignores the development of medicines needed by billions of people
across the globe. Yet corporate spokespersons still defend the high costs
of patent-protected medicines by claiming they are necessary to conduct
research and development. Alan Holmer, former president of the industry
trade association PhRMA, said, “Believe me, if we impose price controls
on the pharmaceutical industry, and if you reduce the R&D that this indus-
try is able to provide, it’s going to harm my kids and it’s going to harm
those millions of other Americans who have life-threatening conditions.”!

To buttress that argument, Holmer and his colleagues have long
pointed to figures that they claim represent enormous industry expendi-
tures for researching and developing new medicines. The most recent esti-
mate comes from a 2014 report by the Tufts Center for the Study of Drug
Development, which concluded that the average cost of bringing a drug to
market is a whopping $2.6 billion.? That figure was quickly promoted by
John J. Castellani, Holmer’s successor as head of PARMA, in newspaper
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articles and by his organization in colorful brochures defending existing
medicine patent laws.?

But the accuracy of this $2.6 billion figure is highly questionable. First,
consider the source: the Tufts Center reports that the institution receives
40 percent of its overall funding from the pharmaceutical industry.* Sec-
ond, the Union for Affordable Cancer Treatment and leading medicine
researchers have raised concerns about the $2.6 billion figure overstat-
ing the number of patients in and costs of the average medicine clinical
trial, and the main author of the report has admitted the figure does not
reflect the benefits of tax credits for the industry research, credits that
could reduce corporate costs by as much as 50 percent.’

The questions raised about this most recent cost estimate are important
because academic analyses of previous and similar reports have shown the
costs to be wildly overstated. For example, Donald Light and Rebecca War-
burton, health and economics researchers writing in 2011 for the London
School of Economics and Political Science journal BioSocieties, conducted
a blistering critique of a prior Tufts study of the industry research and
development costs.® Echoing others’ concerns, Light and Warburton criti-
cized the Tufts analysis for failing to make adjustments for the substantial
public investment in research and development, and for failing to identify
the drugs reviewed by their therapeutic classification.”According to Light
and Warburton, the lack of specificity in the report indicated that the cost
estimates could have been conducted on a sample that was skewed toward
medicines that are more expensive to develop. In fact, an unpublished
appendix to the Tufts study suggested that this was indeed the case.®

It is similarly unclear whether the research and development estimates
in the earlier Tufts study included marketing-oriented expenses, such as
payments to physicians to promote the drugs or instructional courses to
provide information about the drugs to prescribing physicians.” Light and
Warburton’s review suggested that half the Tufts estimate of the financial
cost of research did not represent real research investments at all. Rather,
it was a calculation of the income the corporations potentially would have
reaped if they had not invested in research and development—a calcula-
tion that ignores the fact that those research and development costs are
deducted from the taxable profits of the company each year.!® Further,
the Tufts estimate was based on clinical trials whose costs and lengths far
exceeded the averages the U.S. government has reported, again suggesting
the overall cost numbers were skewed upward.!!
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Not surprisingly, then, the claims by the industry for its research and
development costs are widely dismissed as unreliable. Even a pharma-
ceutical CEO, Andrew Witty of GlaxoSmithKline, has said that the prior
$1 billion estimate for developing a drug was “one of the great myths of
the industry.”'? The Economist has labeled the current $2.6 billion figure
“questionable,” making special note of the padded estimates for loss of
capital.’® In addition, a coalition of academics has echoed the charge that
the current Tufts estimate is “a myth.”'* Other industry observers have
called into question the oft-quoted corporate estimate of thousands of
compounds being tested to discover just one drug that is brought to mar-
ket, noting that computerized screening of a large number of compounds
is relatively quick and inexpensive.'

The costs to develop a medicine are variable. But, in their 2011 article,
Light and Warburton concluded that the actual cost of developing a new
medicine could be as low as $43.4 million, one-eighteenth of the figure the
industry was promoting at the time.'®* More recent data from the nonprofit
Drugs for Neglected Diseases Initiative estimate that the cost for develop-
ment of a new medicine is in the range of $112 million to $169 million."”
The Global Alliance for Tuberculosis Drug Development provides an even
lower estimate for developing a new TB medicine.!® While the industry
has claimed that it costs nearly $1 billion to develop a vaccine, indepen-
dent analyses put the cost at less than half that amount, and possibly as
low as $150 million."

Although these estimates are a fraction of the industry-promoted fig-
ures, they are still large numbers. Clinical testing of medicines is an expen-
sive phase of the research process. Private corporations are far more eager
to be involved at this stage that immediately precedes the hoped-for prof-
its than they are in the riskier early stages, so private industry shoulders
most of the clinical trials costs.?’ Nevertheless, placed in the context of
a trillion-dollar industry, the costs simply do not back up the argument
that the purpose of high corporate medicine profits is to support research
and development investments. For example, it has been estimated that
the company Novartis contributed somewhere between $38 million and
$96 million to the research and development of its leukemia drug ima-
tinib, which it markets as Gleevec. (Novartis has not disclosed its exact
research and development investment, so this estimate is based on publicly
available records and on past reporting of the costs of clinical trials and
other research.) Novartis makes $4.7 billion in annual sales of Gleevec,
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which in 2016 had a wholesale U.S. cost of $120,000 per patient.?! So,
even assuming corporate costs at the highest point of the estimated range,
it takes Novartis only thirteen days of Gleevec sales revenue to cover its
research and development investment.?

More broadly, giving the pharmaceutical corporations a very generous
benefit of the doubt about their actual research and development costs,
and without factoring in the tax breaks associated with those costs, the
industry still spends less than 15 percent of sales revenue on research and
development.?* As we see in chapter 7, the industry costs for marketing
are much higher. Recent numbers reported by PhARMA suggest that the
percentage of sales revenue spent on research and development is now less
than 8 percent and trending downward.?*

As they defend high medicine prices and the patents that protect them,
the largest corporations still promote themselves as tireless researchers:
“Our industry is poised to translate our most promising scientific break-
throughs into meaningful treatments capable of tackling the most urgent
and vexing medical challenges of our times,” is the quotation from Ken-
neth Frazier, Merck chairman and CEO, featured on PhRMA promotional
material.® But one of the reasons for the downward trend in industry
research investments is that the large pharmaceutical corporations have
increasingly transitioned to a model that is less innovative and less risky
than developing new drugs. The large corporations that have themselves
been less successful in developing new treatments have focused instead on
buying up smaller biotech companies that have developed promising drug
compounds.

Under this “buy not build” model, biotech companies that have drugs
in their pipelines to treat cancer, muscular dystrophy, and other diseases
are ripe for buyouts by the larger companies that are not as successful in
their discoveries.?® The consulting firm Bain recently conducted a study
that showed that the top pharmaceutical corporations were earning
more than 70 percent of their sales from medicines that were developed
by someone else, usually smaller companies more narrowly focused on a
limited number of research projects.?” As Bernard Munos, a pharmaceuti-
cal industry consultant, told the journal Nature in 2016, “Most (phar-
maceutical corporations) do not produce enough innovation to grow. In
fact, half of them are shrinking. They try to mitigate this by escalating
prices, which is dangerous. I think industry is misjudging the anger that
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its practices are creating.”?® Also in 2016, one pharma CEO, Dr. Leonard
Schleifer of Regeneron Pharmaceuticals, conceded the point: “The real
reason we’re not liked, in my opinion, is because, we as an industry, have
used price hikes to cover up the gaps in innovation.”?

An example of this dynamic is the massively profitable hepatitis C
medicines (discussed in chapters 1 and 2), which have been priced out of
the range of patients such as Sarah Jackson. The drugs were developed
by the biotech firm Pharmasset. (As I explore further in chapter 14, these
hepatitis C medicines are among the majority of important medicines
whose late-stage development was built on a foundation of basic research
that was largely government-funded.) In 2011, the larger corporation Gil-
ead bought up Pharmasset and the patent rights to its wonder drugs for
$11 billion.*® It was a big price tag, but the high prices of Sovaldi and
Harvoni are allowing Gilead to make up that investment very quickly.
Even while the pharmaceutical industry aggressively promotes itself as an
innovator, occasionally a corporate executive will reveal the true nature of
the current business model. “We’re not going to put our money in-house
if there’s a better investment vehicle outside,” the chief operating officer

(COO) of GlaxoSmithKline told the Wall Street Journal !






THE CURRENT SYSTEM WASTES BILLIONS
ON DRUG MARKETING

As we have seen, the justification claimed by the pharmaceutical industry
for patent monopoly protections and the resulting high prices for drugs
centers on its need to fund research and development of new medicines.
Conspicuously absent from that justification is any mention of the money
the industry spends to sell and market its drugs. But those costs are not
absent from the corporate balance sheets. In fact, the sales and marketing
expenses of the pharmaceutical corporations are significantly larger than
their investments in research.

The exact figures vary from corporation to corporation and from year
to year and are often not fully revealed in public, but the overall picture
is of an industry that spends nearly twice as much on selling its existing
products than it does on researching new ones.! Here is one example:
in 2013, Johnson & Johnson spent $8.2 billion on research and devel-
opment, and $17.5 billion on sales and marketing.> Another example:
in 2014, Pfizer spent $8.4 billion on research and development, and
$14.1 billion on sales and marketing. That same year, the Pfizer research
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and development costs were also exceeded by the money it spent paying
dividends to its stockholders and the financial maneuver of buying back
its own shares of stock.?

The United States is one of just three countries in the world that allows
direct-to-consumer advertising of drugs—New Zealand and Brazil are the
others.* Pharmaceutical corporations spend over $5 billion per year for
such ads, and they do so for one reason: they work.” Commercials for
branded drugs have been proven to motivate patients to ask their doctors
about the drugs being promoted and often to directly request a prescrip-
tion for them.® In addition, patients who see drug advertising are more
likely to ask their physician for the more expensive branded versions, even
when there are generic alternatives.” And doctors are more likely to pre-
scribe the branded drugs when their patients ask about them.®

In the United States, the Medicare system spent $4 billion in 2013 on
branded and heavily marketed medicines for heartburn and high choles-
terol, even though far cheaper alternatives were available.” In 2015, phy-
sician members of the American Medical Association voted to support a
U.S. ban on direct-to-consumer advertising, saying “a growing prolifera-
tion of ads is driving demand for expensive treatments despite the clinical
effectiveness of less costly alternatives.”!°

Many of us in the United States are weary of the seemingly endless
drug commercials on U.S. television, online, or in glossy advertisements
in magazines and newspapers—1.3 million of these TV ads are broadcast
annually with well over 100 airing each and every hour, which together
cost the industry more than $4 billion.!" So it may come as a shock to
learn that these commercials do not represent the biggest marketing
investments of the drug companies. Those companies actually spend six
times more on pitching their products to those who write the prescriptions
than they do on advertising directly to consumers.!? The marketing-to-
prescribers approaches include a practice the industry calls “detailing”—
face-to-face meetings with health care providers, which are accompanied
by gifts and meals, free samples, and sponsorship of professional meetings
and journals.

A 2007 report in the New England Journal of Medicine showed the
remarkable penetration of these efforts in the United States: 83 percent
of physicians reported receiving food and beverages in the workplace
from drug companies; 78 percent reported being given drug samples by a
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manufacturer representative; over one-third reported receiving reimburse-
ments for the costs associated with professional meetings or continuing
medical education; and more than one-quarter reported receiving pay-
ments for consulting, speaking, or enrolling patients in trials.’* Some of
the most egregious excesses of the marketing process have recently been
curbed by the industry and physicians, but the overall intensity of the sales
job remains at a high level. Drug corporations now deploy a whopping
72,000 pharmaceutical sales representatives in the United States alone.'

Similar to direct-to-consumer advertising, the marketing to physi-
cians has proven to be an effective strategy for pharmaceutical corpo-
rations. A recent study analyzing data from 12 drug companies, more
than 330,000 physicians, and nearly 1 billion prescriptions found that
physicians who received drug company payments were significantly more
likely to prescribe the drug sold by that company.! Another study showed
the physicians who accepted free meals from drug companies were far
more likely to prescribe brand-name drugs than the generic versions.'¢
Giving out free drug samples have been shown to increase the likelihood
that, after the freebies run out, physicians will prescribe the medicine
even if it is inappropriate or more expensive than alternatives.!” Add it all
up, and that marketing contributes mightily to Americans’ spending an
extra $24 billion each year as a result of bypassing cheaper generics for
higher-price brand-name drugs.'®






THE CURRENT SYSTEM COMPROMISES
PHYSICIAN INTEGRITY AND LEADS TO
UNETHICAL CORPORATE BEHAVIOR

In chapter 7, I discussed how the pharmaceutical industry spends billions
of dollars each year marketing its products to health care providers, partic-
ularly physicians.! Beyond the tens of thousands of company salespersons
deployed to directly market their products to physicians, pharmaceutical
and medical device companies also pay a full two-thirds of the costs of
continuing medical education in medical schools and teaching hospitals.
Predictably, the content of the programming often reflects that influence.?
Drug company marketing also reaches into the level of direct care. One
example of such controversial industry expenditures is paying providers
to participate in “patient adherence programs,” which aim to encourage
patients to take branded medicines.3

There is no mystery to why pharmaceutical companies want to cul-
tivate physicians and other care providers: these individuals write the
prescriptions that dictate the company’s bottom line. As a Federal Trade
Commission report said, in the current medical system, “the consumer
who pays does not choose, and the physician who chooses does not pay.”*
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But there is another motivation as well. Surveys show that patients do not
trust drug companies (in 2015, 74 percent believed pharmaceutical com-
panies put profits before people) but that they do trust doctors (78 percent
of Americans reported feeling positively about physicians).” By winning
over physicians to their products, pharmaceutical companies are purchas-
ing some of that caregiver goodwill.

To many in the health care community, this is an alarming situation.
The physician Ben Goldacre, in his book Bad Pharma: How Drug Com-
panies Mislead Doctors and Harm Patients, explains to non-physicians
why the drug industry’s central role in funding and shaping continuing
medical education is so impactful:

Doctors spend forty years practicing medicine, with very little formal educa-
tion after their initial training. Medicine changes completely in four decades,
and as they try to keep up, doctors are bombarded with information: from
ads that misrepresent the benefits and risks of new medicines; from sales
reps who spy on patients’ confidential prescribing records; from colleagues
who are quietly paid by drug companies; from “teaching” that is sponsored
by the industry; from independent “academic” journal articles that are qui-

etly written by drug company employees; and worse.®

Citing the psychological research that has firmly established that even
small gifts influence decision making, some leading voices in the medical
field have called for the money to stop flowing from the drug corporations
to physicians.” A 2008 editorial in the Journal of the American Medical
Association made the reasoning plain: “The profession of medicine, in
every aspect—clinical, education, and research—has been inundated with
profound influence from the pharmaceutical and medical device indus-
tries. This has occurred because physicians have allowed it to happen,
and it is time to stop.”® Similar concern among the public caused the
U.S. Congress to pass in 2010 the Physician Payment Sunshine Act, which
requires that drug and medical device companies report their financial
relationships with physicians.’

Beyond the influence of the pharmaceutical industry on the clinical prac-
tice of medicine, the corporate influence on medical research has caused
just as much concern. A 2006 survey of department chairs in accredited
medical schools and teaching hospitals revealed that almost two-thirds of
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the chairs had financial relationships with the pharmaceutical and medi-
cal device industry. Industry roles for the department chairs included their
serving as consultants, members of corporate scientific advisory boards,
and paid speakers.!’ According to Daniel Wikkler, Harvard ethics and
health professor, these esteemed academic physicians are acting as “sur-
rogate sales staff,” and entire academic departments have reputations of
being “owned” by particular pharmaceutical companies.!!

A 2007 survey found that over half of academic life science researchers
had a relationship with the pharmaceutical industry.!> That relationship
sometimes comes with strings attached: many researchers who received
pharmaceutical industry gifts reported that the corporation requested a
prepublication review of articles or reports stemming from the use of the
gift and sought promises that biomaterials provided would not be used
for research that would compete with company products.’* As for the
influential journals themselves, a former editor of the prestigious Brit-
ish medical journal the Lancet has said, “Journals have devolved into
information-laundering operations for the pharmaceutical industry.”!*
Editors of several other prominent journals have agreed with him.!

As with their marketing to clinical physicians, the motivation of
the pharmaceutical industry for these marketing investments in the
research field is clear: they help the corporate bottom line. Reviews of
corporate-sponsored medical studies compared to non-sponsored studies
show that the corporate-sponsored versions were significantly more likely
to report that the drug studied was effective and beneficial, and less likely
to find negative effects caused by the drug.'® On the level of the indi-
vidual researchers, industry-sponsored physicians and scientists have been
shown to report disproportionately industry-favorable results.!” As one
former pharmaceutical industry executive plainly stated, this is exactly
the desired outcome: “It is to industry’s advantage to selectively support
particular researchers whose point of view supports marketing goals, and
to encourage selective publication of articles.”!®

The design of industry-sponsored studies often benefits those market-
ing goals, too. Clinical trials are disproportionately industry-sponsored,
and those trials routinely compare the company drug to only a placebo
rather than to a similar medicine. That means the results of the study do
not reveal whether the new medicine is actually better than existing prod-
ucts already available. The resulting “better than nothing” standard sets a
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very low bar for the studied drug and does not yield the information that
would be most valuable to physicians, who need to decide which medicine
to prescribe.!

There are other significant problems with industry-sponsored clinical
trials. To Ben Goldacre, the most concerning is the widespread failure to
share the results of trials that are not positive for the company. “For me,
missing data is the key to this whole story,” Goldacre says. “It poisons the
well for everybody. If proper trials are never done, if trials with negative
results are withheld, then we can simply not know the true effects of the
treatments we use. . . . With missing data, we are all in this together, and
we are all misled.”?® In addition, some clinical trials sponsored by drug
companies occur after the drug has already been approved. These trials
are known as Phase IV trials. Although there can be legitimate research
reasons to conduct these trials, the goals of these post-approval studies
often appear less focused on actual research than on promoting the prod-
uct through paying clinical doctors to use it on patients.?!

One particularly disturbing example of the impact of industry-
sponsored research was the delayed reporting of the dangers of erythropoetin-
stimulating agents (ESAs), used to treat anemia in cancer patients. Early
industry-sponsored research in the 1990s showed ESAs had benefits,
but later reports by independent researchers showed the drugs actu-
ally significantly increased the risk of patient death. While none of the
industry-sponsored research reported these major problems, 90 percent of
studies not funded by pharmaceutical corporations did.?

Undoubtedly, some of the purchased industry influence on reported
research results is working at the subconscious level. But some of the
impact is not subtle at all. Two high-profile articles published together in
the Journal of the American Medical Association in 2008 outlined how
Merck may have intentionally misrepresented the risks of its medicines in
articles reporting research on its products. Those articles were apparently
written by Merck employees but published under the names of academic
researchers who had had little to do with the studies.?* Corporate-hired
ghostwriters regularly author research articles that promote drugs manu-
factured by the company, yet the articles appear under the names of aca-
demic physicians. The ghostwriting tactic has also been used by Eli Lilly
and GlaxoSmithKline, among others.**
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The deep and wide influence of the pharmaceutical industry on health
care is no secret. Multiple books have been published decrying the situ-
ation, several written by esteemed authors who are faculty at Harvard
Medical School or were once editors in chief of the New England Journal
of Medicine.*> One of these authors is Marcia Angell, who was the editor
of the New England Journal of Medicine in 2000 when the journal pub-
lished an article studying an antidepressant. The author of the article, who
was the chair of a university psychiatry department, had reportedly made
over $500,000 in a single year consulting for corporations that manufac-
tured antidepressants. A concerned Dr. Angell decided to write an edito-
rial to accompany the article. The editorial was entitled, “Is Academic
Medicine for Sale?”2¢ After the editorial was published, a physician from
Detroit responded with a three-sentence letter to the editor. “Is academic
medicine for sale?” repeated Thomas J. Ruane, MD. “No. The current

owner is quite happy with it.”%’

Of course, it is not unusual for multinational corporations to engage in
aggressive lobbying and marketing. But, as U.S. Senator Debbie Stabenow
(D-MI) has said, “’Medicine is different. It’s not like buying a car or ten-
nis shoes or peanut butter.”?® The World Health Organization has called
this tension “an inherent conflict of interest between the legitimate busi-
ness goals of (medicine) manufacturers and social, medical, and economic
needs.”?’ As we see in chapter 16, there is a long history of societies treat-
ing medicines as public goods, protected from the scarcity and profiteer-
ing that can affect access to less essential consumer goods.

In contrast, for the pharmaceutical industry the pursuit of profits has
often transcended any reasonable definition of the “legitimate business
goals” the WHO refers to. As the watchdog organization Transparency
International wrote in 2016, “Within the health sector, pharmaceuticals
stands out as sub-sector that is particularly prone to corruption. There are
abundant examples globally that display how corruption in the pharma-
ceutical sector endangers positive health outcomes.”3°

Many examples of this were chronicled in a 2010 study by the U.S.
nonprofit Public Citizen, which found that the pharmaceutical industry
is far and away the largest defrauder of U.S. federal and state govern-
ments.3! Pharmaceutical corporations have been cited for dozens of major
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violations of the U.S. False Claims Act, the Anti-Kickback Statute, the
Foreign Corrupt Practices Act, and multiple state laws prohibiting Med-
icaid fraud.’? In the twenty-year period ending in 2010, pharmaceutical
companies entered into 1635 civil or criminal settlements with federal and
state governments, and the number of citations showed steady annual
increases at both the federal and state levels.’3 The total settlements in
that period added up to $19.81 billion.**

The four biggest offenders over this period—GlaxoSmithKline, Pfizer,
Eli Lilly, and Schering-Plough—were all fined more than $1 billion each.*
In 2012, Pfizer settled charges that it had bribed health officials in mul-
tiple countries, and GlaxoSmithKline was fined for failing to report the
adverse effects of one of its medicines.* Several companies were cited for
overcharging state Medicaid programs, sometimes collecting as much as
twelve times the legal cost of their medicines.’” Some were punished for
paying off potential generic competitors.

In addition, Purdue Pharma was criminally sanctioned for its role in
falsely underplaying the addiction risks of its painkiller drug Oxycontin,
and its aggressive and ethically suspect marketing of the drug has been
cited as a chief trigger of an ongoing opioid and heroin epidemic in the
United States.? (Not coincidentally, the pharmaceutical industry was at
the same time leading the opposition to the legalization of medical mari-
juana, as studies have shown that medical marijuana legalization leads to
decreased prescribing of painkillers, anxiety medication, and other staples
of corporate pharmaceutical product lines.**) An ongoing case against
Novartis, in which the company is accused of funneling kickbacks to pre-
scribers through thousands of supposed “educational” meetings where
doctors were wined and dined, may lead to a multibillion dollar fine.*!
In 2016, pharma sales representatives were arrested and charged in New
York with violating federal antikickback laws. The allegation is that the
representatives from Insys used sham educational meetings as a cover for
paying physicians to prescribe highly addictive opioids.** Also in 2016,
the South African drug maker Aspen Pharmacare was fined by Italian
authorities for blocking supplies of several cancer drugs, a tactic the com-
pany employed to negotiate huge price increases.*

For drug companies, the most commonly cited ethical offense involves
a tactic called “off-label promotion.” Physicians are allowed to prescribe
drugs off label, meaning prescribing them for a different disease or type of
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patient than has been approved by regulatory agencies. But in the United
States and other countries, pharmaceutical corporations are strictly pro-
hibited from promoting these off-label uses of their products because
those uses have not been analyzed for possibly dangerous effects.** Nev-
ertheless, they do just that. For example, Pfizer was charged in 2009 with
illegally promoting off-label uses of the pain medicine Bextra, which was
later pulled from the market for safety reasons.*

Some of the many recent big-dollar fines levied for off-label promo-
tions include the record-setting $12 billion settlement by GlaxoSmithKline
regarding allegations it illegally promoted its antidepressant Paxil for use
in adolescents, the $2.3 billion settlement by Pfizer regarding claims it ille-
gally promoted drugs off-label, and the $1.4 billion payment by Eli Lilly
after claims it illegally promoted its antipsychotic drug Zyprexa—even to
the point of training its sales persons in how to avoid legal requirements.*
“Marketing departments of many drug companies don’t respect any bound-
aries of professionalism or the law,” according to Jerry Avorn, a professor at
Harvard Medical School. “The Pfizer and Lilly cases (for example) involved
the illegal promotion of drugs that have been shown to cause substantial
harm and death to patients.”*” One study analyzed the impact of corporate
mismarketing alleged in five prominent cases (involving the drugs Vioxx,
Avandia, Bextra, OxyContin, and Zyprexa), and estimated the annual costs
to society caused by the resulting sickness and death. The resulting figure
of $27 billion a year in cost is an amount roughly equal to the industry’s
claimed research investments over the same period.*®

Government officials admit to frustration that the many fines do not
deter off-label promotion. One physician complains that the punishments
“are nothing more than parking tickets.”* Even multibillion dollar penal-
ties do not measure up to much more than a fraction of the annual profits
of these companies.*® And much of that profit is being earned through the
very practices that are being prosecuted; studies suggest that one out of
every five prescriptions is written for off-label use.’!

Beyond off-label promotion, the pharmaceutical industry has aggres-

]

sively engaged in a practice known as “disease mongering,” sometimes
called the more polite term “condition branding.”’? The approach is to
take unpleasant but common aspects of the human condition and label
them as medical diseases that corporate drug products can address. Exam-

ples of this technique are numerous: shyness was rebranded as “social
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anxiety disorder” to market the antidepressant Paxil, premenstrual syn-
drome became the ominous-sounding “premenstrual dysphoric disorder,”
which Prozac was promoted to address, and heartburn was upgraded to
gastro-esophageal reflux disease, which Zantac stood ready to remedy.>
The industry has come under heavy criticism for its role in what many
believe to be a significant overdiagnosis of attention deficit—hyperactivity
disorder in children and adults in the United States®*

The iconic example of disease mongering is the transformation by the
pharmaceutical industry of impotence into “erectile dysfunction,” accom-
plished by saturation ad campaigns and testimonies from paid researchers
and physicians. The drugs promoted to treat what the industry labeled
“E.D.” have become blockbuster sellers.”> That success soon inspired
an effort to create a parallel “hypoaffective sexual desire disorder” for
women. Despite the lack of any scientifically established norm for sex-
ual desire or any evidence that low libido is an actual medical condition,
pharmaceutical corporations pushed for approval to market testosterone
patches and gels to address the situation.*

Beginning in the mid-2000s, hypoaffective sexual desire disorder was
exhaustively promoted in industry-funded continuing medical education
(CME) courses. Those courses drove home some commercially favorable
messages: the disorder was common and underdiagnosed, women may
not even be aware they have the condition, and clinicians should initiate
conversations on the topic with their female patients.”” One CME module
even said that women who were highly interested in sex, just not with
their current partner, may still be appropriately diagnosed as having a
“situational” form of the disorder.’® Not surprisingly, a Journal of Medical
Ethics review of the campaign around hypoaffective sexual desire disorder
called it “inventing a disease” and “a typical example of the medicaliza-
tion of a normal state.”’

The pharmaceutical industry has also been accused of unethical behav-
ior for its use of what seems at first glance to be a positive practice: medi-
cine donation programs, sometimes known as patient-assistance programs.
“The glorified term, ‘patient assistance program’ is nothing but a mar-
keting strategy,” an Indian medical ethicists told the New York Times.*
There are multiple examples to back up that statement. Novartis has been
sharply criticized for giving away far less of its cancer drug Gleevec than
it had promised and for then threatening to stop donations in countries
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where generic versions were permitted.®’ Novartis also pushed the recipi-
ents of its donations to lobby their governments to buy the drug at high
prices and to oppose generic competition, a common request made to
individual patients and patient groups who receive drug company dona-
tions.®> Many desperate patients and families are willing to comply with
company requests, but are disappointed to learn that these programs are
much less extensive than industry rhetoric suggests, especially since Medi-
care, Medicaid, and veterans’ program enrollees are not eligible and many
programs require private insurance coverage.®

Insurers and industry observers say the leveraging of drug donations
for brand promotion and to discourage generics has the effect of driving
up the cost of medicines—and the profits of the companies.** In 2016,
Bloomberg News conducted an investigation into such programs, con-
cluding that they are a public relations—focused “billion-dollar system in
which charitable giving is, in effect, a very profitable form of investing
for drug companies.”® Later that year, a whistleblower lawsuit filed by a
former Celgene employee claimed that the company was using its dona-
tions to patient charities as a mechanism to ensure that Medicare covered
its drugs, thus directing billions of dollars in payments to the company.*

This dispiritingly long list of ethical problems in the pharmaceutical
industry cannot conclude without a mention of the financial machinations
that huge pharma corporations use to avoid paying taxes, particularly in
the United States. In 20135, the U.S. pharmaceutical giant Pfizer announced
it would pursue the largest ever “tax inversion,” a strategy in which a
corporation merges with a foreign competitor to relocate its legally defined
headquarters to a country with lower taxes. In 2014, U.S. President Barack
Obama called inversion companies “corporate deserters.”®” The Pfizer plan
to merge with Dublin-based Allergan and shift its headquarters to low-tax
Ireland drew sharp criticisms. “The Pfizer-Allergan deal will be the biggest
inversion yet, and it is nothing short of a disgrace,” wrote John Cassidy
in the New Yorker in late 2015. “Drug companies like Pfizer have long
benefitted from taxpayer-funded research carried out under the auspices
of organizations like the NIH and the National Science Foundation. Now,
Pfizer is seeking to avoid paying the taxes that are due on its profits.”®

The Pfizer-Allergan merger was eventually abandoned. But the phi-
losophy it represented is alive and well. Even as U.S.-based pharmaceu-
tical corporations rely on taxpayer-supported research and high-price
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high-volume government drug purchases (see chapters 16 and 17), they
still relentlessly pursue methods to avoid paying U.S. taxes. Pfizer has
stashed $74 billion in profits overseas to avoid U.S. taxes, and Merck
has $60 billion similarly tucked away.® Gilead, the U.S. company whose
blockbuster hepatitis C medicine was created using U.S.-funded research
and is purchased primarily by U.S. government agencies, has transferred
the patent for the medicine to an Irish subsidiary.”” As Frank Clemente,
executive director of Americans for Tax Fairness, said, “”Gilead is mak-
ing a fortune selling essential drugs to the very government and taxpayers
that helped pay to develop them, and then dodging taxes on the resulting
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profits.



MEDICINES ARE PRICED AT WHATEVER
THE MARKET WILL BEAR

We have seen that in late summer 2015 medicine prices suddenly became
headline news in the United States (see chapter 2). It is worth looking a lit-
tle more into the background and context of this phenomenon. The drug
that triggered the media attention is called Daraprim, the standard treat-
ment for the parasitic infection toxoplasmosis, a condition that is partic-
ularly dangerous for patients suffering from AIDS and cancer. Daraprim,
which had no competing product on the market, had been recently pur-
chased by a startup company called Turing Pharmaceuticals, run by a
thirty-two year-old former hedge fund manager named Martin Shkreli.
After purchasing the rights to the drug, Turing and Shkreli immediately
raised the price of Daraprim from $13.50 a tablet to $750.

The price hike, the company, and Shkreli himself were fiercely criti-
cized. The criticism came first from physicians and care providers, and
then from social media commenters. Ultimately, politicians, including
presidential candidates from both major U.S. parties, joined in.? Even the
PhRMA, in a statement on its Twitter account, distanced itself from the



58 Profits over Patients

price hike: “@TuringPharma does not represent the values of @PhRMA
member companies.”3

Yet it does. In response to the PARMA statement, a Turing spokesper-
son pointed out that its actions were far from unprecedented in the phar-
maceutical industry.* And U.S. Representative Elijah Cummings (D-MD),
ranking member of a congressional committee studying drug pricing, said
of the Turing approach, “These tactics are not limited to a few bad apples,
but are prominent throughout the industry.”’

The abrupt spike in the price of Daraprim was just an extreme example
of the deadly dynamics of the pharmaceutical industry, in which corporate
monopolies have exclusive control over products that are necessary for
the survival of millions. The result is prices that are set at whatever the
market will bear, and it is inevitable that the market will bear enormous
prices when lives are on the line.® As noted in a November 20135 article
that appeared in the Economist following the news of the Daraprim pric-
ing, the for-profit nature of the medicine system all but compels corpora-
tions to gouge its customers: “The shareholders of a drugmaker expect it
to charge as much as it can get away with; and since many drugs, for as
long as their patent is in force, have no close competitors, the health sys-
tems and insurers they sell to may have little choice but to pay whatever
they are asked for.””

In other words, the 5,000 percent overnight price increase of Daraprim
caused a whiplash for the media and politicians, but more public
relations—savvy pharmaceutical corporations routinely help themselves to
less dramatic but still sizable price increases. In the United States in 20135,
the same year that Daraprim earned headlines, prices for branded medi-
cines quietly rose almost 15 percent on average, more than seven times
the rate of inflation.® Sixty of those drugs doubled in price or more, and
twenty of them quadrupled in price.” This type of annual increase is the
norm; analysts from Morgan Stanley have reported that drug prices have
been rising at overall rates of 12 percent annually for years.!” In 2016, the
director of the U.S. Centers for Medicaid and Medicare Services said that
he had once defended the pharmaceutical industry against being defined
by a few bad actors but that he eventually was forced to admit that large
price increases were both pervasive and unsustainable.!!

The story behind these steady increases, and the original prices set by
the corporate medicine patent-holders, reveals why the prices of medicines
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are so high. Medicine prices are determined by a highly unusual process
that has no relation to the normal considerations of manufacturers or
retailers in competitive markets. As the U.S. Department of Health and
Human Services bluntly stated in a 2016 report, “In reality, the prices
charged for drugs are unrelated to their development costs. Drug manu-

”12 The medicine pricing system

facturers set prices to maximize profits.
also does not bear any resemblance to markets in which the consumer
has the option to decline to purchase the product. In truth, Assistant
Secretary-General Marie-Paule Kieny of the World Health Organization
has admitted, “Amid public outcry, political battles and media articles, no
one seems to understand how, exactly, medicines prices are set.”!?

But there are some clues. Analyses of the corporate medicine price-
setting process have shown that, when a company arrives at the price to
be charged, neither research and development investments nor the cost
of manufacturing medicines is considered. Instead, corporate executives
conduct detailed research into the maximum amount they can charge
without causing insurers and governments to refuse to pay for the medi-
cine and physicians to shy away from prescribing it.!* Sometimes, when
demand spikes, those calculations are quickly adjusted. For example, a
recent surge in opioid addictions in the United States has been quickly fol-
lowed by as much as a seventeenfold increase in the price of a drug that
can reverse an opioid overdose."

The Wall Street Journal report on the Pfizer cancer drug pricing process
(see chapter 4), made no bones about the overarching goal of the corpo-
rate deliberation: Pfizer wanted to be very certain that it was not leaving
any money on the table.'® That is why medicines for deadly diseases are
sometimes priced at six hundred times the cost to make them.!” And that
is why, in the United States, where the government Medicare program
is barred from negotiating the price of the drugs it pays for, medicines
are priced more than double what is charged in similar countries that do
negotiate.'8

One illustration of this what-the-market-will-bear pricing dynamic is
the cost of the patent-protected hepatitis C drugs Sovaldi and Harvoni,
which we have learned (see chapter 1) have been priced out of the reach of
U.S. Medicaid patients such as Sarah Jackson. The corporate pharmaceu-
tical pricing process is typically hidden from public view, but the U.S. Sen-
ate Finance Committee conducted an eighteen-month investigation into
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how Gilead Sciences arrived at the hepatitis C medicine prices. The Senate
committee reviewed evidence compiled from 20,000 pages of company
documents, Medicaid records, and dozens of interviews with experts."”
The investigation found that, in arriving at the $84,000 price tag for a
twelve-week course of Sovaldi, the corporation did not consider at all the
manufacturing cost of about $100 for that course of the medicine.?’ Nor
did Gilead concern itself with the need of patients such as Sarah Jackson
to access the medicine. In fact, the Senate investigation found that the
company executives were “fully aware” that the target price would put
the medicine out of reach for many.?!

Instead, Gilead looked at the $36,000 treatment price identified as
a target by the Sovaldi developer Pharmasset, which Gilead had pur-
chased in 2012, and decided it could do better.?? Almost $50,000 better,
as it turned out. The company considered the remarkable effectiveness
of the medicine whose rights it had purchased, looked closely at what
it felt the market would bear, and set a price that was 617 times greater
than its manufacturing costs. Senator Ron Wyden (D-OR) of the Senate
Finance Committee summed up the corporate process uncovered by the

investigation:

Gilead pursued a calculated scheme for pricing and marketing its Hepatitis
C drug based on one primary goal, maximizing revenue, regardless of the
human consequences. There was no concrete evidence in emails, meeting
minutes or presentations that basic financial matters such as R&D costs or
the multi-billion dollar acquisition of Pharmasset, the drug’s first developer,
factored into how Gilead set the price. Gilead knew these prices would put
treatment out of the reach of millions and cause extraordinary problems for
Medicare and Medicaid, but still the company went ahead.?

That is sharp criticism from a high-level official. But Gilead saw all
this coming, and the company executives bolstered themselves for the
inevitable condemnation of the price of the medicine. After the drug was
released, one company vice president offered a pep talk in an internal
e-mail. ‘Let’s hold our position whatever competitors do, or whatever the
headlines,” he wrote in late 2013. “Let’s not fold to advocacy pressure in
2014.7%* That advice was heeded, and Gilead has reaped the rewards for
it. In twenty-one months after the medicine was introduced, the company

collected $20.6 billion in revenue for it.%
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Another disturbing medicine price-setting example, this one with even
more widespread deadly impact, is the cost of lifesaving vaccines. As we
have seen in chapter 3, the young boy Ahmed and millions more like
him die each year from diseases that could have been prevented by vac-
cinations. One of the world’s leading providers of childhood vaccines,
Meédecins Sans Frontieres/Doctors Without Borders, issued a 2015 report
entitled “The Right Shot: Bringing Down Barriers to Affordable and
Adapted Vaccines,” chronicling the dizzying 7,000 percent increase in
vaccine package pricing from 2011 to 2014.2¢

The vaccine price hikes were caused by several factors. First, a lim-
ited number of vaccine manufacturers means that large companies such as
GlaxoSmithKline, Pfizer, and Merck can corner the market with duopolies
and oligopolies, keeping prices high until a low-cost competitor can enter
the market.?” Second, the industry fiercely guards the secrecy of the actual
prices it charges to the health systems of individual countries, even forc-
ing purchasers to sign price confidentiality agreements. When MSF asked
for pricing information for its report, the multinational corporate vaccine
manufacturers refused.?® That corporate strategy quite intentionally puts
individual countries at a disadvantage when negotiating vaccine prices.
What little is known about vaccine pricing reveals the benefits of that
leverage: corporations are charging some countries prices that are at least
twelve to sixteen times the manufacturing cost.?’

The result is more medicine pricing at the limit of what a market will
bear—*“as high as the purchaser will tolerate,” in the words of the MSF
report—even if that means radically different prices from one country to
the next.’® And even if that means that children such as Ahmed die. “Many
children living in middle-income countries are not benefitting from new,
lifesaving vaccines, as a result of irrational and unaffordable pricing poli-
cies,” the MSF report concludes.®' As noted in chapter 3, in 2016, the two
producers of the pneumococcal vaccine announced they would lower the
prices they charged humanitarian organizations, reducing but not elimi-
nating the gaps in vaccine availability.*?

Vaccines and hepatitis C medicines are certainly not the only examples
of pricing that exploits patients’ desperate need to obtain medicine that
will stave off misery or death. Just a partial review of the market in 2015
demonstrates that. For example, Valeant Pharmaceuticals doubled the
price of over a dozen drugs that year, including a 720 percent increase for
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a key heart medicine.*® In response to criticism by hospitals and lawmak-
ers, Valeant promised to provide discounts, but those discounts repre-
sented only a fraction of the price hikes.>* In 2014, Valeant raised the price
of a lead poisoning drug by 2,700 percent over the course of the single
year.* Pfizer raised its prices for 133 drugs in 2015, most by 10 percent or
more and some by as much as 84 percent.3*

Also in 2015, Pfizer and its partner Flynn Pharma were accused by a
UK regulatory agency of abusing their dominant role in the epilepsy drug
market by charging an “excessive and unfair” price on an anti-epilepsy
drug.?” Some of the Pfizer price hikes, including on big sellers such as the
pain medicine Lyrica and the erectile dysfunction drug Viagra, reflect a
common pattern in drug pricing: these medicines are set to go off patent
soon, so the company is squeezing its fading monopoly for every dollar
while it can.?®

Also in 2015, GlaxoSmithKline and Merck hiked their drug prices as
well, and people with diabetes endured a 36 percent price increase from
Eli Lilly for Humalog, a fast-acting insulin.®® The price for a kidney dis-
ease medicine jumped 2,000 percent, and the prices of two blood pressure
drugs went up 600 percent.*® Exciting news in 2013 of the development of
two new badly needed TB drugs was dampened by the prices set by their
manufacturers, Johnson & Johnson and Otsuka. The corporations have
set the prices at levels that are dozens of times the manufacturing costs. As
a result, the TB medicines are out of reach for those who need them the
most; only one in every fifty patients who need the medicine is getting it.*!

This what-the-market-will-bear dynamic is well demonstrated by the
response of corporate patent-holders when they conclude that the market
may not actually tolerate the prices they set. For example, when the U.S.
government threatened in 2001 to allow the generic manufacturing of the
Bayer patented drug ciprofloxacin (see chapter 18), the company quickly
cut the price of the medicine in half.** In 2004, Abbot made an even larger
price reduction when pressured by the U.S. government on the cost of an
AIDS medicine.* When prominent oncologists wrote a 2012 New York
Times opinion column saying they would not prescribe the drug Zaltrap
because of its price, the drug’s manufacturer Sanofi quickly lowered its
price by 50 percent.**

But those price reductions are the exception. When medicines are
essential to health, patients and government health programs have reliably
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shown themselves to be willing to pay prices with enormous markups. As
U.S. Senator Charles Grassley (R-IA) said at the conclusion of the lengthy
investigation into the monopoly pricing of Sovaldi by Gilead at $1,000
per pill, “This might be an example that received the most attention in
some time, but it won’t be the last.”*
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PHARMACEUTICAL CORPORATIONS REAP
HisTORY-MAKING PROFITS

If you are a pharmaceutical company CEO, congratulations! You have
won the corporate equivalent of the lottery. Consider your bulletproof
business plan. Governments conduct the riskiest and most time-consuming
research and development in your industry, and then you are awarded
monopolies on the products of that research. Your customers’ lives may
depend on obtaining your product, so they are often forced to pay what-
ever price you decide to charge. Even better, governments are reliable bulk
purchasers of your product, and some government programs are even pro-
hibited by law from negotiating down your asking price.

Given this sweet arrangement, it is no wonder that the pharmaceutical
industry is one of the most profitable business sectors in modern history.
In 2013, five major pharmaceutical companies made a profit margin of
20 percent or more, and several regularly have profit margins of greater
than 30 percent.! Every business aims to make a profit, but let us consider
those numbers in context. Pharmaceutical corporations make a return on
their assets that is more than double the average of all the Fortune 500
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companies.? In the past decade, the top ten pharmaceutical companies
made more in profits than the rest of the Fortune 500 companies com-
bined.? Year after year, rankings of the most profitable industries reliably
put pharmaceutical corporations at the very top or close to the top, higher
than legendary money makers such as banks and oil companies.*

I discuss later (chapters 16, 17, and 22) how longtime moral and legal
traditions suggest that medicines research, manufacturing, and distribu-
tion should not be dependent on a for-profit scheme. But even many who
believe a profit motive has a place in our medicines system are convinced
that the level of profits in the pharmaceutical industry rises far above what
is reasonable and appropriate, especially given the human cost incurred.’

Pfizer, the world’s largest pharmaceutical company, provides a good
example of the cash-flush nature of the industry. In 2013, Pfizer reported
a 42 percent profit margin, a return that the BBC characterized as
“eye-watering,” part of a two-year stretch during which the company gen-
erated over $9 billion annually in net profits.® Do you remember (chap-
ter 3) that Ahmed and millions of children die each year because of a lack
of affordable vaccines? One of the top Pfizer product lines is vaccines, and
the corporation earns more than $17 million each day in sales from its
pneumonia vaccine alone.”

Pfizer is a prominent member of PhRMA, which spends significant
industry money putting forth the argument that its member companies
take enormous business risks. “Biopharmaceutical R&D is an extremely
complex process and failure is more common than success,” according to
PhRMA.? But that argument is undermined by the year-after-year industry
record of world-leading profits. As Alan Sager, Boston University health
economist, puts it, “If you went to Las Vegas with $1,000 and routinely
came back with $1400, could your family accuse you of gambling?”?

What do pharmaceutical corporations do with their billions in windfall
profits? Although industry public relations would have us believe the com-
panies put that money into research and development, many highly profit-
able corporations have reduced their research investments in recent years.
Marianna Mazzucato, an economist, says this is a predictable result of a
system that allows private industry to benefit from government invest-
ments in research— called free-riding.!® So, instead of ramping up their
research and development, pharmaceutical corporations spend billions
in financial maneuvers such as buying back shares of their own stock.!!
Pfizer again provides a good example of this practice. Between 2003 and
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2012, the company spent $59 billion of its profits in stock buybacks.'? In
2014 alone, Pfizer spent almost $12 billion to buy back its own shares and
to pay dividends to its shareholders—financial transactions that added
up to almost 50 percent more than the company spent on research and
development.’

Why do Pfizer and other drug companies buy back their own stock?
To the public, corporate CEOs provide one answer. When he announced a
$10 billion stock buyback in 2011, Ian Read, the Pfizer CEQ, said the plan
was “a testament to our continued commitment to enhancing shareholder
value and to our continued confidence in the business.”'* In other words,
pharmaceutical stock is so valuable, we want more of it for ourselves.

But in truth, stock buybacks are conducted because they benefit the
two most powerful forces in pharmaceutical industry: shareholders and
top executives. First, stock buybacks lift the company stock price (note the
reference to “enhancing shareholder value” by Read), which makes share-
holders happy. Second, buybacks that lift stock values make pharmaceuti-
cal company CEOs even happier because their salaries are typically tied to
the price of the company stock.'

CEOs and other top executives are the big winners in the stock-buyback
scheme, which is a core reason why the pay of high-level corporate execu-
tives has more than doubled since the early 1990s.'* Over the course of
the 2003-2012 decade, the largest eleven pharmaceutical companies paid
their CEOs a combined salary of $1.57 billion."” In 20135, the average com-
pensation for CEOs of the large pharma corporations was over $18 mil-
lion, 71 percent more than the average of other large corporations.'s

Big profits and big salaries may seem relatively harmless until we
consider that millions die because they cannot afford the products these
corporations produce. A 2016 analysis published in the BM] (formerly
the British Medical Journal) tied high drug prices, along with reduced
research investments, to the current pharma business model of buying
products developed elsewhere and then devoting revenue to rewarding
stockholders and top executives."” In a 2014 article for the Harvard Busi-
ness Review, the health economist William Lazonick reviewed the sta-
tus of profits, stock buybacks, and executive pay. He concluded that the
data make a mockery of the pharmaceutical industry claim that it needs
high profits to fund research and development. “The reality is,” Lazonick
wrote, “Americans pay high drug prices so that major pharmaceutical

companies can boost their stock price and pad executive pay.”?
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PATENTLY POISONOUS
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THE FOR-PROFIT MEDICINE ARGUMENTS
ARE PATENTLY FALSE

In 2009, Richard DeGeorge, a University of Kansas business ethics pro-
fessor, wrote an essay entitled “Two Cheers for the Pharmaceutical
Industry.”! DeGeorge pointed to the contributions of the industry to the
development of antibiotics, antihypertensive drugs, and beta-blockers.?
DeGeorge gave drug discoveries some of the credit for the increase in U.S.
life expectancy during the second half of the twentieth century and for
the reduced cost from missed workdays due to illness.? Although conced-
ing that the industry is “far from perfect”—after all, he did call for just
two cheers, not three—DeGeorge delivers an overall positive review: “The
pharmaceutical industry as a whole has done a great deal to extend lon-
gevity, shorten or make hospital stays unnecessary, and meet the expecta-
tions of people for new drugs.”*

DeGeorge made fair points, especially given that he focused on the
accomplishments of the industry on behalf of the residents of high-income
nations. But the pharmaceutical corporations hardly need him to stand up
for them. Their U.S. trade organization, PhRMA, has an annual budget
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exceeding $200 million, which it directs to the promotion of the image
and interests of its fifty-seven member companies.’ The U.S. lobbying
expenses of the industry for 2015 were $238 million.® There is a small
army of 1,369 lobbyists working for the industry in Washington, DC,
alone.” And the U.S. political campaign contributions of the industry have
been as high as $50.7 million in a year.?

Those investments are enormous, ranking among the highest of any
industry in the world.” PARMA government lobbying, and the public rela-
tions outreach that accompanies it, projects an image of an industry made
up of companies that are in the business of healing. The corporation John-
son & Johnson, for example, promotes a corporate credo that places as its
top responsibilities patients and health care providers, its employees, and
the communities where the company operates. In the credo, only after all
these constituencies are described is there a mention of the corporation
shareholders.!® All major pharmaceutical companies vigorously promote
their patient-assistance programs, which provide free or reduced-cost
medicines.!!

This public relations goodwill and the political clout behind it are put
to the task of defending the patent monopoly system for medicines. (As
Charles Keating, a key figure in the U.S. savings-and-loan political scandal
of the 1980s and 1990s said when asked if campaign contributions earned
him the support from lawmakers, “I want to say in the most forceful
way I can: I certainly hope s0.”!2) The core of that defense is that patent
monopolies are necessary to spur medicine innovation. Without patents,
the argument goes, hard-earned discoveries can be immediately copied
and sold to others, so no person or organization will have the incentive to
devote the resources needed for research and development of new medi-
cines.!’® Here is how PhRMA makes that case:

Drug research and development leads to the discovery of tomorrow’s
life-changing and life-saving new medicines. Biopharmaceutical intellectual
property (IP) protections, such as patents and data protection, provide the
incentives that spur research and development. They help ensure that the
innovative biopharmaceutical companies that have invested in life-saving
medicines have an opportunity to justify their investments. . . . At the most
fundamental level, IP rights give America’s biopharmaceutical research com-
panies a chance to fund research into new treatments for our most costly
and challenging diseases.*
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Sometimes the industry and its defenders use the economics term free rid-
ers to describe organizations or individuals who benefit unfairly from the
research conducted by the pharmaceutical corporations.’ They contend
that free riders—in the form of generic producers—need to be blocked or
medicine innovation will be stalled.

Parts of this Big Pharma argument are true. Beginning with laboratory
research and proceeding to clinical trials, the development of new medi-
cines is indeed an expensive and time-consuming process. As we have seen
(chapter 6), however, the industry-promoted estimates of that cost are
significantly exaggerated. Nevertheless, there is no question the process
costs hundreds of millions of dollars for each drug, and it is also undeni-
able that society benefits tremendously from the vigorous and creative
development of new medicines.

But embedded in the pharmaceutical industry argument for monopoly
patent protections are two important ironies. First, the argument concedes
the accuracy of one of the core complaints against the drug corporations:
the cost of patented medicines sold for prices as high as $1,000 per pill
reflects only the existence of a monopoly, not the cost of manufactur-
ing. As we have seen (chapter 9), even many high-priced medicines are
produced for just pennies per dose. When corporations set triple-digit
markup prices, those numbers are simply a calculation of the maximum
amount the industry believes patients will pay and have no relationship to
the actual cost of research and production.'®

The second core irony is that, even though this patent monopoly argu-
ment is advanced by corporations that reap history-making profits (as we
have seen in chapter 10), the industry rhetoric is actually quite socialist
in nature. After all, patents are nothing more than a government-imposed
override of the free markets of generic production, allowing the industry
to avoid the competitive markets that have proven to dramatically push
down the cost of medicines.!”

Where the pharmaceutical industry argument fails most dramatically
is in the assertion that monopoly medicine patents are necessary to spur
research and development. The history of medicine discoveries tells a dif-
ferent story. The most impactful medicines, especially vaccines and lifesav-
ing treatments for infectious diseases and chronic diseases, were usually
created outside the patent system, and usually supported by government
funding.'®
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In fact, it turns out that private pharmaceutical corporations that talk
about free enterprise turn to governments to prop up their business model.
As we see later (chapter 15), these corporations rely on government fund-
ing for pharmaceutical research, which allows them to devote more of
their resources to advertising and marketing. And those same corpora-
tions count on government dollars coming their way on the back end of
their sales process, with government health programs serving as the top
purchasers of patented medicines. As one industry commentator put it,
the pharmaceutical industry is like the Wizard of Oz—hiding behind a
false image as innovators and free market success stories.'

So, when it comes to medicines, taxpayers in the United States and
other research-supporting countries are the very opposite of free riders;
they pay to build the bus, they pay to fill it with fuel, and they pay to hire
the driver. But pharmaceutical corporations still demand a prohibitive fare

if those taxpayers wish to take a seat.
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MEDICINE PATENTS ARE EXTENDED
Too FAR AND Too WIDE

The international standard for the length of patents on new medicines is
twenty years. That standard was set by the 1994 Agreement on Trade-Related
Aspects of Intellectual Property Rights, known as the TRIPS Agreement,
which we learn more about in chapter 18. For essential medicines, that
twenty-year monopoly guarantees two things: high prices for patent-holders
and the resulting barriers to treatment for patients. But pharmaceutical cor-
porations are rarely content with even a twenty-year monopoly on the med-
icines they sell, so they engage in a variety of tactics to extend that period.

From the perspective of for-profit corporations, the reasons for pur-
suing extensions are understandable: when a branded medicine goes
off-patent, generic alternatives can come on the market, usually priced at
a fraction of the branded version. At that point, the sales of the branded
medicine can drop by as much as 90 percent or more.!

For some pharmaceutical corporations, that sales drop is the equiva-
lent of falling off a financial cliff. For example, the allergy drug Claritin
accounted for one-third of the revenues of Schering-Plough before it went
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off patent; in addition, Prozac once provided more than one-quarter of
the revenues of Eli Lilly.? Delaying that huge financial hit by extending a
patent for even a few months or years can mean hundreds of millions of
dollars to a pharmaceutical company. When the corporation Celaphon
achieved an extension of its monopoly on the sleep-disorder drug Provigil
in 2006, the company CEO was barely able to contain his excitement:
“We were able to get six more years of patent protection. That’s $4 billion
in sales that no one expected.”3

So it is not surprising that pharmaceutical corporations are eager to
hire what some industry observers call “floors full of lawyers” to pursue
patent extensions. Here are some of the corporate tactics that are used to
prolong monopoly patents—and the high medicine prices that go along
with them: evergreening, data exclusivity, patent thickets and patent link-
age, and buying off competitors.

Evergreening

Evergreening occurs when a new patent is granted for minor revisions or
new uses of an already patented medicine, thus extending monopoly con-
trol past the original twenty-year period.* Evergreening is also sometimes
referred to as secondary patenting. One study showed that secondary pat-
ents block generic competition on average more than six years, providing
monopoly extensions that earn corporations—and cost patients—billions
of dollars.’

Here is an example of how it works. In South Africa, the company
Novartis obtained a patent in 1993 for the drug imatinib, a treatment
for chronic myeloid leukemia that is marketed by the company under the
name Gleevec. Before that South African patent was scheduled to expire
in 2013, Novartis obtained two additional patents on the drug: one in
1997 for a new form of the compound and one in 2002 for the use of
the drug to treat an HIV-related infection. The drug is now on patent in
South Africa until 2022, twenty-nine years after the original patent was
granted. In contrast, in India, where evergreening is blocked by its patent
laws, there are no secondary patents on imatinib. The medicine is avail-
able in generic form, and costs 91 percent less than the South African
version.®
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The evergreening process is quite common, especially with drugs that
are big sellers, even though this approach completely contradicts the
self-promotion of the pharmaceutical industry as a force for innovation
and new treatments.” The practice of evergreening, combined with the
“me too” market-chasing focus of drug development, is the reason behind
a startling fact: most new chemical entities patented by drug companies
do not provide any new treatment value to patients. Researchers call that
value therapeutic innovation, and precious few drugs offer it. One recent
analysis estimated that 70 percent of newly marketed drugs offered no
additional therapeutic value.® Similarly, a 2009 European Commission
study found that 87 percent of the medicine patents recently granted or
pending in the European Union countries were secondary patents, most
likely in pursuit of evergreening.’

Although insulin was first patented in 1921, it is currently not available
generically in the United States, setting the stage for the three manufactur-
ers of insulin to raise their prices more than 160 percent in recent years.
Costs for U.S. diabetes patients are six times higher than in other devel-
oped nations.!® A contributing factor to the prohibitive pricing has been
the numerous patents insulin manufacturers have obtained on changes
made during the ninety-plus years since its original discovery. There is
debate over the relative value of those patented improvements. “I don’t
think it takes a cynic such as myself to see most of these drugs are being
developed to preserve patent protection,” David Nathan, a Harvard Med-
ical School professor, told the Washington Post in 2016. “The truth is they
are marginally different, and the clinical benefits of them over the older
drugs have been zero.”!! The U.S. publication Business Insider entitled a
2016 article about insulin pricing, “A 93-Year-Old Drug That Can Cost
More Than A Mortgage Payment Tells Us Everything That's Wrong With

American Healthcare.”!?

Data Exclusivity

Another patent-extending approach is for corporations to push for
lengthy periods of data exclusivity to be inserted into national laws or
international trade agreements. To understand data exclusivity, it helps
to recognize that there are actually two separate processes that allow
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pharmaceutical companies to block competitors. The first is the patent
system, which we have already discussed. The second is exclusivity, a
period of time in addition to the usual twenty-year patent period during
which no generic competition is allowed. Exclusivity is granted by a gov-
ernment agency—in the United States, it is the FDA.

The key form of exclusivity is known as data exclusivity. Here is how
it works. When generic manufacturers apply for the right to distribute a
drug, they need to show that the drug is safe and effective. An obvious
way to demonstrate safety and efficacy is to cite test results on the iden-
tical and previously approved patented medicines. But data exclusivity
blocks generic manufacturers from doing so.*?

Without access to that test information, generic manufacturers are
delayed in bringing their product to market, extending patent drug monop-
olies. The generic manufacturers may even have to repeat clinical trials on
human subjects. That testing is not only expensive and time-consuming,
it is unnecessary—because the drug has already been proven safe and
effective—and thus ethically suspect.'*

Data exclusivity periods are shorter than the twenty-year baseline
length of patents. In the United States, most drugs have five years of data
exclusivity, and biologics have twelve years. So why do drug companies
still pursue them? The reason is that data exclusivity periods do not begin
until the drug receives market approval, which may be several years after
the company has obtained its patent. So if a biologic drug was patented
ten years before it receives market approval, the corporation has only ten
years in which to sell its drugs under a patent-protected monopoly. But a
twelve-year data exclusivity decision gives the corporation an extra two
years beyond the patent expiration to sell without generic competition.

One bizarre case from 2009 illustrates the difference between a pat-
ent and exclusivity. A pharmaceutical corporation conducted a one-week
clinical trial on a medicine for gout that had been widely available since
the nineteenth century. The corporation could not get a patent for the
medicine, but the clinical trial allowed it to apply for and receive a period
of data exclusivity. It used the exclusivity to force competitors out of the
market, after which it raised the price of the medicine by 5,000 percent.'

The Obama administration has estimated that a five-year reduction in
the twelve-year length of U.S. data exclusivity for biologic drugs would
save federal health programs over $4 billion.'® Think of what else that
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calculation means: the current data exclusivity rules now allow that extra
$4 billion of taxpayer funds to be pulled in by monopoly drug pricing,
along with a huge amount of direct costs shouldered by patients.

So it is no wonder that the pharmaceutical industry values data exclu-
sivity so highly. As we learn in the conclusion to the book, the dogged pur-
suit by the industry of lengthy exclusivity for biologic drugs in the TPP
became a sticking point in the debate over the trade deal.

Patent Thickets and Patent Linkage

Patent thickets, also known as patent clusters, are exactly what those nicely
descriptive terms suggest they are: a dense pack of patents drafted by the
“floors full of lawyers” to surround medicines that generate profits for
pharmaceutical corporations. Would-be generic competitors must navigate
that thicket of patents—one study found as many as 1,300 patents on a
single drug—Dbefore they can offer their low-cost alternatives to patients."”

Patent linkage is the term for national laws or trade agreement terms
that provide the platform for patent thickets to do their work. Linkage
laws require generic competitors to prove that their product does not vio-
late any of the hundreds or even thousands of patents protecting a monop-
oly drug. Even though many of those patents are quite suspect, linkage
laws create a huge, time-consuming, and costly task list for would-be
generic competitors to accomplish.

Together, thickets and linkage are quite effective at fending off generic
competition. For example, the corporation AbbVie has a reported seventy-
plus patents on its arthritis drug Humira, and these additional patents
should add at least six years of monopoly protections on to the original
Humira patent period. “Any company seeking to market a biosimilar ver-
sion of Humira will have to contend with this extensive patent estate,
which AbbVie intends to enforce vigorously,” Richard A. Gonzalez, the
AbbVie CEO, said in 2015.18

The motivation for these efforts is no mystery. Humira is the top-selling
prescription drug in the world, and its $14 billion in sales in 2015
accounted for more than 60 percent of the total revenue of AbbVie."”
Every day that AbbVie can extend its monopoly represents millions of
dollars in revenue for the company.
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AbbVie is far from alone in exploiting patent thickets. A 2010 study
published in the Northwestern Journal of Technology and Intellec-
tual Property examined multiple examples of the tactic and concluded,
“The linkage regulation regime in particular has proven to be an excel-
lent vehicle for firms to obtain extended legal protection on drugs at all
stages of development, including drugs about to come off patent protec-
tion.”?° Economists call this activity by patent-holders rent-seeking, so
named because it seeks to collect revenue without producing anything
new or useful. Under rent-seeking, innovation takes a back seat to pro-
tecting monopolies. “[Pharmaceutical] companies today have found that
the return on investment for legal tactics is a lot higher than the return for
investment for R&D,” said one health insurance executive.?! Do not look
for that statement to be repeated on any PARMA public relations material
anytime soon!

Buying Off Generic Competitors, AKA “Pay for Delay”

Patent thickets and patent linkage provide pharmaceutical corporations
with significant leverage that allows them to engage in what one commen-
tator called a “sleazy and blatantly self-serving” patent extension tactic:
buying off would-be generic competitors.?

A company that wants to sell a generic version of a drug that is com-
ing off its original patent faces a significant problem: before it can sell
its product, it probably has to overcome costly, years-long, thicket-citing
lawsuits filed by the deep-pocketed, highly motivated corporation that
holds the patent(s). But there is another, less onerous option for the generic
competitor, known as “pay for delay.” The generic company can, instead,
accept a large check from the patent-holding corporation in return for an
agreement to delay its entry into the market.

There is a clear mutual incentive for such a deal. Because the generic
company would sell the medicine at a sharply reduced price, its limited
expected profits can be easily matched or exceeded by a big check from
the patent-holding corporation. For the patent-holder, that check amount
is still less than the company would lose by surrendering the monopoly
that allows it to mark up the price tag of the drug to a level far above
what the generic company would charge. Both companies win. The only
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loser is the patient, who is still forced to pay the monopoly price for the
medicine she needs.

Remarkably, pay for delay is arguably legal in the United States, despite
recent efforts by the Federal Trade Commission (FTC) to ban the practice
as a violation of the antitrust laws.?* The U.S. Congress has not been any
help in that effort—remember the heavy lobbying and campaign expen-
ditures by the pharmaceutical corporations>—and a 2013 U.S. Supreme
Court decision did not fully clarify the issue.>* Meanwhile, as Jon Leibow-
itz, former FTC chair, has characterized the current status quo, “Instead
of competing to be first to come to market, generic companies compete to
be first to get paid off.”*

These industry tactics can get a bit difficult to keep track of, so it is
important to remember why they matter: they are all corporate schemes
whose aim is to prevent us from accessing generic medicines, which can
be anywhere from 40 to 90 percent cheaper than the patent-protected
medicines. So the impact of pay for delay, along with evergreening, packet
thickets, and patent linkage, is enormous.?* A 2012 study found that elim-
inating just evergreening in the United States could allow over one-third
of currently patent-protected medicines to be immediately open to generic
competition. Barring evergreening would also reduce by four or five years
the delays in other patented drugs being open to competition.”” As for
pay-for-delay schemes, the FTC estimates they cost U.S. patients an extra
$3.5 billion each year.?®

Of course, for patients who cannot afford the cost of monopoly-
protected medicines, whether they live in the United States or in other
countries, patent extensions are not measured in dollars and cents. Their
impact is felt in sickness, suffering, and even death.
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PATENT PROTECTIONISM STUNTS THE
DEVELOPMENT OF NEwW MEDICINES

As we have seen, monopoly patent protections are defended by corpo-
rate medicine manufacturers on the grounds that patents are necessary to
spur innovation.! The power of that argument is undeniable. We all want
researchers to uncover new and better medicines that can improve our
health and the health of our loved ones. And it is certainly logical to con-
clude that the rewards of a monopoly patent will create an incentive to
invent something new.

But, as it turns out, both the history of innovation and recent trends in
creative inventions show that patents do exactly the opposite. Patents do
not, on the whole, trigger innovation in medicines. In fact, the evidence
shows they actually discourage new discoveries and ideas. The incentive
to innovate to receive a monopoly patent reward is certainly present, but
the positive impact of that incentive is dwarfed by the negative effects that
monopolies have on subsequent innovation. As economists Michele Bold-
rin and David Levine bluntly put it, “The case against patents can be sum-
marized briefly: there is no empirical evidence that they serve to increase
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innovation and productivity. . . . (T)here is strong evidence, instead, that
patents have many negative consequences.”?

Why do patents actually hurt innovation? It is because patents are
government-imposed zones of exclusivity, preventing the sharing of infor-
mation that could lead to new discoveries.’ Some scientists have been criti-
cal of patents on philosophical grounds, noting that science is built on the
broad sharing of information that allows conclusions to be confirmed or
rejected, and interim discoveries to be built on.* Economists who study the
effects of patents have described them as “dead weight” on the process of
innovation.’ Others characterize them as “an unnecessary evil.”¢

In the field of medicines, we have already seen evidence of that dead
weight piled on by patents. If researchers were not walled off from
information about the medicines, they could take existing formulas and
improve on them, or use them as the foundation on which to build new
medicines altogether.” Instead, as we have seen (chapter 12), patent-holders
use data exclusivity, patent thickets, and other tactics to block follow-up
competitors.

Representatives of large pharmaceutical companies have admitted that
even their own research is limited due to other companies holding patents
on key molecules.® Patents create a burden on innovation in other fields
as well. A survey by the Intellectual Property Owners Association showed
that even its members from large corporations felt there was overpatent-
ing in the current system.’

Economic analyses of patent and invention history tell us that the great
majority of innovations have occurred outside the patent system and
that countries without patent laws have produced more than their share
of inventions, including inventive new medicines.!® For example, Petra
Moser, a New York University economics professor, studied the effects
of compulsory licensing, in which the government overrides a patent and
allows generic production. She found that these patent overrides opened
up the field and encouraged innovation.!!

Historical data have shown that the reverse is true as well: monopo-
lies granted by patents have consistently discouraged innovation.'? For
example, the patenting of gene sequences in the Human Genome Project
has been estimated to have slowed further innovation by 20 to 30 per-
cent.”® Three-quarters of biomedical researchers report that patents have
hampered their access to materials and information needed for their
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research.'* The U.S. Constitution provides Congress with the power to
establish patents, but specifically with the purpose “to promote the prog-
ress of science and useful arts.”"® Especially in the case of essential medi-
cines, that constitutional intent has been undermined by the current use of
patents to stunt scientific progress, not promote it.

We do not need to look far for proof of the benefits of open access to
information. There is recent dramatic evidence that removing the barriers
to innovation created by intellectual property rules can be enormously
valuable to the public. That evidence has been provided by the open-source
software movement. Allowing multiple creative minds to improve and
build on existing software has led to remarkable innovations in the fields
of health care, education, and communication.'® Most websites rely on
open-source software, as do Google, Amazon, and Android smartphones,
among many, many other products.'”” An analysis of the field shows that
software engineers are demonstrably more efficient than they were before
open source took hold.!'®

Medicine researchers have noticed this success and launched new ini-
tiatives to provide open sharing of research data on malaria, TB, and other
neglected diseases, a model that deliberately rejects the corporate practice
of secrecy in drug development.'” As one researcher told the British medi-
cal journal the Lancet in 2016, “True open source should . . . unleash
talents not already there; the enthusiasm of scientists with day jobs who
love problem solving or doing altruistic work in their spare time; female
scientists excluded from the workplace who can manipulate molecules
on home computers, or even companies that undertake pro-bono work
on open-source projects to impress potential clients.”?® Other research-
ers who studied the discovery of drugs that have the most impact have
concluded that encouraging open-source development would be a much
more effective public policy approach than continuing to throw patent
monopoly benefits to pharmaceutical corporations.?!

If knowledge about medicine was made as freely available to research-
ers as software code is to programmers, we can only imagine what new
and important medicines could be discovered. For now, however, medi-
cine patents—and the culture of profit, secrecy, and protectionism they
represent—stand in the way.
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(GOVERNMENTS,
NoOT PRIVATE CORPORATIONS,
DRIVE MEDICINE INNOVATION

We have already learned that the pharmaceutical industry investment in
research and development is greatly exaggerated (chapter 6). We have also
learned that the drugs the industry does develop are usually long on profit
and short on treatment value and innovation (chapter 5). So, who is doing
the research that actually leads to new and valuable medicines? You are.
Or, at least, you are paying for it. Governments, using taxpayer dollars,
have long been the most impactful supporters of the innovation that leads
to the most important medicines.

The best estimates are that about 40 percent of medicine research
and development costs are shouldered by governments and private phi-
lanthropy, not private corporations.! That number is much higher than
pharmaceutical industry rhetoric would have us believe, but even that
40 percent figure vastly understates the key role played by governments.
Government investments in medicine research are heavily weighted at the
front end of the process, the basic research that is essential to identifying
how a disease may be vulnerable to attack by medicines. The results of



88 Patently Poisonous

that basic research can provide the building blocks for many drug discov-
eries down the line.

That early-stage research is also time-consuming, expensive, and often
quite frustrating. By virtue of its place in the research and development
sequence, this research is several steps removed from a finished product
that is ready for sale. All these factors make basic research an unappealing
investment for a for-profit drug corporations. So these corporations turn
to governments, especially the U.S. NIH, to handle this riskiest part of
medicine research. The NIH annual budget for medical research is now
over $32 billion per year, most of it spent supporting university-based
research.?

No one knows the importance of this support better than the research-
ers themselves. In the early 1980s, the legendary biochemist Peter Berg
attended an event at which he heard a venture capitalist extolling the
financial investments of his sector in genetic engineering. Berg, one of
148 Nobel Prize winners who have received research funding from the
NIH, could not help interrupting.® “Where were you guys in the *50’s and
’60’s when all the funding had to be done in the basic science?” he asked.
“Most of the discoveries that have fueled (the industry) were created back
then. I can’t imagine that, had there not been an NIH funding research,
that there would be a biotech industry.”*

For the most valuable medicines, governments play a particularly cru-
cial role. While profit-seeking pharmaceutical corporations are searching
for the next big-selling “me too” drug, the NIH and other government
funders are leading the way in discovering the medicines that are innova-
tive and important. Consider the origins of the medicines that the FDA
identifies as the most valuable, those deserving “priority review” status.
That designation means the medicines will provide “significant improve-
ments in the safety or effectiveness of the treatment, diagnosis, or preven-
tion of serious conditions.” A study of drugs receiving the priority review
status from 1988 to 2005 showed that two-thirds of them traced their
roots back to government-funded research.®

Another study went further back, looking at the twenty-one of the
most important medicines discovered from 1965 to 1992. It turns out
that fifteen of them relied on U.S. government-funded research.” Simi-
lar analyses of the origins of drugs that are considered transformative
found that many were based on discoveries made by academic researchers
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using government funding, with the industry usually taking on a role
only after these promising results were revealed.® Even that dynamic has
shifted over the years, with U.S. law changes in 1980 (see chapter 15)
spurring government-funded researchers to move increasingly into the
applied-research stage of the drug-discovery process, especially for the
most important medicines such as vaccines and medicines to treat cancer
and infectious diseases.’

But even the impressive results of these studies understate the role of gov-
ernments. The studies looked only at direct government research funding,
which does not account for the significant indirect support given to the
pharmaceutical industry for research by way of tax credits that can reach
as high as 50 percent.'® (I discuss in chapter 15 the role of government in
subsidizing the industry by serving as the bulk, and often nondiscounted,
purchaser of its products.) Once direct government support and generous
tax breaks are added to the equation, some analysts calculate that private
industry pays for only one-third of U.S. biomedical research—and much
of that industry contribution is focused on drugs whose chief value is
profit, not better health.!!

There are many examples of lifesaving medicines that we rely on now
that exist because of government research. The enormously valuable can-
cer drug pacilataxel was developed by research funded by the National
Cancer Institute, a division of the NIH.!?> Government funding played the
critical role in the breakthrough development of the antiretroviral medi-
cine AZT and the highly effective leukemia drug imatinib."* The same is
true for major mental health medicines and many vaccines.'*

Most patients and taxpayers are not aware of the government par-
entage of these and other key medicines. The critical government role is
obscured from view by U.S. laws pushed through by the pharmaceutical
lobby (see chapter 15), which allow the patents for these and many other
government-developed medicines to be handed over to private companies.
The companies may do some end-stage development of the drug, a far
less risky endeavor than the earlier research, and then sell the product at
monopoly prices. As the economist Marianna Mazzucato points out, the
United States “invests in the most uncertain stage of the business cycle and
lets businesses hop on for the easier ride down the way.” "

Sometimes, the companies are called out on their myth-making.
In 1989, the CEO of the AZT patent-holding corporation Burroughs
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Wellcome publicly boasted about the role of the company in the develop-
ment of the drug. For the five researchers who coauthored the first publi-
cations identifying AZT as a treatment for AIDS, the corporate bragging
was too much to bear. In a coauthored letter to the New York Times, they
said the CEO’s claim was “astonishing in both substance and tone.” The
researchers laid out how government support allowed the first synthesis
of AZT to be performed, provided the first demonstration of its use on
retroviruses, and was the foundation for every other critical stage of the
development of the drug. “In a number of specific ways, government sci-
entists made it possible to take a drug in the public domain and make it a
practical reality as a new therapy for AIDS,” they wrote. As for Burroughs
Wellcome, the researchers said, the company was more of an impediment
than a helper: “Indeed, one of the key obstacles to the development of
AZT was that Burroughs Wellcome did not work with the live AIDS virus
nor wish to receive samples from AIDS patients.”!®

It is worth pointing out that the critical role of government in support-
ing innovative research goes beyond the field of medicines. Most science
historians agree that the three most influential technological developments
of the twentieth century were the creation of the Internet, the discovery of
the chemical structure of DNA, and the breakthroughs in nuclear energy.
All were based on publicly funded research.!” In fact, if we check under
the hood at the engine driving many of the modern private-sector suc-
cess stories, we will often find government-funded research. The Google
search algorithm and the iPhone touch-screen and global positioning sys-
tem (GPS) technology are all based on government research.'® And as Paul
Berg pointed out thirty years ago, the government was particularly critical
in laying the foundation for modern biotechnology.

No less of a free market fan than Bill Gates, Microsoft founder, recently
decided to take a close look at the record of government-sponsored inno-
vation and came away impressed. “Since World War II, U.S.-government
R&D has defined the state of the art in almost every area,” Gates said in
2015. “The basic-science money is very well spent. The government has
these ‘Centers of Excellence.” They [the government] should have twice
as many of those things, and those things should get about four times as

much money as they do.”"
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TAXPAYERS AND PATIENTS PAY TWWICE
FOR PATENTED MEDICINES

I once heard a former member of the European Parliament provide a col-
orful explanation of the problem covered by this chapter. When it comes
to medicines, he said, governments are like really dumb venture capi-
talists. Governments pay to develop a product but then hand over that
product to an outside organization, declining to take an ownership inter-
est. What is worse, governments later agree to purchase the product they
developed and pay marked-up prices due to a monopoly they gave the
organization they handed the product to.!

Of all the dumb medicines venture capitalists, none is dumber than
the U.S. government. As we have seen in chapter 14, the U.S. government
plays an indispensable role in funding the research that leads to the discov-
ery of essential medicines. Until the 1980s, those taxpayer-financed break-
throughs were either owned by the federal agency that supported them
or placed in the public domain, allowing patients to affordably access the
medicines and researchers to build on the discoveries. But U.S. Senators
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Birch Bayh (D-IN) and Robert Dole (R-KS), spurred on by pharmaceu-
tical industry lobbyists, put a stop to that. They sponsored the Patents
and Trademark Amendments Act, soon widely known as the Bayh-Dole
Act, which allows universities and small companies that received federal
research funding to claim patents for the discoveries that comes out of
that research.?

Bayh-Dole went into effect in 1981, and universities and teaching
hospitals wasted no time beating a path to the patent office. In the first
five years under the new law, their human biology patent applications
increased 300 percent.® Universities also quickly began forming partner-
ships with small biotech companies and, ultimately, with the large phar-
maceutical corporations to conduct late-stage research and then market
and distribute the medicines. Those corporations were happy to buy the
exclusive rights to government-funded discoveries—and the monopoly
pricing powers that went with them.*

Simply put, this is a give-away of government-created resources. U.S.
taxpayers, in particular, pay twice for patented medicine: first to subsidize
the research and then by way of the monopoly prices charged to govern-
ment programs such as the Veterans Administration, Medicaid, and Medi-
care. As we see later (chapter 20), pharmaceutical industry lobbying has
even succeeded in making it unlawful for the U.S. government to negotiate
down the medicine prices paid by Medicare.

This scheme has inspired outrage from physicians, economists, and
health activists. They call the corporate-government medicines arrange-
ment a “parasitic relationship.” Alfred Engelberg, a noted intellectual
property attorney, laid out the terms of this relationship in the publication

Health Affairs in 2015:

Federal law essentially socializes the cost of drug discovery while privatizing
the profits since it does nothing to limit the prices that can be charged or the
profits that can be earned from drugs discovered at public expense. . . . For
decades, Congress has simply been transferring wealth from ordinary citi-
zens to the pharmaceutical industry. While claiming to believe in free mar-
ket capitalism, it has created a web of monopolies which cause the United
States to pay the world’s highest prices for drugs even though it is the larg-
est purchaser.®
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Examples of these taxpayer-to-corporation wealth transfers are plentiful.
Consider these few:

o The corporation Genzyme charges as much as $350,000 per year, ten
times its manufacturing cost, for a drug to treat the rare Gaucher dis-
ease. That price is often charged to government programs such as Med-
icaid, even though the medicine was developed by the NIH.”

e The corporation Amgen has billed Medicare for billions for the kidney
disease drug Epogen, developed with taxpayer-supported research.?

e The story is the same for the chemotherapy drug pacilataxel, devel-
oped with government research and now sold back to government pro-
grams at monopoly prices by patent-holding BristolMyersSquibb, who
has branded the drug Taxol.’

e NIH and U.S. Department of Defense funding helped develop the pros-
tate cancer drug Xtandi, which is sold back to the federal government
at over $100,000 per patient per year (a price that is two to four times
that paid by patients in other countries), despite the fact that U.S. tax-
payer dollars developed the drug.'?

e Even the $1,000-per-pill hepatitis C medicines (see chapter 1) owe their
existence to government research. In fact, the drugs were developed in
part using funding from the U.S. Veterans Administration. Now, that
same agency faces cuts in its services because of the need to pay a cor-
porate monopoly markup for these medicines.!!

The taxpayers-pay-twice arrangement is appalling, but it does provide
an opening for the reform of our dysfunctional medicine system. As we
see in chapters 20 and 21, there are many possible ways to make the medi-
cine system better for both patients and taxpayers. At their core, these
fixes would replace the waste and cost of the for-profit medicine model
with approaches that rely on governments and nonprofits that answer to
patients and taxpayers, not shareholders and corporate CEOs.

The good news is that the current government subsidy of the for-profit
medicines model means there are plenty of funds to be shifted over to a
system that will be both more effective and more fair. In his 2016 book,
Rigged: How Globalization and the Rules of the Modern Economy Were
Structured to Make the Rich Richer, the economist Dean Baker crunched
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the numbers and estimated the money that could be saved if U.S. health
care systems could provide medicines without the artificial price markup
imposed by monopoly patents. It turns out that the resulting savings could
fund the replacement of all private industry research and development
several times over, replacing that private research with more impactful
and transparent studies while still leaving billions of dollars in remaining
public benefits.!?



Part IV

TRADING AwAY OUR HEALTH
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MEDICINES ARE A PuBLic GooD

Most of us define the term public good broadly. We use the term to refer to
goods such as law enforcement, street lights, and mass transit, which are
collectively provided and deliver shared benefits to all." When economists
describe public goods, they refer to these goods as being nonrivalrous and
usually nonexcludable in their consumption.? We do not use those terms
in everyday discussion, but their meaning is not that complicated. Non-
rivalrous means that any one person can benefit from a good without
reducing others’ opportunity to benefit as well. My eating an apple means
you cannot consume it, so that is a rivalrous good. But I can watch the
same TV show as you without lessening your opportunity to enjoy it as
well—that is nonrivalrous. Nonexcludable means what it sounds like: a
person cannot be prevented from consuming the good in question. Clean
air is a good that can be enjoyed by all without denying access to those
who do not register or pay a fee. In contrast, access to a private swimming
pool is an excludable good.
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The classic example of a nonrivalrous, nonexcludable public good is a
lighthouse: that one ship benefits from its warning does not subtract from
the chances of any other ships enjoying a similar benefit, and there is no
practical way of limiting the warnings from a lighthouse to a select few.

In terms of medicines, an individual pill is rivalrous—not everyone can
consume that one pill—but the details of the formula for creating that
pill are not. That formula is knowledge, and knowledge is a classic pub-
lic good because it can be shared widely without penalty to the original
owner. As Thomas Jefferson said, “He who receives an idea from me,
receives instruction himself without lessening me; as he who lights his
taper at mine, receives light without darkening me.”3

But pharmaceutical corporations, with a big assist from the U.S. gov-
ernment, have responded to the nonrivalrous character of medicinal
knowledge by cutting the wick off Jefferson’s neighbor’s candle. As we
see in chapter 17, those corporations successfully pushed for international
trade agreements that created the patent system. By prohibiting the use
of patented medicine formulas by anyone except the patent-holder, that
system artificially imposes exclusivity where none existed before. Econo-
mists call this process the transformation of a public good into a “club
good.”* The analogy is taking a public park and turning it into a gated,
dues-required golf course.

Yet those legal maneuvers cannot obscure the fundamental nature of
essential medicines: they are a public good. For example, access to medi-
cines has public health implications, which create positive externalities, an
economics term that means that one person’s consumption of an essential
medicine provides benefits beyond the direct consumer.’ Vaccines provide
the most obvious example of positive externalities because they prevent
the recipient both from getting ill and also from spreading the disease to
others. If a society vaccinates widely enough, the chain of disease transmis-
sion is broken, leading to a significant public good: widespread immunity.
What could be more valuable to the public than the global distribution of
the smallpox vaccine, which has led to the eradication of a disease that
once infected 50 million people a year?¢

Even medicines that are of less obvious population-wide benefit allow
their recipients to better contribute to the social fabric and economic pro-
ductivity of their communities. These medicines save costs for the broader
society, too. When a diabetic takes insulin or a person with a risk for heart
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disease takes cholesterol-reducing medicine, he or she is more likely to
make a positive contribution to the economy. Such people also lower their
prospects of needing more extensive—and expensive—medical treatment,
which is a cost often shared across multiple consumers and taxpayers.”
The public good nature of medicines is further demonstrated by the poten-
tial negative externalities when people in need of medicines are deprived
of them. The lack of access to medicine causes enormous social problems
in terms of contagion and economy-depressing illnesses and premature
deaths.®

Medicines are clearly a global good as well. The bubonic plague,
cholera, influenza, HIV, and many other diseases have proven that the
positive and negative externalities of access to medicine do not stop at
national borders. Modern versions of medicines are most often developed
in wealthy countries that are home to research-investing governments and
corporations.” But those products are sometimes derived from plants and
remedies that originated in low-income countries, which also provide the
sites for many clinical drug trials.'

Among the public, medicines continue to be treated as a good quite dis-
tinct from consumer items such as cell phones and flat-screen TVs. That is
because the unaffordability of a patent-protected consumer item does not
invoke the moral challenge that comes with the impossibly high price tag
placed on a lifesaving drug.!' Millions of AIDS patients died in the 1990s
and early 2000s because they could not pay for patented antiretroviral
drugs, just as we have seen that millions die now due to lack of access to
patented cancer medicines (chapter 4).

Tragedies such as these arouse the conscience of the global community.
As a result, the human right to access essential medicines has found its way
into international treaties and national constitutions.!? Economists and
philosophers have agreed that intellectual property rights should never
trump the imperative to save the lives of human beings.!3 Faith-based
organizations and civil society actors have advanced a moral claim for
universal access to essential medicines.'

Researchers are well aware of the public-good nature of the products
they are discovering. The creator of the first synthetic malaria vaccine
donated the patent to the World Health Organization.'® The inventors of
insulin sold the patent to the University of Toronto for $1 each.'® Jonas
Salk declined to pursue a patent for the polio vaccine, saying the patent
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belonged to the people.'” As Salk asked in 1952, “Could you patent the
sun?”18

As Salk’s comment suggests, medicines have proven to be a poor fit in
the free market model. That model assumes the existence of well-informed
consumers who exercise deliberate choices among competing products.
But even thoroughly capitalistic societies have long recognized that the
free market approach is not appropriate when the consumer is a sick per-
son in urgent need of a remedy." So, it is little wonder that, for nearly all
of human history, societies and nations have treated medicines as a com-
monly held benefit. As we see later (chapter 17), until well past the middle
of the twentieth century, few countries allowed individuals or companies
to hold exclusive rights to produce medicines.?

Governments still take an extremely active, hands-on role in the medi-
cines industry, creating the very opposite of a laissez faire market. Most
industrialized governments tightly regulate the production and distribu-
tion of medicines, as well as actively promote vaccinations and encourage
the safe use of other drugs.?! Most of those countries, with the United
States being a notable exception, also exert significant government control
over the price of medicines.”> Governments are both the leading funders
of medicine research and the top purchasers of the end products of that
research.?

Why do governments assume an activist role in the field of medicines?
Because their citizens have demanded it. As we see in the conclusion to
this book, grassroots-yet-global activism in the 1990s and 2000s gave
voice to passionate outrage over the devastating human cost of limited
access to patent-priced HIV/AIDS medicines. Demonstrators in the United
States threw the ashes of AIDS victims on the lawn of the White House;
global activists conducted mock trials charging pharmaceutical companies
with genocide.?

These protests led to the dismantling of patent price barriers and, then,
to massive government-funded programs. The same medicine that the
patent-holding corporations once deemed too expensive for the global
poor is now distributed to millions by the U.S. President’s Emergency Plan
for AIDS Relief (PEPFAR) and the Global Fund to Fight AIDS, TB and
Malaria.?

But the HIV/AIDS treatment experience is not the norm. The U.S. gov-
ernment and pharmaceutical corporations have largely succeeded in their
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concerted effort to turn the public good of medicines into a for-profit
commodity. In walling off access to medicine, corporations are follow-
ing a disturbing historical precedent. Between the fifteenth and nineteenth
centuries, the rich and the powerful in England managed to fence off com-
monly held land and transform it into private property.?® The countryside
was changed from a source of subsistence to a source of profit, and small
farmers were relegated to wage laborers. The process is widely referred to
as the enclosure movement, but in Das Kapital, Karl Marx described it by
coining a new term: land-grabbing.?” To Edward P. Thompson, a British
historian, it was “a plain enough case of class robbery.”?

Now, a similar enclosure movement is taking place.?” This time, the
fenced-off commodity is essential lifesaving medicines. Playing the role
of modern-day lords of the manor are the pharmaceutical corporations,
which have taken a good that was once considered off limits for private
profiteering and turned it into an exclusive, expensive commodity. Instead
of displacing small landholders, this particular enclosure movement causes
suffering and death.
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MEDICINE PATENTS ARE ARTIFICIAL,
RECENT, AND GOVERNMENT-CREATED

As I discussed in chapter 16, medicines are clearly a public good. All of us
understand in our hearts that it is profoundly wrong for a person to suf-
fer because they cannot afford the price of a medicine that would comfort
or even heal them. As we shall see later in this book, centuries of faith and
moral traditions, more recently buttressed by human rights law, clearly
support that view.

So why are essential medicines still unavailable to so many? To answer
that question, we need to understand how corporations have recently
written and promoted laws and trade agreements that elevate profits over
people. The next few chapters may not be much fun to read, because they
explain the many ways that these corporations have erected layers of com-
plicated legal barriers blocking sick people from the medicine they need.
But it is important to understand the path that led us to this shameful
state in which people suffer needlessly. I promise that I will conclude this
book by describing a very different path, one that leads us back to a place
where medicine is treated as a public good. And I will share some stories
of inspiring activists who are already blazing that trail for the rest of us.
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When those activists, along with caregivers and researchers, argue
today that lifesaving medicines and monopoly patents do not go together,
they are actually following in the long-established traditions of intellectual
property laws over many generations. Modern intellectual property law
started when the governments of ancient Persia and Greece occasionally
awarded exclusive rights to artists.! Monarchs in the Middle Ages granted
some monopolies for purposes of political patronage or to block other
territories from learning craft secrets.? “Letters patent,” meaning open
letters, were issued in fourteenth-century England to induce foreign crafts-
men to relocate there.?

The first intellectual property law that systematically granted patents
to inventors was adopted in Venice in 1474. Under that law, Venice care-
fully preserved the right of the government to issue what are still known as
“compulsory licenses.” Under compulsory licenses, governments bypass
patents when necessary and license non-patent-holders to manufacture
the otherwise protected goods, with an accompanying responsibility to
pay a royalty to the patent-holder.* Centuries later, compulsory licenses
remain an important part of intellectual property law and are at the core
of efforts to return medicines to their status as a public good.

Until well into the twentieth century, intellectual property rules did
not exist in every nation, and they differed from one country to the next.
Attempts to coordinate these varying global intellectual property rules led
to the 1883 Paris Convention and the 1886 Berne Convention, and even-
tually to the creation of the UN World Intellectual Property Organization
in 1967.° But when nations signed on to those agreements, they retained
the ability to determine the length of the patents and what products would
be covered.® For many nations, that flexibility meant excluding medicines
from patent protection. For example, the German patent law of 1877
labeled medicines “essential goods,” along with food and chemicals, and
prohibited any attempts to patent them.”

In the middle of the twentieth century, several post-colonial nations
adopted laws that were similar to the German law.® The Indian pat-
ent law extended only to the processes for creating medicines, not the
chemical formulas of the drugs themselves.” (The United States, by con-
trast, allows patents for both.'?) So, the law in India opened the door for
Indian pharmaceutical manufacturers to reverse-engineer patented drugs
and then devise different, cheaper production methods.! This approach
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to medicine patent rights allowed India to become the site of a thriving
generic drug industry, and the country became known as “the pharmacy
of the developing world.”!?

The approach taken by India is not a new one. During the twentieth
century, Brazil, Mexico, and other Central and South American countries
also adopted limits on the patentability of medicines.!* European coun-
tries such as Sweden and France did not grant pharmaceutical patents
until the 1970s.* Spain refused to do so until 1992.* For decades, Swit-
zerland had a constitutional prohibition on pharmaceutical patents.'® In
the mid-twentieth century, Italy was one of the world’s leading produc-
ers of pharmaceuticals while prohibiting all drug patents until a Supreme
Court ruling in 1978."

Even when medicine patents were given, most laws included lots of
exceptions. Many nations granted liberal access to compulsory licenses for
patented drugs, meaning that generic manufacturers were free to make the
drugs, as long as they paid a royalty to the patent-holders. For example,
during the period between 1962 and 1992, Canada granted 613 licenses
to import or manufacture pharmaceutical products.!’

Over the course of human history, patent interests have been consis-
tently limited in favor of ensuring access to medicines for those who needed
them. As the UN special rapporteur in the field of cultural rights, Farida
Shaheed, recently reminded the global community, there is no human right
to patent protection. “The human rights perspective demands that pat-
ents do not extend so far as to interfere with individuals’ dignity and
well-being,” Shaheed said in a 2015 report that explicitly cited concerns
over patents limiting the accessibility of essential medicines. “Where pat-
ent rights and human rights are in conflict, human rights must prevail.”*’

By the late twentieth century, the scarcity of medicine patent protection,
and the limitations and lack of uniform enforcement of medicine patents
when they did exist, had become a real problem for pharmaceutical cor-
porations. Over time, an industry that had once competed on the basis
of manufacturing innovation and price had come to rely on the profits of
products sold in the countries that enforced medicine patents.?’ Pfizer, for
example, in the mid-twentieth century had a full 33 percent of its global
sales attributable to just two patented drugs.?' So, as extensively chron-
icled in Peter Drahos and John Braithwaite’s 2002 book, Information
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Feudalism: Who Ouwns the Knowledge Economy?, Pfizer executives
decided to do something about it. They took the lead in an ambitious
campaign to create a global system of intellectual property protection, a
for-profit barrier between patients and the medicines they need.?

The first step in that effort was to counter the global norm that medi-
cines were a public good. The pharmaceutical industry needed to estab-
lish a narrative that medicine compounds were property that could be
owned by private companies and individuals, and that this private prop-
erty should be protected by international law. An example of their efforts
came in a high-profile July 1982 op-ed column in the New York Times by
the chair of Pfizer International. That column, entitled “Stealing from the
Mind,” charged that U.S. inventions were being stolen by governments
that did not protect patent rights. When governments outside the United
States did not block the generic manufacturing of medicines, the pharma-
ceutical industry argued, they were indulging acts of piracy.?

The piracy allegation provided a vivid public relations image, but the
industry executives realized that there was little in the way of binding
international law to back up that position. So they pushed the U.S. gov-
ernment to make intellectual property protection a priority in all trade
negotiations.*

It is worth pointing out that inserting monopoly patent rights into
so-called free trade agreements creates an oxymoron. Patent exclusivity
runs counter to the stated purpose of those agreements, the dismantling
of barriers to global competition.?* As Michele Boldrin and David Levine,
economists, wrote in 2012, “Patents are very much akin to trade restric-
tions as they prevent the free entry of competitors in national markets,
thereby reducing the growth of productive capacity and slowing down
economic growth.”?® Another economist compared drug patents to a
10,000 percent tariff.?”

But that contradiction did not stop the lobbying efforts by the phar-
maceutical industry. And those efforts were quite successful, in large part
because, then as now, the industry was reliably at the top of the U.S. lists
in both lobbying expenditures and political campaign contributions. As
U.S. Senator Richard J. Durbin (D-IL) said in 2002, “PhRMA, this lobby,

728 (Recall from chapter 15 that pharma

has a death grip on Congress.
lobbying had already achieved a coup when the Bayh-Dole Act of 1980

allowed private entities to claim monopoly patent rights on inventions
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discovered from government-funded research.) So it did not take long for
the industry to find willing partners on Capitol Hill and in the White
House.?” Soon, the United States had adopted intellectual property protec-
tion as a litmus test for its trade partners.*

The role played by the U.S. government in this process was an essential
one. As late as the 1980s, Drahos and Braithwaite write, a global treaty
protecting patent rights was a business “pipe dream”: “Why (would) more
than one hundred nations that were large net importers of intellectual
property rights sign an agreement that is so transparently against their
interest, as well as being an economic and health disaster for them?”3! As
it turned out, the answer to that question was trade pressure exerted by
the United States

That pressure was applied by way of carrots offered to patent-resistant
countries—enhanced access to U.S. markets and some reductions in the
subsidies of U.S. agricultural exports—while simultaneously brandishing
some imposing sticks. In 1984, aggressive pharmaceutical-sector lobby-
ing led to an amendment to the U.S. Trade Act that gave the president
the authority to impose duties on, or withdraw trade benefits from, any
nation that did not provide “adequate and effective” protection for U.S.
intellectual property.*?

The law was soon amended again to give the U.S. trade representa-
tive the power to put offending countries on what became known as a
special 301 watch list, a designation dreaded by countries whose econo-
mies relied on trade with the United States® Soon, the two countries who
resisted pharmaceutical patents most vigorously, India and Brazil, were
placed in the more serious “priority” watch list and faced significant trade
sanctions.*

Against this ominous backdrop, in 1986 the World Trade Organiza-
tion (WTO) convened talks to create a global intellectual property agree-
ment. At the time these talks began, more than forty of the ninety counties
involved did not grant patents for pharmaceutical products, and others
had adopted strict limits on them.* But the United States continued to
wield big sticks: between 1985 and 1994, the U.S. trade representative
brought special 301 actions dealing with intellectual property against Bra-
zil, India, Argentina, Korea, Thailand, China, and Taiwan.?* That pres-
sure wore down even the once-firm resistance of countries such as Brazil
and India, the latter of which was the final holdout.
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By April 1994, the Agreement on Trade-Related Aspects of Intellectual
Property Rights (TRIPS) was signed by 123 government ministers repre-
senting virtually the entire world community.’” The deal finalized one of
the foundational documents of the WTO, and it immediately became the
most significant intellectual property agreement in history. As Edmund
Pratt, the Pfizer CEQO, later boasted, “Our combined strength enabled us
to establish a global private sector-government network which laid the
groundwork for what become TRIPS.”3®

TRIPS transformed an uneven worldwide patchwork of intellectual
property law into a blanket of standards mandating protection for the
holders of patents, copyrights, and trademarks. For patent-holders, that
protection features at least twenty years of government-granted monopo-
lies on their products, including medicines.?* TRIPS also requires each
nation to award intellectual property rights regardless of national origin,
a boon for multinational pharmaceutical corporations and a death blow
to their local manufacturing rivals.

As medicine activists would later lament, these corporations had essen-
tially written the very regulations that were meant to govern them.* Big
Pharma and the United States had succeeded in erecting a for-profit fence
barring access to essential medicines.



18

THE UNITED STATES AND B1G PHARMA
PrLAy THE BULLY IN EXTENDING PATENTS

Unfortunately for sick people in low-income countries, the 1994 sign-
ing of the TRIPS Agreement did not signal an end to the efforts of the
United States and pharmaceutical companies to put up a monopoly pay
wall around essential medicines. TRIPS was a watershed moment for cor-
porate patent rights, but from the pharmaceutical-company perspective,
it was not quite perfect. TRIPS includes some concessions to the needs of
low-income countries facing public health crises, including provisions that
allow those countries to import generic medicines or permit the domestic
manufacturing of generics when the public interest calls for access to less
expensive medicines.! These terms are widely known as “TRIPS flexibili-
ties.” While the ink was still drying on the TRIPS Agreement, the United
States and pharmaceutical corporations moved to block the use of those
flexibilities.

In the late 1990s, when Brazil began to respond to its HIV/AIDS cri-
sis and the unaffordability of patent-protected antiretroviral medicines by
licensing the generic manufacturing of the drugs, the United States filed a
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complaint with the WTO.? When the South African Parliament responded
to its own emergency by passing 1997 legislation to allow the importation
of generic antiretroviral medicines, thirty-nine pharmaceutical corpora-
tions and a trade association sued the Nelson Mandela government to
block the law.?

The U.S. Bill Clinton administration, whose relationship with the Phar-
maceutical Research and Manufacturers of American (PhRMA) was so
close that the brother of the president’s chief-of-staff, John Podesta, served
as a lobbyist for the industry, aggressively supported the lawsuit brought
by the pharmaceutical companies against South Africa.* An official from
the Office of the U.S. Trade Representative called the South African effort
to obtain cheaper AIDS medicine “offensive,” the administration placed
South Africa on the trade watch list, and favorable tariff treatment for
South African imports was denied.” Similar pressure from the United
States forced Thailand to drop its own plans to allow the generic manu-
facturing of antiretrovirals.® Fortunately, as we see in the conclusion to
this book, medicine activists in Brazil and South Africa, joined by a global
coalition of allies, forced the U.S. government and the corporations to
back down.

But the U.S. government and Big Pharma learned a lesson from those
experiences: the fence TRIPS built around essential medicines had too
many gates for their liking. So they embarked on a multidecade process of
locking up those gates via what came to be known as TRIPS-Plus agree-
ments. Article One of the TRIPS Agreement allows countries to “imple-
ment in their law more extensive (patent) protection than is required by
this Agreement.”” The United States has seized that part of TRIPS as an
opportunity to push for stricter levels of medicine patent protections in
its post-TRIPS trade agreements. The platforms for more stringent medi-
cine patent protections were deals negotiated with just one other country,
known as bilateral agreements, or regional trade agreements that included
a limited number of countries.®

TRIPS-Plus deals used the same tried and true carrot-and-stick
approach that had created TRIPS. Serving as the carrots were conces-
sions in trade terms for agricultural products or textiles, which opened up
the lucrative U.S. market to less wealthy nations. In bilateral agreements,
the sticks can be particularly imposing: the withdrawal of trade relations
altogether, or a cut-off in foreign assistance.” For example, Thailand did
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eventually decide to defy U.S. wishes and took steps to allow the domestic
generic manufacturing of antiretroviral drugs, along with a much-needed
heart medication. In response, the U.S. trade representative cited “indica-
tions of a weakening respect for patents” and placed Thailand on the
same dreaded special 301 priority watch list that had brought so many
other countries to heel during the TRIPS negotiations.!’

Sometimes, the U.S. pro-Pharma pressure goes beyond mere trade
sanctions. In 2016, the U.S. trade representative and a U.S. Senate staffer
were accused of threatening Colombia with the loss of $450 million in
promised U.S. funds for a national peace process if Colombia followed
through with a proposal to use its TRIPS flexibilities to allow the generic
manufacturing of a leukemia drug. The drug was patented by Novartis
and priced at nearly twice the national income of Colombia, and the
Colombian minister of health called efforts to sharply reduce that cost “a
question of survival.” The U.S. trade representative later denied directly
threatening the loss of the peace funds, but advocates say that the mes-
sage was clear enough. “We always assume that this kind of intervention
is happening behind the scenes but rarely do you get the chance to see it
up close,” Andrew Goldman, an attorney for the medicine access group
Knowledge Ecology International, told the Associated Press.!!

The result of the TRIPS-Plus pressure has been a number of trade agree-
ments that cement the monopoly rights of medicine patent-holders even
more firmly than TRIPS does. TRIPS-Plus agreements include broader
availability for the evergreening of patents, extending patents beyond the
twenty-year TRIPS minimum; blocking importation of generics; and lim-
iting the ability of countries to license domestic generic manufacturing.'?
The impact of these concessions may even extend beyond those countries
that have bowed to U.S. pressure. A clause in TRIPS, usually referred to
as the most-favored-nation provision, requires that an advantage granted
to one country be granted to all. That promise sets the stage for the U.S.-
forced TRIPS-Plus terms to become the de facto global standards.'

The bullying by United States and Big Pharma on patent rights is enor-
mously harmful to people in developing countries. Consider the problem
in South Africa, where HIV-positive patients are at risk because patented
medicines are often out of stock. This presents a particularly dangerous
situation with HIV/AIDS medications because when a patient who misses
the scheduled doses, the virus can develop a resistance to the effects of
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the medicine. “The problem is very big, because it’s life and death,” says
Thandi Shabangu, a South African HIV patient who has faced stock-outs
of her medicine. “If you don’t drink your Alluvia (lopinavir/ritonavir),
you are going to resist.”!*

These are indeed life and death problems, and there is a clear solution
to them. There should be no restrictions on essential medicines being man-
ufactured in the countries where they are needed. Countries such as India,
Brazil, Mexico, and China have proven manufacturing capacities and
the ability to make and sell medicines cheaply, which would also boost
their local economies with much-needed jobs and incomes.'> The Indian
pharmaceutical sector employs 4.5 million people and reliably produces
high-quality medicines at a fraction of the cost of the patented versions.'¢
Other low- to middle-income countries stand ready and eager to follow
the lead of India.'”

But that is not happening. Instead, most of the world’s drug production
takes place in wealthy countries.'® And aggressive TRIPS-Plus enforce-
ment of patent monopolies by the U.S. government and the pharmaceuti-
cal industry will keep it that way. Health activists such as Médecins Sans
Frontieres/Doctors Without Borders (MSF) have documented that the pat-
ent monopolies are blocking new manufacturers from entering the vac-
cines markets."” These monopolies are stopping the in-country production
of much-needed generic HIV/AIDS and cancer medicines, too.?° Now, the
United States and the pharmaceutical industry are using trade pressure to
try to also squeeze India out of the low-cost medicine business.?!

People in low-income countries need medicines, and they need jobs,
too. Too often, they get neither, thanks to wealthy corporations that insist
that the only medicines that are allowed to be manufactured are their
monopoly-protected products, which are then priced out of the range
of affordability. Those corporations have ascended to dizzying financial
heights, only to use patent enforcement to kick away the ladder before

poor countries can do any climbing of their own.

The promotion by the U.S. government of medicine patent protection
overseas is not always matched by its respect for patent rights in our
own country, at least when a public health crisis appears. That hypoc-
risy became apparent one week after the devastating attacks of Septem-
ber 11, 2001, when the United States was confronted with a new threat:
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the purposeful spread of the deadly infectious disease anthrax. Enve-
lopes containing anthrax spores, postmarked September 18, 2001, were
mailed to major U.S.-based media outlets. Two more infected envelopes,
these post-marked October 9, 2011, were mailed to two U.S. senators.
Twenty-two people were infected with anthrax due to the mailings, and
five died.?

The only approved oral treatment for anthrax was the antibiotic cipro-
floxacin, patented and marketed in the United States by Bayer Corpora-
tion under the name Cipro. This presented a problem: there was a limited
supply of Cipro in the United States, and the price was thirty times higher
than in nations where generic versions were available.?* The response by
the U.S. government was swift. Tommy Thompson, the secretary of the
U.S. Department of Health and Human Services, demanded that Bayer
significantly discount the price of Cipro. If Bayer failed to do so, Thomp-
son vowed to seek congressional approval to obtain a generic version of
the medicine. “The price is the question, not the supply,” Thompson told a
congressional committee in October 2001.2* After Thompson’s testimony,
the chair of that committee publicly stated that any request to bypass the
Bayer patent would probably be approved by Congress.?* But that proved
to be unnecessary. Bayer got the message and responded by cutting its
Cipro price in half and pledging to provide 100 million tablets.?®

This U.S. response was revealing. When it faced its own perceived
public health crisis, the level of U.S. respect for the sanctity of medicine
patents proved to be quite different from the stance it assumed in trade
negotiations with lower-income countries. The contrast did not go unno-
ticed. “Even where there is clear evidence of a public health emergency,
such as the HIV crisis in Africa and many parts of Asia, the U.S. govern-
ment has used its might to limit these countries’ options to provide afford-
able drugs,” wrote the editors of the respected British medical journal The
Lancet in November 2001. As The Lancet editors pointed out, the United
States had recently lodged complaints to the WTO against Brazil and had
supported the lawsuit by the pharmaceutical industry to block access to
generic HIV/AIDS medicine in South Africa. “[P]ublic health needs may
have to override trade profits,” the editors wrote. “The U.S. government
should apply the same standards abroad as at home.”? Advocates for
access to generic HIV medicines quickly seized the opportunity to point
out U.S. hypocrisy on the issue.?®
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It turns out that the U.S. threat to break the Cipro patent was not a
new approach. Instead, it was just the latest in a long line of examples of
the United States overriding intellectual property rights when it suits its
domestic interests, all while insisting on the strict enforcement of those
rights by other nations. In the late eighteenth and early nineteenth cen-
turies, the United States did not allow foreigners to file for patents at all,
and the United States dragged its feet for over a century before finally sign-
ing the 1886 Berne Copyright Convention.?’ The U.S. Capitol building is
literally built on a foundation of patent infringement: the concrete on the
Capitol grounds was laid, without permission, in a manner that had been
previously patented by one John J. Schillinger. The U.S. Court of Claims
threw out Schillinger’s patent infringement suit, ruling that the U.S. gov-
ernment had immunity from such claims.*

The most famous case of the United States conveniently bypassing pat-
ent rights involved a couple of stubborn American icons, a future presi-
dent, and the demands of war. After their breakthrough discoveries in
the invention of the airplane, Orville and Wilbur Wright proved to be
as tenacious in defending their patent rights as they had been in pursu-
ing motorized flight. In 1906, they obtained a patent for their method of
flight control. For years afterward, the Wrights fiercely defended it, both
in courts of law and in the court of public opinion. Wilbur Wright said in
1910, “It is our view that morally the world owes its almost universal use
of our system of lateral control to us. It is also our opinion that legally it
owes it to us.”?!

Together, the Wright Company and its rival, the Curtiss Company, held
the major U.S. patents on airplane technology. They guarded their monop-
olies so jealously that the United States had fallen far behind Europe in
the manufacture of planes. By 1917, as the United States was on the eve
of entering into World War 1, this was considered to be a national secu-
rity problem.? In response, an ambitious young assistant secretary of the
navy, Franklin D. Roosevelt, convened a committee that strong-armed the
Wright and Curtiss companies into joining a “patent pool” called the Man-
ufacturers Aircraft Association. Members of that pool were obligated to
license their patent rights to other manufacturers in return for royalties.*?

By 1949, the U.S. Congress had granted official permission to bypass
patents on a grand scale. For example, 29 U.S. Code section 1498 allows
the U.S. government, or anyone it authorizes, to manufacture a patented
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good or use a copyright without permission.** This provides a broad plat-
form for issuing compulsory licenses, under which patent-holders are
entitled to compensation for use of their products but cannot halt the
manufacture of the items they have patented.

In this way, U.S. law opens wide the door to ignoring patent rights,
and the government has quite often strolled right through. Following
in the Wright-Roosevelt tradition, the United States has issued multiple
compulsory licenses for patents to military technologies such as satellites,
camouflage screens, and protective eyewear; it has also issued compul-
sory licenses for advances in energy technology and methods to reduce air
pollution.*

Often, compulsory licenses have been the remedy of choice in resolving
U.S. antitrust lawsuits, including the blunting of patents for the manufac-
ture of truck parts, plastics, personal computers, corn seeds, microproces-
sors, animal vaccines, and gasoline.’® The same U.S. trade representative
who so vigorously pushed the extension of medicine patents in the pro-
posed Trans-Pacific Partnership Agreement had also advocated that Apple
be allowed to infringe on the smartphone patent rights of Samsung Elec-
tronics. The trade representative supported the breaking of the Samsung
patent, he said, because the enforcement of the patent could be against the
interests of U.S. consumers.?’

The 2001 U.S. threat to override the Bayer Cipro patent was not the
first time that the U.S. government determined that access to medicine and
other health care technologies was more important than patent rights.
In the late 1950s and early 1960s, the U.S. military repeatedly ignored
the Pfizer U.S. patent for the antibiotic tetracycline; the military simply
ordered a generic version for less than half the price from a manufacturer
in Italy, where medicine patents were not enforced.*® In 2004, the U.S.
government threatened Abbott Laboratories with an override of its pat-
ent for the HIV/AIDS drug ritonavir. Like Bayer did when faced with the
Cipro threat, Abbott got the message, and dropped its price 80 percent for
patients in federally funded programs.’ Antitrust litigation and threats
of a government patent override have led to compulsory licenses being
issued for stem cells, laser eye surgery, gene therapy, ultrasound imaging
catheters, and the irritable bowel syndrome drug dicyclomine.*’ In a single
five-year period, from 2006 to 2011, U.S. courts issued six different com-
pulsory licenses for medical technologies.*!
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The U.S. President’s Emergency Plan for AIDS Relief (PEPFAR) is
reported to be the world’s leading consumer of generic medicines manu-
factured under compulsory licenses.*> In 2010, the U.S. Affordable Care
Act included a mechanism for compulsory licenses to ensure U.S. access
to patented biologic drugs.* The double standard is quite clear: for the
U.S. government, the strict enforcement of health and medicine patents is
a policy that poor nations must adhere to or face the consequences, but
when enforcing those rules is not convenient in the United States itself, the
need for enforcement seems to fade away.

We have discussed how the United States and pharmaceutical corporations
achieved the piece-by-piece TRIPS-Plus erosion of the TRIPS flexibilities,
the protections for affordable medicines included in TRIPS. But those set-
backs paled in comparison to the potential sweeping impact of what was
designed to be the most ambitious proposed TRIPS-Plus agreement of
them all: the Trans-Pacific Partnership Agreement (TPP). At the time of this
writing, the TPP has been put on indefinite hold, with U.S. President Donald
Trump formally withdrawing the United States from the agreement.**
(I discuss in the conclusion to this book the role that spirited activism
in support of access to medicines played in the demise of the TPP.) But
Trump’s action was immediately followed by discussion of a partial revival
of the TPP, or creation of a similar “son of TPP” pact.* So it is important
to understand the dangerous TPP terms that are likely to find their way
into future proposals, including a possible NAFTA renegotiation.

The intellectual property section of the TPP included the same
“TRIPS-Plus” medicine patent-extending terms we have discussed earlier:
evergreening of patents by allowing patent extensions for minor changes
in existing medicines, investor-state dispute systems that allow corpora-
tions to force a government into arbitration over decisions that harm their
interests (including refusals to grant or extend patents), and patent-linkage
terms that provide a platform for litigation by corporate patent-holders.*®
All have the effect of delaying generic medicines from being available for
patients in a country’s market.

We know from previous TRIPS-Plus agreements the deadly impact of
those medicine barriers. The intellectual property rules of the Central Amer-
ican Free Trade Agreement (CAFTA) when applied in Guatemala increased
some medicine prices by 846 percent and blocked some generic drugs
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from entering the market.*” The U.S.-Jordan free trade agreement caused a
20 percent increase in medicine prices and forced the Ministry of Health to
spend a quarter of its budget on medicine. After that agreement went into
effect, the prices of medicines in Jordan rose up to 800 percent higher than
in neighboring Egypt.*® After Morocco signed a patent-protecting 2006
trade agreement with the United States, spending on drugs there quickly
doubled.*” So it was not surprising when a study of the likely effect of TPP
in Vietnam projected that the agreement would cause tens of thousands of
HIV-positive Vietnamese patients to go without lifesaving treatment.*

But the TPP draft even went beyond the previous TRIPS-Plus agree-
ments by including a new insistence on limiting access to affordable ver-
sions of biologic medicines. Biologics are treatments that are derived from
a genetically-engineered, nonplant biological source—a human, an animal,
or a microorganism. These medicines are usually much larger and more
structurally complex than traditional small-molecule drugs.’! Examples of
biologics include vaccines, gene therapies, and many cancer drugs.>

Biologics play an important and growing role in medical treatment, but
the patented versions of biologics dugs are often enormously expensive.
For example, the breast cancer biologic drug trastuzumab, marketed by
Roche as Herceptin, can cost as high as $70,000 for a course of treat-
ment.>* The biologic rheumatoid arthritis drug Remicade can cost $2,500
per injection.>*

Because the costs of biologics is often so high, access to “biosimilars,”
more affordable generic-type alternatives, is critically important. But the
TPP aimed to delay access to biosimilars by adding to patent protection
the additional monopoly-protecting mechanism known as data exclusiv-
ity.”> As I have previously discussed (chapter 12), data exclusivity means
that the companies producing the nonpatented alternatives, in this case
biosimilars, are blocked from accessing the testing data they need to get
approval to sell their drug.

For biologics, TPP called for between five and eight years of data exclu-
sivity.’® Because testing is complicated and expensive, and there are ethi-
cal issues involved in conducting unnecessary testing, it is unlikely that
biosimilar-producing companies will replicate the data for the biolog-
ics through their own testing. Instead, they will probably just wait out
the data-exclusivity period before offering patients their less expensive
alternative.’’



118 Trading Away Our Health

The impact of this TPP barrier to biosimilars would have been enor-
mous. Many important new medicines are biologics, especially cancer
medicines, and patent-protected prices will place them out of the reach of
patients in many low-to-middle-income nations.’® Peru, Vietnam, Malay-
sia, and Mexico, which were all set to join as parties to the TPP, currently
have no monopoly protection on data for biologics. “Now they’ll have
to wait at least five years before allowing cheaper biosimilars onto the
market,” said Judit Rius Sanjuan from MSF, when the deal looked to be
moving forward. “It’s a loss for people in developing countries. They’ll
face higher prices for longer periods of time, and there are many products
we need that are biologics.”*”

In assessing the overall TPP damage to access to medicines, MSF said
the deal promised to be the worst trade agreement in history.®® As Zahara
Heckscher, a breast cancer survivor, activist, and founder of CancerFAM,
said, “Try telling a woman with breast cancer in Vietnam, where annual
per capita income is under $2,000, that she has to pay $100,000 a year for
the medicine that would save her life.”®!

The TPP was explicitly designed to be a template for future trade agree-
ments.® So it’s medicine-barring provisions are likely to be pursued again,
putting millions at risk. All who are concerned about access to medicines
must be on watch to prevent future trade agreements from wreaking the
same kind of damage the TPP was slated to cause.
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PHARMA-PUSHED TRADE AGREEMENTS
STEAL THE POWER OF DEMOCRATICALLY
ELECTED GOVERNMENTS

“Corporations are more powerful than governments.” You may have
heard this claim before, and you may have thought that it contains more
than a little hyperbole. But in recent years, international trade agreements
have indeed given multinational corporations special rights that provide
them with the upper hand over democratically elected governments. Cor-
porations can force these governments to pay billions of dollars in penalties
simply for enforcing laws and policies that reduce corporate profits, even
when those laws are in the best interests of their citizens. As you proba-
bly have guessed, that includes national laws that are designed to increase
access to medicines. Even worse, those trade agreements are preventing
governments from pursuing commonsense policies in the first place, sim-
ply because they fear corporate retribution. As some trade experts put it,
we are living in a “Wild West” era where there are precious few limits
on corporate power, including the power of the pharmaceutical industry.!

This corporations-trumping-governments dynamic is created by a provi-
sion of the trade agreements that requires countries to agree to investor-state
dispute settlement (ISDS) systems. ISDS provisions allow corporations,
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including pharmaceutical corporations, to force a treaty-signing govern-
ment into binding private arbitration over government decisions that are
alleged to harm the corporation.? Specifically, if a corporation makes a
trade-agreement-inspired “reasonable investment-backed decision” and
the host government adopts a policy that harms that investment, the
government—and its taxpayers—has to pay the corporation.’

ISDS terms have been written into every trade deal the United States
has entered into over the past thirty years and into over 3,000 trade agree-
ments worldwide.* Up until early 2017, two major trade agreements were
being hammered out: the Trans-Pacific Partnership Agreement (TPP) (see
chapter 18) and the Transatlantic Trade and International Partnership, a
proposed agreement between the United States and the European Union.
The TPP terms included ISDS provisions, and the United States is push-
ing hard for the inclusion of ISDS in any agreement with the European
Union. The watchdog organization Public Citizen has counted nearly
85,000 corporations that could have invoked ISDS powers under these
two agreements.’

The intent of the ISDS system is to bypass national courts and replace
them with a special process tilted in favor of the corporations. Here is
how that process works. ISDS claims are heard by a three-person panel
made up of attorneys, some of whom may actually represent corpora-
tions in their private practices.® In addition, the attorneys who have
been appointed to ISDS panels have incentives to increase their fees by
allowing cases to linger for years—the minimum fee for these ISDS panel
lawyer-arbitrators is $3,000 per day—and to pad their caseload by issu-
ing decisions that encourage more corporations to file ISDS challenges.”
There is no appeal of an ISDS decision. The most-used ISDS forum is part
of the World Bank, whose president has always been the candidate chosen
by the United States. Perhaps not surprisingly, the United States has never
lost an ISDS case.?

But most countries, especially less wealthy and less powerful countries,
cannot count on that kind of advantage when facing an ISDS challenge.
ISDS tribunals have already ordered countries to pay over $3 billion in
compensation to corporations.” That number is destined to go much
higher; beginning in 2011, corporations filed ISDS claims at the rate of
more than fifty per year, and nearly $40 billion in claims are pending.'
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These claims directly challenge decisions made by governments that
aim to elevate the health and well-being of the public over the profits of
corporations. Tobacco companies have hauled the governments of Aus-
tralia and Uruguay into ISDS proceedings when those countries tried to
require cigarette warning labels, and they have threatened Canada with
the same process.!! Corporations have challenged efforts by Germany to
curb corporate waste dumping into its rivers and to phase out nuclear
power plants.'”> A Canadian province faces an ISDS challenge for impos-
ing a limitation on the environmentally damaging practice of fracking,
Mexico was forced into ISDS over its efforts to tax beverages using high
fructose corn syrup, and an Ecuadoran court ruling was challenged using
ISDS after it ordered corporate payment for the toxic contamination of
the Amazon."® Although international law clearly dictates that human
rights occupy a significantly higher status than intellectual property or
other corporate rights, the often vague and ineffective accountability sys-
tem for human rights violations pales in comparison to the specific and
well-designed process for enforcing corporate interests.'*

So far, U.S. taxpayers have been spared successful ISDS rulings, in
part because U.S. policies are already among the most pro-corporate in
the world. But the U.S. luck may soon run out. After President Barack
Obama decided in 2015 not to pursue the Keystone XL oil pipeline due
to environmental and cost considerations, the TransCanada Corporation
invoked the ISDS terms of the North American Free Trade Agreement
(NAFTA) and demanded a $15 billion payment to compensate for its
investment in the proposed pipeline.'

More corporate claims are likely to follow. The Nobel Prize-winning
economist Joseph Stiglitz explained the potential impact of ISDS in the
context of recent U.S. history:

Imagine what would have happened if these provisions had been in place
when the lethal effects of asbestos were discovered. Rather than shutting
down manufacturers and forcing them to compensate those who had been
harmed, under ISDS, governments would have had to pay the manufactur-
ers not to kill their citizens. Taxpayers would have been hit twice—first to
pay for the health damage caused by asbestos, and then to compensate man-
ufacturers for their lost profits when the government stepped in to regulate
a dangerous product.®
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Even U.S. Supreme Court decisions against a corporation could land the
United States in an ISDS hearing room. As the law professor Brook Baker
has written, it is easy to imagine how a Supreme Court ruling such as the
2013 decision that blocked the patenting of human genes could trigger a
multibillion-dollar complaint from a foreign biotech firm that was count-
ing on those patent profits.!”

The idea of ISDS being used to block access to affordable medicines
is not just a hypothetical exercise, as the pharmaceutical corporation Eli
Lilly has proven. In 2009 and 2011, Canadian courts invalidated the Eli
Lilly monopoly patents on two drugs, the attention-deficit hyperactivity
disorder medicine Strattera and the psychiatric medicine Zyprexa.'® The
courts ruled that the drugs did not provide the therapeutic benefits the
company had promised in its patent applications. Eli Lilly appealed these
decisions to the highest levels of the Canadian court system and lost all
of its challenges. For individuals and domestic corporations, these rulings
would have meant the end of the line. But, thanks to the ISDS provision
in NAFTA, a multinational corporation such as Eli Lilly is not limited
by decisions handed down by the courts of a sovereign nation. Arguing
that the corporation had a right to expect that Canada would not impose
any medicine patent standards that were stricter than the most lenient
standards in other nations, Eli Lilly filed a $500 million complaint under
ISDS."

In March 2017, Lilly’s claim was denied. But other corporate ISDS
challenges of medicine patent decisions have caused widespread alarm
among health activists, and they shared their concerns with U.S. and
Australian government representatives while those representatives negoti-
ated the secret terms of TPP. In response, those country trade represen-
tatives promised that the ISDS provisions in the TPP would not apply
to government decisions on intellectual property decisions such as medi-
cine patents. Nevertheless, when the specifics of the TPPA were finally
unveiled, they did allow corporations to use ISDS to challenge government
patent decisions.?’

The surprisingly wide scope of ISDS in TPP increased the global
push-back against these enormous corporate privileges. The governments
of South Africa and Indonesia are terminating their ISDS agreements, and
the European Commission president and the German government are
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objecting to ISDS provisions being placed in future trade deals.?! Even
in the United States, whose officials lead the way in demanding ISDS be
included in trade agreements, opposition is growing. Protests against the
ISDS expansion of corporate power have been lodged by access-to-medicine
activists, environmental and labor activists, state and federal lawmakers,
and even conservative libertarian and Tea Party groups.?

In a June, 2015 statement, a group of UN experts that included the spe-
cial rapporteur on the right of everyone to the highest attainable standard
of health made it clear that ISDS provisions directly interfere with the abil-
ity of states ability to regulate in the public interest. The UN experts also
pointed out that ISDS systems have a “chilling effect” that causes govern-
ments to be reluctant to adopt policies, including greater access to generic
medicines, that may trigger an aggressive corporate response.?® There is
plenty of evidence that this chilling effect is quite real. For example, after
the tobacco industry forced Australia and Uruguay into ISDS proceedings,
both New Zealand and Canada backed away from mandating warnings
on cigarette packages.*

ISDS rulings are made by arbitrators who are completely unaccount-
able to any voters, undermining both the national courts and the deci-
sions of elected officials.?’ Consider the problems that would arise if the
U.S. Congress ever decided to tighten up medicine patent requirements or
reduce the length of medicine monopolies. A decision such as that would
certainly be in the best interest of U.S. patients and taxpayers, but it would
probably trigger multibillion-dollar ISDS challenges by foreign corpora-
tions with headquarters in countries that are parties to trade agreements
with the United States As a result, the criticism of the ISDS, especially in
the areas of health and environmental regulations, often centers on how
ISDS “limits the policy space” for governments.?®

That phrase—limits the policy space—is certainly correct. But it
sounds a little too genteel to me. It would be more accurate to say that,
when democratically elected governments make decisions that prioritize
the health and well-being of their citizens, ISDS provides the vehicle for
multinational corporations to bulldoze right over those decisions.
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A BETTER REMEDY
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CURRENT LAW PROVIDES
OPPORTUNITIES FOR AFFORDABLE
GENERIC MEDICINES

The modern medicine system is clearly in desperate need of a major over-
haul. But there is good news, too: not only are there big improvements that
can happen if we change our corporate-influenced laws—improvements
I discuss in chapter 21—there are significant improvements that can be
made to our medicines system even without changing existing law.!

In chapter 17, we have seen that the TRIPS Agreement, which serves
as the foundation of global medicine law, includes flexibilities such as
the ability for governments to import generic medicines, a process com-
monly referred to as “parallel importation.” TRIPS also allows govern-
ments to issue compulsory licenses, which permit the manufacturing of
generic medicines in their countries. As far back as 1998, just four years
after TRIPS was signed, James Love, a longtime medicine access advocate,
argued that these flexibilities provided great opportunities. “The prob-
lem for developing countries is not whether compulsory licensing is legal,
because it clearly is legal,” Love said. “It’s the political problem of whether
they will face sanctions from the U.S. government for doing things they
have the legal right to do but which the U.S. government does not like.”?
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Not too long after Love made that statement, global HIV/AIDS treat-
ment advocates, helped along by the well-timed display of U.S. hypocrisy
in medicine access in the response to the anthrax crisis after September 11,
2001, were able to open up the opportunities that Love described. As
members of the World Trade Organization (WTQO) prepared to gather
for a meeting in Doha, Qatar, in November 2001, medicine activists were
fresh from their success in shaming the United States and pharmaceutical
corporations for walling off access to antiretroviral HIV/AIDS medicines
(a campaign I discuss in the conclusion to this book). That same autumn,
as we have seen in chapter 18, the United States had shown its own will-
ingness to issue compulsory licenses in response to the perceived need
for the patented medicine ciprofloxacin to counteract anthrax poisoning.
When U.S. trade representatives sat at the negotiating table in Doha a few
weeks later, they were in an unusually weak position from which to assert
their characteristic argument that other nations should avoid the use of
compulsory licenses.

That U.S. weakness helped lead to the WTO “Doha Declaration on the
TRIPS Agreement and Public Health,” which explicitly underscores the
TRIPS flexibilities that allow medicine patents to be bypassed when public
health needs call for it. In so doing, the WTO made it clear that current
law elevates access to medicines and national autonomy above corporate
patent rights: “We affirm that the [TRIPS] Agreement can and should
be interpreted and implemented in such a manner supportive of WTO
members’ right to protect public health and, in particular, to promote
access to medicines for all. . . . Each member has the right to grant com-
pulsory licenses and the freedom to determine the grounds upon which
such licenses are granted.”?

This was an important statement. The Doha Declaration very clearly
refuted a common misconception about TRIPS by stating in no uncer-
tain terms that the freedom to issue compulsory licenses is not limited to
times of emergency or crisis.* Doha also exempted the least-developed
country members of the WTO from implementing pharmaceutical patent
protection until January 2016, an exemption recently extended to 2032.°
These decisions had real impact. In the years after Doha, the reaffirmed
TRIPS flexibilities provided the platform for over fifty nations to produce
or import generic HIV/AIDS medications. These measures saved millions

of lives.®
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The compulsory licensing and parallel importation flexibilities under
TRIPS hold the potential for public health needs to be met while still
providing patent-holders with profits. Compulsory licenses require that
royalties be paid to the patent-holders but usually in the range of 4-6 per-
cent, which is a far cry from the monopoly mark-ups that can be hundreds
of times the cost of manufacturing the medicine.” Shamnad Basheer, an
Indian legal scholar and a professor at West Bengal National University
of Juridical Sciences, predicted that compulsory licenses will be on the rise
globally because they represent a “middle path” between the overprotec-
tion of patents and the elimination of patents altogether.?

But, to date, the widespread use of compulsory licenses has not reached
beyond the HIV/AIDS realm. For example, despite the crying need for
more affordable cancer medicines, India and Thailand are the only
nations that have issued compulsory licenses for cancer drugs.” Arguably,
compulsory licenses are even more critical in the cancer arena than for
HIV/AIDS because biosimilar drugs, the generic equivalent to the biologic
medicines that have a growing presence in cancer treatment, are expen-
sive to develop. Manufacturers may be reluctant to invest in developing
biosimilars without first knowing that a compulsory license will guarantee
that they will not face resistance from patent-holders.'

The global reluctance to employ TRIPS flexibilities to pursue generic
medicines beyond HIV/AIDS medicines is no accident: the United States
rebounded from its momentarily chastened post-anthrax state in 2001 to
vigorously resume its practice of TRIPS-Plus bullying of countries such as
Thailand, South Africa, and India, which dared to consider measures to
reduce medicine costs. As a result, most low- and middle-income nations
have avoided exercising their compulsory license rights beyond HIV/AIDS,
despite similar needs in areas such as cancer. The South African campaign
called Fix the Patent Laws is one of several efforts urging those govern-
ments to resist trade pressure and embrace the medicine-access flexibilities
allowed them under TRIPS.!!

Similar to these international laws, national laws in the United States
provide a clear opportunity for the government to respond to problematic
price mark-ups by monopoly medicine patent-holders. I have discussed
(chapter 15) the problems caused by the Bayh-Dole Act of 1980, which
allows government-funded discoveries to be patented and exploited by
private corporations. But Bayh-Dole does provide taxpayers with a couple
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of escape hatches if the patent give-away proves problematic. The law
allows any U.S. government agency that helped fund the development of
a patented medicine—a quite common scenario, as we have learned in
chapter 14—to retain the ability to license the generic manufacture of the
patented medicine.

There are two ways that this escape hatch can be deployed. The
best-known option is known as “march-in rights,” which can be exercised
when “health and safety needs . . . are not being reasonably satisfied” or
when the medicine is not “available to the public on reasonable terms.”!?
The second option provided by Bayh-Dole is for the federal government
to simply exercise its right to use the federally funded invention for its
own purposes, without paying royalties to the patent-holder.!* An obvious
use of that second option would be to license the generic manufacture of
a drug for use in the Medicare, Medicaid, and other federally supported
health programs.'*

As some medicine-access scholars have put it, “The logic behind using
the march-in authority is that taxpayers should not have to pay twice for
publicly-funded research—once through taxes, and once through monop-
oly prices or restricted access to drugs.”'> Bayh-Dole has provided the
platform for multiple requests for the National Institutes of Health (NIH)
to exercise its right to license the medicines that it helped develop and
that were later priced at exorbitant levels or not widely available. Unfor-
tunately, in a testament to the U.S. lobbying power of the pharmaceutical
industry, not a single march-in request, or any requests to license a medi-
cine for federal use, has been granted in the thirty-five-plus years since the
law was adopted.'®

The growing public unrest over patented medicine prices in the United
States, however, has spurred a new wave of efforts seeking to invoke
Bayh-Dole rights. In January of 2016, fifty-one members of the U.S.
House of Representatives wrote the NIH and the Department of Health
and Human Services (HHS), urging the agencies to consider exercising
their legal authority. “When drugs are developed with taxpayer funds, the
government can and should act to bring relief from out-of-control drug
pricing,” said Representative Lloyd Doggett (D-TX), a senior member of
the House Ways and Means Committee. “There is a difference between
earning a profit and profiteering. The Administration should use every
tool it has to rein in the practice of pricing a drug at whatever the sick,



20. Opportunities for Affordable Generic Medicines 131

suffering, or dying will pay.”'” The fifty-one members of Congress chas-
tised the NIH for never taking advantage of march-in or licensing rights in
the past, saying the historic reluctance to use the legal remedies “sent an
unfortunate signal that prices for federally funded inventions can be set as
high as a sick or dying consumer is willing to pay.”'®

Also in 2016, the advocacy groups Knowledge Ecology International
and Union for Affordable Cancer Treatment asked the HHS, NIH, and
Department of Defense to exercise march-in or federal-use rights on a
prostate cancer drug, enzalutamide, invented at the University of Califor-
nia, Los Angeles (UCLA) with research funded by the NIH and Depart-
ment of Defense. Despite its U.S. provenance, the price charged by the
patent-holder of enzalutamide, a Japanese pharmaceutical corporation
that markets the drug as Xtandi, is almost $130,000 per year in the United
States, as much as four times higher than in other high-income countries."’
The NIH declined the march-in request, stating only that the medicine
was not in short supply.?’ That response was consistent with NIH Direc-
tor Dr. Francis Collins’s April 2016 Senate testimony that the Bayh-Dole
rights to license generic production were limited to instances when the
product was not “commercialized” and that high prices were irrelevant
in determining the right of the government to intervene.?! That interpre-
tation was challenged at the hearing by Senator Richard Durbin (D-IL),
and rightly so: the NIH self-limitation is simply contrary to the legislative
history of the law or any reasonable interpretation of it.??

In 20135, Senator Bernie Sanders (Ind.-VT) proposed that the U.S. Vet-
erans Administration exercise its compulsory licensing rights, preserved
under a U.S. statute similar to Bayh-Dole, to buy generic versions of the pat-
ented hepatitis C medicines whose prices were creating a significant finan-
cial strain on the agency.”® The following year, researchers from Yale Law
School and Harvard Medical School cited the same hepatitis C medicine
crisis when arguing that the U.S. government has rights that are analogous
to eminent domain to allow the production of a patented medicine that is
priced at unaffordable levels, even when the medicine did not stem from a
federally funded discovery.?* As these scholars, lawmakers, and advocates
point out, current law provides a path that leads away from huge prices
on prescription drugs in the United States, if only elected officials had the
political will to follow that path. As I discuss in the conclusion, activists are
now working hard to push elected officials in that direction.
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Beyond TRIPS flexibilities at the international level and Bayh-Dole
march-in rights in the United States, access-to-medicine advocates have
other paths they can follow to pursue more affordable medicines. One of
these routes is to put pressure on national governments by adding drugs to
the World Health Organization Essential Medicines List. The list acts as
a model formulary of the medicines that are important enough that they
should be readily available to all, without the price creating a barrier to
access.” The Essential Medicines List has been around since 1977, but it
truly proved its persuasive potential in the early 2000s, when the addition
of antiretroviral drugs to the list helped fuel the movement to reduce the
price of those lifesaving medicines.?®

In 2015, advocates successfully concluded a multiyear campaign to
add several cancer, tuberculosis, and hepatitis C medicines to the Essential
Medicine List, in the hopes that their inclusion would spur pressure to
increase their availability.”” When these medicines, including sixteen addi-
tional cancer drugs, were added to the list, advocates called it a “water-
shed moment.”?® Director-General Dr. Margaret Chan of the World
Health Organization, is among those who thinks that optimism is well
justified. “When new effective medicines emerge to safely treat serious and
widespread diseases, it is vital to ensure that everyone who needs them can
obtain them,” Chan said when announcing the addition of the new drugs
to the list. “Placing them on the WHO Essential Medicines List is a first
step in that direction.”?

Advocates have also found space under existing law to create some
negotiating power over monopoly patent pricing, specifically in the form
of coordinated purchasing of medicines in bulk. The U.S. President’s Emer-
gency Plan for AIDS Relief (PEPFAR), the Pan-American Health Organiza-
tion, and the Stop TB Partnership all have obtained lower medicine prices
by leveraging the bargaining power that comes with their purchasing enor-
mous amounts of medicines for global distribution.>® The UN-backed Med-
icines Patent Pool has persuaded corporate patent-holders to license their
medicines for generic manufacturing in low- to middle-income countries
that do not present promising patent-price markets for the corporations.
Using this approach, the pool has helped distribute 3 billion doses of medi-
cines, predominately for HIV/AIDS but now expanding to include hepatitis
C, TB, and cancer treatments.?! Some experts have suggested the Medicines
Patent Pool could one day be expanded to cover all essential medicines.*?
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Even the U.S. government has recognized that current international
law provides pathways to affordable medicines. In 2007, proposed trade
agreements between the United States and Peru and Panama that were
negotiated by the George W. Bush administration faced opposition by
congressional members of the Democratic Party. The Democrats felt that
the deals did not include adequate protections for labor and environmen-
tal concerns, as well as access to medicines. The Bush administration and
the congressional Democrats reached a compromise, formally titled the
“U.S. Bipartisan Compact on Free Trade Agreements” and widely referred
to as the May 10th Agreement.

The May 10th Agreement reaffirmed the rights to issue compulsory
licenses for needed medicines. Its aim was also to lessen the impact of
TRIPS-Plus provisions such as data exclusivity, patent linkage, and ever-
greening.’ The May 10th Agreement broke no new legal ground in medi-
cine access because those provisions were already included in the TRIPS
and Doha agreements; nevertheless. it did put the U.S. government on
record as respecting the patent bypass rights reserved in TRIPS and Doha.
The advocacy value of that declaration has been demonstrated recently by
medicine activists and members of Congress predicating their opposition
to the Trans-Pacific Partnership Agreement in part on the argument that
the terms of the agreement violate the pledges contained in the May 10th
Agreement.>*

Governments can also protect against the overuse of medicine patents
by more tightly enforcing the requirements that pharmaceutical corpora-
tions must meet before they are granted a patent. TRIPS preserves the
flexibility of individual nations to determine for themselves when to grant
patent applications, specifically the right to decide when those applica-
tions meet the requirements for including what is known as an “inventive
step.”?’

We recall from chapter 12 the problem of pharmaceutical corpora-
tions evergreening their patents by seeking new patents for trivial changes
to existing medicines. Under current law, nations are already allowed to
follow the lead of countries such as India, which shuts down evergreen-
ing efforts by requiring that new forms, uses, or formulations of exist-
ing medicines cannot get a new patent unless they enhance “therapeutic
efficacy.”? Tighter enforcement of patent requirements will lead to less
evergreening and more access to low-price medicines.



134 A Better Remedy

In addition to lowering the prices of medicine by simply taking advan-
tage of existing law, lower medicine prices can be achieved through lim-
ited changes to the current rules while still leaving the overall patent
regime in place. Most of the reform proposals in this small changes cate-
gory have been generated by U.S. advocates and politicians. There are two
reasons for this. First, the political power of the pharmaceutical industry
in the United States is so imposing that more radical reforms are consid-
ered de facto off the table by most elected officials.?” Second, the uniquely
hands-off approach to monopoly medicine pricing in the United States
has led to U.S. patients and providers paying the highest medicine prices
in the world.3® As one journalist put it, “We are the only developed nation
that lets drug makers set their own prices—maximizing profits the same
way that sellers of chairs, mugs, shoes, or any other seller of manufactured
goods would.”?’

U.S. costs per capita for medicines are more than twice the average
of other high-income countries.*® The resulting frustration among U.S.
voters is so pronounced that the medicine status quo is criticized even by
U.S. politicians who ordinarily oppose government regulation. For exam-
ple, Senator Marco Rubio (R-FL), a 2016 presidential candidate, labeled
some drug pricing as “pure profiteering” that could “bankrupt” the U.S.
system, and President Donald Trump vowed in that same campaign to
take on the pharma lobby.*! A bipartisan Senate Special Committee held
a hearing in late 2015 focused on drug pricing, citing a crisis triggered by
the sudden 500+ percent hikes in some heart and kidney medicines.* Also
in late 20135, the Obama administration held a high-profile forum on drug
pricing.* At this writing in mid-2016, the Justice Department is reported
to be investigating Big Pharma pricing strategies and antitrust issues, and
the FDA is increasing its scrutiny of the clinical data submitted by drug
makers.*

Perhaps the lowest-hanging fruit for meaningful medicine-pricing
reform in the United States would be the repeal of a 2003 law that prohib-
its the Medicare system, which counts 48 million Americans under its cov-
erage, from negotiating the price of the medicines it pays for.* For several
years, the Obama administration has pushed for congressional approval
for Medicare to negotiate these drug purchases, a change that could save
U.S. taxpayers $15 billion annually.*® Of course, the same pharmaceutical
corporations that employed their lobbying heft to create the 2003 law,
and to defend the non-negotiable price-setting during the debates over
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the Affordable Care Act, are directing the same energy and influence to
oppose any repeal.*’” In a 2016 essay in the Journal of the American Medi-
cal Association, President Obama criticized the pharmaceutical industry
for its opposition to health care reform before and after the Affordable
Care Act was passed, noting the importance of tackling the influence of
“special interest dollars in politics.”*

Despite the resistance from the industry, allowing Medicare to negoti-
ate drug purchases is hardly a radical idea. The practice would follow the
lead of other high-income nations that enjoy significantly less expensive
medicine prices than the United States pays. For example, some cancer
treatments cost five times more in the United States than what the identical
treatments cost in Canada, where drug prices are negotiated by the gov-
ernment.” Not surprisingly, negotiation of drug prices is an idea that has
broad support among people in the United States who struggle to afford
their prescriptions. A 2016 poll by the Kaiser Family Foundation found
that 82 percent of Americans favored allowing the federal government to
negotiate with drug makers.*® Both major candidates for U.S. president in
2016 supported the idea, including the eventual winner, Donald Trump.’!

Even U.S. health care CEOs, leaders in a health system that is more
privatized than any in the world, are overwhelmingly in favor of unshack-
ling the negotiating power of their government; 86 percent of those leaders
responded to a 20135 poll with support for federal authority to bargain for
Medicare drug prices. “Historically I’'m not a big fan of government inter-
vention in business,” said one of the CEOs surveyed. “But I think some
intervention on the part of government—whether it is on price-setting or
price increases—I think could definitely help people out.”s?

The reference to government price-setting reflects the common prac-
tice in other high-income countries, where the government adopts price
ceilings based on the therapeutic value of the medicines. For example,
the Pharmaceutical Management Agency (PHARMAC) in New Zealand
keeps medicine prices low by conducting price negotiations with the
patent-holding pharmaceutical companies. It also employs therapeutic
reference pricing, which sets the price paid for medicines by comparing
them with other medicines with similar therapeutic benefits.*> These ceil-
ings bring a much-needed medical context to pricing, a context that is
absent from the whatever-the-market-will-bear monopoly medicine pric-
ing described in chapter 9.°* Not surprisingly, governments that adopt
such ceilings create bargaining power that leads to significantly lower
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medicine prices. And analysis of the drug development history in those
nations shows that the lower prices have been obtained without sacrificing
medicine innovation.**

Another popular U.S. reform proposal calls for shining a light on
to the hidden world of pharmaceutical corporate finances, specifically
by requiring transparency from the corporations that reap huge profits
from government purchases of their products.’® As we have seen in chap-
ter 6, there are significant discrepancies between the claims made by the
industry about its research and development investment and independent
analyses of those costs.’”” Lawmakers at the federal level and in multi-
ple states, including New York, California, Pennsylvania, Texas, North
Carolina, Massachusetts, and Oregon, propose requiring manufactur-
ers to reveal their true research and development costs, along with their
marketing and advertising expenditures and the profits they make from
government-purchased drugs.’® As a supportive 2015 editorial in the Los
Angeles Times said, these measures are a long overdue effort to “pry open
the healthcare black box.”** A similar call for medicine cost transparency
has been made at the Parliamentary Assembly of the Council of Europe.®®

There are many other U.S.-focused reform ideas to curb excesses of the
medicine patent system, including the following:

e Limiting the U.S. tax deductions allowed for pharmaceutical corpora-
tion advertising costs

e Reducing the length of medicine patents

e Allowing patients to personally import cheaper medicines from Canada

e Cracking down on patent evergreening

e Regulating the pharmaceutical industry as a utility, including the cre-
ation of price review boards®!

In addition, the American Medical Association recently convened a task
force that called for a shortened exclusivity period for biologics, greater
monitoring of pharmaceutical corporation mergers and acquisitions, and
increased cost transparency.®> The American Hospital Association and
multiple insurers chimed in with their own calls for greater transparency
in drug pricing and research and development costs.®> All these reforms
would have the effect of lowering medicine prices with relatively minor
changes to existing law.
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THERE Is A BETTER WAY
TO DEVELOP MEDICINES

I have discussed in chapter 20 how small but significant changes can be
easily accomplished under current law or with small tweaks to it. Here
I review how to make more substantial fixes to our broken system.

When pharmaceutical corporations defend the current patent medicine
system, they say that the massive profits generated from monopoly pricing
are necessary to provide the incentive for the research and development of
new medicines. This argument should not be dismissed lightly: on behalf
of anyone facing a diagnosis of terminal or incurable illness, and on behalf
of their loved ones, the search for new medicines is a life-or-death prior-
ity. But, as we have seen in chapter 14, government funding, not private
dollars, provides the foundation for that kind of research. And those gov-
ernment funds can provide incentives for drug development without the
deadly side effects of patent monopolies.

Most comprehensive medicine-development reform proposals provide
those incentives using some combination of “push” and “pull” mechanisms.!
Push incentives include grants or other subsidies offered to innovators at
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the early stage of medicine research. Governments are already playing the
most critical role in this early-stage medicine research. The most promi-
nent example of push funding is the substantial investment by the NIH,
which provides $32 billion annually in government funding for medical
research. The long list of NIH success stories includes supporting the
work of 148 Nobel Prize winners, along with the funding of the research
that led to the antiretroviral medicines that revolutionized the treatment
of HIV/AIDS and saved millions of lives worldwide.?

Beyond the NIH, an example of smaller but more targeted push
funding is the Drugs for Neglected Diseases Initiative, a not-for-profit
collaboration among the public sector, academia, nongovernmental orga-
nizations, and for-profit companies.? Under the Drugs for Neglected Dis-
eases Initiative umbrella, this coalition spurs research and development
for neglected diseases. It now has more than thirty projects in its research
and development pipeline, including fifteen entirely new chemical enti-
ties.* The success of the Drugs for Neglected Diseases Initiative, as well as
that of the Italian Mario Negri Institute, which refuses to take patents on
its discoveries, has helped spur calls in Europe for an expansion in non-
profit medicine research and development.® Also in the push category are
government-provided tax credits for pharmaceutical research, credits that
are sometimes increased to reward research that addresses diseases with
limited profit potential.®

When governments provide push funding, they can and should be
requiring that the resulting knowledge be made public and available to all
in an open access database.” That approach will reverse the anti-innovation
character of patents and tear down the many isolated secretive silos of cur-
rent patent medicine research. It is exciting to contemplate the prospects
for global health when the proven power of open sourcing is unleashed to
tackle the most vexing health challenges of our time.

In contrast, pull funding usually focuses on the later stages of the
research and development process. The most widely discussed pull pro-
posals center on offering significant prizes to innovators who discover and
develop a valuable drug.® Such prizes are certainly not a new idea; there
is a long history of prizes being used to spur innovation. Architectural
design prizes, for example, date back to the fifteenth century. And Charles
Lindbergh’s famous 1927 trans-Atlantic flight earned him the $25,000
Orteig prize.’
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In fact, the current medicine patent system is itself a prize model. The
problem is that the prize of a monopoly market leads to bloated prices
and siloed research, and it fails to provide incentives for the development
of medicines that address diseases that plague the global poor. There-
fore, most modern medicine-development prize proposals include, as a
condition of acceptance, an open-source commitment: the release of any
monopoly rights to the medicine formula.'

Just as with conditional push funding, the expectation is that the result-
ing open development of prize-induced medicines will lead to low-cost
manufacturing and innovations in delivery methods. This is much more
than wishful thinking because that kind of innovation already character-
izes the current generic drug industry, in which formulas are not locked
away from those who wish to improve on them.!!

The Health Impact Fund is one prize proposal that has attracted
high-profile supporters, including Amatrya Sen, Nobel laureate economist;
Dr. Paul Farmer, global health activist; and Peter Singer, philosopher. The
plan of the fund is to offer drug developers prizes in amounts that corre-
spond to the impact of their innovation on global health. In return for the
prizes, recipients surrender any rights to monopoly pricing, which means
that drug prices will be more closely linked to the costs of manufacture.'?

The Health Impact Fund and most other medicine prize proposals
are still on the drawing board, but some prize programs are already in
place. Those include a European Union prize for vaccines innovation, the
National Health Service England Innovation Challenge Prizes, and the
Longitude Prize for developing antibiotics.”> As health economists have
noted, the structure of these prize programs does not present a radical
change to the current medicines research model. As we have seen in chap-
ter 6, much of the current private-sector innovation comes from small
research firms, whose “prize” is having their most successful projects
bought up by large pharmaceutical corporations.' There are examples of
medicine development prizes that are funded by private philanthropy in
whole or in part, but substantial government investment will be necessary
for prizes to replace the lucrative rewards of a patent monopoly.

The same is true for related pull proposals, such as advanced purchase
commitments that provide incentives for drug development by guarantee-
ing a market for a medicine that may not otherwise appear profitable to
an innovator."> As with push funding, the need for substantial government
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investment in pull programs does not pose as much of a challenge as it
may initially appear: the government dollars needed for prize systems
or advanced purchase commitments already undergird the current pat-
ent system. Governments pay at both the push and pull stages already in
the form of the public funding of research followed by high-volume gov-
ernment purchases of patent-priced medicines.'® In the United States, for
example, Medicare and Medicaid programs now purchase many drugs at
patent prices, including the drugs the government paid to develop.

We simply need to change the direction of those government funds to
benefit patients rather than enrich corporations. If we just commit to that
switch in priorities, there is more than enough money in the current sys-
tem to finance medicine research and development.'” As an added bonus,
that government investment would not be handcuffed by for-profit priori-
ties that neglect major diseases in favor of maladies that impact the com-
paratively wealthy. Further savings would be realized by the elimination
of the need for medicine prices to be set high enough to recoup the cost of
for-profit drug marketing. The five largest US pharmaceutical companies
spend a combined $50 billion annually on marketing, an expense that cur-
rently gets passed on to medicine purchasers.'® We can do without that!

When considering how to provide incentives for medicine research,
it is important to realize that different stages of medicine research and
development pose different challenges. Effective incentives to spur basic
research may not work to motivate the launch of clinical trials, which
are currently conducted largely by private corporations but are often
beset with profit-connected ethical problems.!” As a result, many reform-
ers advocate the use of a combination of push and pull approaches. For
example, Médicins Sans Frontieres/Doctors Without Borders is pursuing
a 3P project—push, pull, and pooling (sharing of research results)—to
develop an effective TB treatment.?

Another well-known example of combining push and pull incentives is
the U.S. Orphan Drug Act. This law was introduced to spur research to
find medicines to address diseases whose remedies are not likely to pro-
duce a huge profit for the manufacturer, usually because the diseases affect
a small number of people. The Orphan Drug Act provides an early-stage
push, in the form of research grants and increased tax credits, along with
a late-stage pull from government-guaranteed market exclusivity for the
resulting drugs.?' Australia and the European Union have created similar
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push-pull mechanisms to stimulate the research and development of medi-
cines that target rare (orphan) diseases.??

James Love, the director of the medicine-access group Knowledge Ecology
International, is a former longshoreman turned community activist who
then decided to study economics, eventually becoming a staffer for Ralph
Nader, the famed consumer advocate.”* Love played a key role in con-
vincing Indian generic drug manufacturer Cipla to make a dramatic 2001
pledge to manufacture and sell antiretroviral medicines at a cost of $1 per
day.?* That offer of a 96 percent reduction from the patented price gained
immediate international attention, put pressure on both drug companies
and governments to respond to the HIV/AIDS pandemic, and helped lead
to a huge expansion in HIV/AIDS treatment.

Love and his organization are known for in-depth analyses of pro-
posed drug regulations and the profits and research investments of the
pharmaceutical industry. He was instrumental in devising the UN-backed
Medicines Patent Pool (chapter 20), in which companies have voluntarily
surrendered their monopolies on antiretrovirals in poor countries in return
for royalties on cheaply produced generic versions.

The Medicines Patent Pool has been a success. But Love and other
medicine advocates point out that there is a ceiling on such a plan. After
all, pharmaceutical companies will voluntarily surrender their patents
only in countries where they know they cannot sell their drugs at higher
costs. “The pool is a transition thing,” Love said. “The transformative
change comes with delinkage.”*

Delinkage is the term used to describe a set of proposals that breaks the
connection between medicine prices and the costs of research and devel-
opment. Many of the reform proposals we have mentioned include mean-
ingful alterations to the current medicines patent model. But most do not
completely delink medicine prices from research costs, nor do they discard
the existing patent system. The Medicines Patent Pool, for example, does
not disturb the rights of the patent-holders to charge monopoly prices
in middle- and high-income countries. Similarly, the aim of the Health
Impact Fund is the patent-free development and distribution of drugs for
neglected diseases only. It does not affect the ability of the patent-holders
to charge monopoly prices for medicines with high market values, which
includes many cancer medicines.
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In contrast, Love and others call for the complete delinkage of medi-
cine prices from the costs of research and development. The aim of delink-
age proposals is to support research for needed medicines while bypassing
the need for patients to pay for the enormous marketing costs now poured
into noncritical drugs and “me-too” variations of existing medicines. “The
amount of marketing goes up with the unimportance of the drug,” Love
says. “You don’t have to convince people of the value of antiretrovirals or
a cancer drug that saves lives.”?

An example of a full delinkage proposal is the Medical Innovation Prize
Fund proposed by Love and others, which would reward innovations that
impact public health while requiring the surrender of all monopoly patent
rights.?” Under proposals such as these, medicine prices would closely cor-
respond to manufacturing costs, which are often quite inexpensive. The
idea of delinkage is grounded in both the pre-TRIPS history of treating
medicines as a public good (chapter 16) and the modern acknowledge-
ment of the human right to health (chapter 22).

Under delinkage, one aspect of the current drug research model would
remain intact. Love insists that any medicine development program has
to include sufficient monetary incentives to entice research from the pri-
vate sector. Love’s wife, Manon Ress, also an intellectual property expert
and activist, has Stage IV breast cancer. Love points out that patients like
her—and loved ones like him—understandably want the search for new
medicines to be aggressive and relentless. And if that research is done by
the pharmaceutical companies that currently embrace the patent model,
so much the better. “If you do the delinkage right, with real rewards for
innovation, the companies that are good at innovation will do just fine,”
Love says.?® Others agree. Writing in the prestigious British medical journal
The Lancet, World Health Organization leaders discussed how the private
sector could play the role of government contractors in a publicly-funded
medicines system.? Economist Dean Baker has promoted this model, com-
paring it to the existing system of government defense contracting to pri-
vate companies to conduct research and develop products, an arrangement
that Baker points out has led to ground-breaking technological advances.*

The escalating global outrage over the flaws in the current medicine
monopoly system is allowing these delinkage arguments to gain trac-
tion.>! An August 2015 article in the Economist conducted a thorough
and skeptical review of the value of patents for medicines, concluding that
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reform proposals deserve an opportunity to demonstrate whether they can
provide better results than the current system.? The concept of delink-
age received an extensive and favorable review in a 2013 joint report of
the WTO, the World Intellectual Property Organization, and the World
Health Organization, and in a 2016 report from an expert international
panel convened by the British medical journal The Lancet.’* “I'm abso-
lutely optimistic that there can be big changes, and soon,” Love says. “We
just need to get the messaging right, and we need the political leadership
to step up. [ mean, the benefits are so obvious.”*

An important opportunity for the global political leadership to
heed Love’s call to step up was presented by the convening of the UN
Secretary-General’s High-Level Panel on Access to Medicines, announced
in late 2015. Human rights advocates, however, have learned to approach
with restraint the news of a high-profile group convening to review a cri-
sis: too often, such groups issue a promising report that is ignored or,
worse, completely contradicted by binding trade agreements that elevate
corporate profits over human rights.>

But human rights history also gives us reason for some optimism. That
history shows that discussions about a right usually goes on for decades,
if not generations, before it becomes an enforceable reality. Plenty of
blue-ribbon panels were convened and reports written along the path
to overcoming slavery, apartheid, and colonialism—even though it took
more pro-active in-the-street and in-your-face protests, boycotts, and
political action to put those movements over the top.

As for this particular panel, its membership was undeniably impressive.
Notably, it included Yusuf Hamied, the chair of the generic drug manu-
facturer Cipla who worked with James Love and others to make sure that
low-cost generic medicines helped fuel the historically successful HIV/
AIDS treatment movement.*® There were politicians and a Big Pharma
CEO on the panel, too, but other members include Winnie Byanyima of
Oxfam and Stephen Lewis, a veteran Canadian diplomat and HIV/AIDS
treatment activist. Lewis has seen such panels come and go without hav-
ing much impact, but he believed that this time might be different. “Access
to medicines has become one of humankind’s greatest crises, perhaps right
behind climate change,” he said in December 2015. “This has become a
problem for the developed world alongside the developing world, and
I think that means great changes are coming.”%”
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Lewis’s fellow panel members seemed to recognize the problem as well.
The panel ultimately issued a report that began with a clear recognition
that millions die each year from AIDS, TB, hepatitis C, and noncommuni-
cable diseases, all due to lack of access to medicines that would have saved
their lives.*® The report also affirmed the fundamental right to access med-
icines and vaccines, and that there is abundant evidence to show that the
market alone cannot be trusted to provide lifesaving medicines.*

Ultimately, the panel issued a strong call for governments to exercise
their existing legal rights to pursue generic manufacturing of unafford-
able patented medicines and tightly restrict medicine patents and exten-
sions. Two-thirds of the panel supported a process to allow immediate
generic manufacture of all essential medicines, although consensus was
not reached on that point.*’ But the whole panel did not shy away from
making the big-picture recommendation that the secretary-general and
UN member states should work toward a binding research and develop-
ment convention (agreement). That convention would delink the price of
medicines from the cost of research and development, a necessary step
toward treating essential medicines as a core component of the human
right to health instead of a for-profit commodity ripe for exploitation.*!

The suggestion for an international agreement on medicines research
and price is not a new one. In 2012, a working group created by the World
Health Assembly, the decision-making body of the World Health Organi-
zation, issued a report proposing a binding treaty to enforce government
funding of health-related research and development. The proposal called
for all countries to spend at least 0.01 percent of their gross domestic
product on neglected diseases.*?

Under the proposed treaty terms, 20 percent of this investment would
be pooled at the international level, but some could be directed by indi-
vidual nations toward early-stage research, prize funds, patent buy-outs,
or other push-pull mechanisms. The treaty was designed to lay the plat-
form for open-source development of the next generation of medicines.
But the United States led opposition to the treaty during the 2012 World
Health Organization discussions, and the consideration of the proposal
was postponed.*?

After that postponement, a renewed effort to push a global research
and development pact was organized by Universities Allied for Essential
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Medicines (UAEM), a student-led global organization that has tradition-
ally focused on promoting wide access to university-developed medicines.**
Beginning in 20135, the students decided to set their sights more broadly.
“On the whole, patent monopolies have proven to be the wrong incentive
for research and development of medical products to meet global health
needs,” the students said in a UAEM report. “Delinking the price of drugs
from their R&D costs (is necessary) in order to delink the main incentive for
their production from a market base and bring it back to public interest.”*

The foundation for the current global push for a research and develop-
ment agreement has been a November 2015 letter to the World Health
Organization signed by dozens of academics and scientists, including
two Nobel laureates. “Patent monopolies increasingly enable rising drug
prices, without any corresponding increase in innovation,” they wrote the
World Health Organization. “We have witnessed stagnation in the face
of public health emergencies.”#® The letter favorably cited current prize
funds, patent pools, and open-source efforts, but it also noted that these
efforts are fragmented. “A global agreement for an equitable biomedical
R&D system can provide a much needed structure,” the signers wrote. “It
can provide guiding principles which can move us to a system that incen-
tivizes research and technology transfer based on global health needs and
recognizes the human right to health.”#” Many others have endorsed the
idea of a global research and development agreement, including the essen-
tial medicines panel convened in 2016 by The Lancet, which noted prec-
edent for such an agreement provided by the impactful 2005 Framework
Convention on Tobacco Control.*® The members of the World Health
Organization did not adopt the global agreement during their 2016 meet-
ing, but they did agree on a resolution calling for more examination of a
pooled research and development funding model, leading advocates to be
hopeful that a global research funding agreement would still be possible.*

Admittedly, delinkage proposals, including the global research and
development agreement, are not without complexities and challenges.
Push funding requires rigorous compliance monitoring and cannot guar-
antee success for every effort to discover innovative medicines. For prize
systems, it is not easy to determine a monetary value and terms that will
provide sufficient motivation for innovators, along with robust returns for
the prize funders.
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But none of the possible limitations of reform proposals approaches
the fatal dysfunction of the present skewed reward system, which causes
needless suffering and death. The medicine patent system produces toxic
results, and medicine advocates have come together to support effective
and equitable alternatives. These alternatives deserve global support.
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HumaN RigHTS LAW DEMANDS
AcCCESS TO ESSENTIAL MEDICINES

As part of my law school faculty duties, I teach classes in human rights
law. If T wanted to do so—and if my students would put up with it—we
could spend several weeks of class just describing the many sources of
law that establish a human right to health, including the right to essen-
tial medicines.

We would start by recognizing that the idea that individuals possess
human rights is one that existed long before there were international trea-
ties and institutions designed to define and protect those rights.! Those
international treaties are relatively new, with most dating back only to
the mid-twentieth century. But there is a long history of human rights,
including the human right to health, being well respected stretching back
for generations before these formal treaties ever existed.

All major religious traditions, and virtually all philosophical approaches,
which have long had an enormous impact on the law, set out a clear man-
date to provide for the needs of the poor and sick. Most have done so
using language that invokes justice and rights, not merely charity. Old
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Testament prophets and Jesus Christ spoke in terms of justice, often in
the context of addressing the needs of the sick.? The Qur’an speaks pas-
sionately of justice, and Confucian principles embrace a community-wide
obligation to provide for the needs of all.®> St. Augustine said that charity
cannot make up for justice withheld.*

Following in those religious and moral traditions, many individual gov-
ernments in Europe and the United States have long embraced a respon-
sibility to provide for health care and what are known as the “social
determinants of health,” which include universal subsistence needs such
as food and water and shelter.® In the early twentieth century, the consti-
tutions of Mexico, the Soviet Union, and the Weimar Republic all articu-
lated a governmental obligation to address economic and social needs.®
On the international level, the Treaty of Versailles in 1919 created the
International Labour Organization, which eventually adopted standards
that included insurance in the event of injury, illness, and old age.”

In the United States, some state constitutions adopted in the nineteenth
and twentieth centuries articulated rights to health and general welfare.®
Beginning in the nineteenth century, states implemented government poor
relief programs.” And in the 1930s, New Deal legislation created ambi-
tious and successful federal programs designed to address the social deter-
minants of health, including social security to meet the needs of the sick
and disabled.'®

In President Franklin Roosevelt’s 1944 State of the Union address,
he sought to build on the success of that New Deal legislation and the
impending end of World War II by laying out an agenda he called a Second
Bill of Rights. Prominent among those rights was “The right to adequate
medical care and the opportunity to achieve and enjoy good health.”!!
Roosevelt’s Second Bill of Rights followed his 1941 State of the Union
address outlining the Four Freedoms: freedom of speech, freedom of wor-
ship, freedom from want, and freedom from fear.!?

These Roosevelt speeches animated the deliberations of the new United
Nations when it created the Constitution of the World Health Organiza-
tion in 1946 and the Universal Declaration of Human Rights in 1948.
Both these documents made clear that all individuals in the world possess
the fundamental right to the highest attainable standard of health.!* The
qualifier highest attainable standard reflects the fact that it is impossible
for a government to guarantee good health. Although health is largely
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determined by social determinants such as food, water, and safety, along
with access to care and medicines in a time of need, some health issues,
attributable to genetics or personal choice, are outside the control of a
government.

But access to medicines is most definitely something a government can
influence. So, in 1978, the world’s nations adopted the Declaration of
Alma-Ata on Primary Health Care, which listed essential drugs as one
of the components of primary health care, identified by the representa-
tives of 134 nations as “a most important world-wide social goal.”'* The
International Covenant on Economic, Social and Cultural Rights (ICE-
SCR) builds on the nonbinding Universal Declaration of Human Rights
by imposing in its Article 12 the obligation for state parties to take steps
to achieve the full realization of the right to health."

The UN Committee on Economic, Social and Cultural Rights (ESCR
Committee) has the task of explaining in more detail what governments
are obligated to do to fulfill this right. Chiefly through the 2000 document
General Comment No. 14, the committee made it clear that one core and
immediate obligation is ensuring the availability, accessibility, and good
quality of essential medicines.!® The ICESCR is an all-but-universal treaty,
with 164 countries having signed on. Unfortunately, the United States is
one of just a handful of countries that has not yet ratified the ICESCR. But
the United States is a party to the Universal Declaration of Human Rights,
the Constitution of the World Health Organization, and other interna-
tional agreements and declarations that establish a clear right to health."”

Whenever that right to health is described by major human rights
organizations, access to essential medicines is front and center. The UN
high commissioner for human rights includes access to essential medi-
cines as one of five indicators of the fulfillment by a country of the right
to health and has urged states to pursue policies that facilitate the pur-
chase of low-cost generic medicines.!®* The World Health Organization
has created a Department of Essential Medicines and Pharmaceutical Poli-
cies, and it has firmly stated that the right to access essential medicines is
well-founded in international law." The Human Rights Council, which is
composed of UN member countries elected by the UN General Assembly,
has confirmed that the right to health includes access to medicines and
that such rights supersede interests in international trade, investment, and
intellectual property.?’ That position was unequivocally repeated in 2016
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by the UN High-Level Panel on Access to Medicines, which stated in its
final report, “Human rights are fundamental, universal entitlements that
people inherently acquire by virtue of their birth. In comparison, intellec-
tual property rights . . . are temporary, revocable, transferrable privileges
granted by states and can be suspended or revoked.”?!

At a national level, most countries have explicitly recognized the
human right to the highest attainable standard of health within their own
borders, whether by signing international and regional treaties or by lay-
ing out the right to health in their national constitutions—or, in many
cases, both.?? These are not just empty promises. Many courts across the
globe have issued rulings recognizing the right to health, including the
right to access to medicine, and ordering that the right be fulfilled by
governments.?

We know from chapter 18 that trade agreements usually work to pro-
tect medicine monopolies and against access to affordable medicines. So,
it is important to realize that, as a matter of human rights law, those
trade deals do not stand on equal footing with the human rights obliga-
tions of any country. Although the Universal Declaration and the ICESCR
include the right to protection of an inventor’s “moral and material inter-
ests” in a scientific, literary, or artistic product, the ICESCR also guaran-
tees a human right to “enjoy the benefits of a scientific program and its
applications.”?*

In 2006, the ESCR Committee cleared up any potential conflict between
intellectual property rights and human rights, stating that it is important
not to equate the two. Expressly citing the human right to essential medi-
cine and specifically calling out the patent regime, the committee said,
“States parties should prevent the use of scientific and technical progress
for purposes contrary to human rights and dignity, including the rights to
life, health and privacy, e.g. by excluding inventions from patentability
whenever their commercialization would jeopardize the full realization of
these rights.”%

This do-no-harm requirement for countries includes the duty to actively
prevent third parties—such as pharmaceutical companies—from taking
actions that would have a negative effect on human rights, such as access
to medicines. This commitment is binding on governments even when that
harm would be felt in other countries, which is clearly the case whenever
the United States pushes trade agreement terms that increase patent rights
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and reduce access to medicine.?® The bottom line is this: in the eyes of the
law, when the human right to health clashes with intellectual property
rights, the human right to health wins.

Of course, it is no secret that TRIPS-Plus trade agreements (chapter 18)
set the stage for violations of the human right to essential medicine. That
problem was specifically addressed by the ESCR Committee in 1999,
when it reminded the World Trade Organization that trade liberalization
should serve the goals of international human rights instruments.”” In
2009, the UN special rapporteur on the right to health strongly criticized
the TRIPS-Plus agreements for undermining the right to access essential
medicines.?®

More recently, a group of UN experts issued a 2015 statement that
addressed access to medicines and TPP and TTIP. “Observers are con-
cerned that these treaties and agreements are likely to have a number of
retrogressive effects on the protection and promotion of human rights,
including . . . by catering to the business interests of pharmaceutical
monopolies and extending intellectual property protection.”?

Although human rights documents chiefly impose obligations on gov-
ernments, pharmaceutical corporations have human rights responsibilities
as well. The ESCR Committee 2000 General Comment No. 14 lays out
corporate obligations, as do the UN Guiding Principles on Business and
Human Rights. Both explicitly admonish businesses to avoid actions that
would cause adverse human rights impacts.

Yet, as we know, the pharmaceutical corporations have ignored these
mandates. The UN special rapporteur on the right to the highest attainable
standard of health also knows that, so in 2008 he issued a very specific
report on this issue, entitled “Human Rights Guidelines for Pharmaceuti-
cal Companies in Relation to Access to Medicines.”3! Stating that enhanc-
ing access to medicines has “the central place in the societal mission of
pharmaceutical companies,” and noting the benefits the industry receives
from government-paid research and government-provided patent protec-
tions, the special rapporteur outlined recommendations that corporations
contribute to the research and development for neglected diseases, and
refrain from efforts to block access to essential medicines.

The special rapporteur’s guidelines include cooperating with countries
that seek to provide their populations with the benefits of patented medi-
cines through compulsory licensing and importation of affordable generic
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medicines. The special rapporteur also discouraged pharmaceutical cor-
porations from lobbying for increased protection of their intellectual
property interests when that protection would negatively affect access to
essential medicines. The special rapporteur recognized that this negative
impact occurs as a result of patent-elongating schemes such as data exclu-
sivity and evergreening.??

In sum, the human right to health, including the human right to essen-
tial medicines, is unequivocal and well established. Yet this human right
has proven to be very difficult to enforce. Well-funded powerful corpora-
tions and governments have put up roadblock after roadblock on the path
to universal access to affordable medicines.

But that this human right to essential medicines is not yet being well
enforced does not change the fact that it exists, anymore than the contin-
ued existence of slavery in the world calls into question the human right to
freedom. In the conclusion of this book I focus on how the human right to
essential medicines can be made a reality in the lives of all people.



CONCLUSION

We have made the mightiest industry in the world shake in its boots!

— ZACKIE ACHMAT, TREATMENT ACTION CAMPAIGN

The turn of the twenty-first century featured some very positive news
in HIV/AIDS treatment.! Recently discovered antiretroviral medicines
(ARVs) had been proven to be hugely effective in combatting the virus.
In fact, ARVs were so potent that their impact on patients was known as
the Lazarus effect: people with AIDS were literally rising from what all
had presumed would be their deathbeds.? Suddenly, HIV/AIDS was trans-
formed from a death sentence into a chronic but manageable disease—for
those who could afford the medicine.’

But that miracle medicine was protected by patents held by multinational
pharmaceutical companies, despite the fact that government-supported
scientists played the key roles in discovering the drugs and developing
their potential for use in HIV/AIDS therapy.* The price of the ARVs
established by the companies was over $1,000 per month, prohibitively
expensive for patients and governments in low-income countries.’ As is
typically the case with patent-protected medicines, that price tag bore no
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resemblance to the production cost of the medicines, which was barely
over $1 per daily dose.

By 2000, ARV treatment had become widely available across North
American and Europe, but just 1 of every 1,000 Africans infected with
HIV had access to the medicines.” The impact of this lack of treatment
was staggering: more than 2 million Africans were dying from AIDS each
year.®

South Africa was particularly hard hit, with the prevalence of HIV as
high as 25 percent among women of childbearing age.” In 2000, more
South Africans died in their thirties and forties than did in their sixties
and seventies.!? In neighboring Zimbabwe, morgues began staying open
twenty-four hours a day to receive the bodies that were being brought in
at all hours." Yet, largely due to the monopoly pricing of the medicines,
the conventional wisdom was that it was not going to be possible to
treat HIV in the developing world. “It’s so politically incorrect to say,
but we may have to sit by and just see these millions of people die,”
an unnamed global health official told the Washington Post in early
2001.12

I am sad to say that [ had my own experience doing just that. Shortly
after the turn of the century, I visited Moi Teaching and Referral Hospital
in Eldoret, Kenya. Although some HIV/AIDS medicine was then being
provided to a few individuals in the area, the medicine was limited to
those whose disease had not advanced. That meant that the women I met
at the hospital were going to die without ARV treatment.'3

One woman, Theresa,'* lay huddled under a thin blanket in a bed on
Ward One of the hospital, a bed she shared with another woman whose
feet lay by Theresa’s head. She looked up vacantly at the doctors and
medical students surrounding her. Theresa was so thin—wasted was
the term the Kenyan medical student used when reading aloud from his
examination notes—that her eyes seemed to bulge out from above her
sunken cheeks. The medical student read on. Theresa had had a persistent
cough for four years. Her breathing was rapid but shallow. Her mouth
and throat were choked with a white fungus that made it appear Theresa
had been chewing cotton—it was oral thrush, an indicator of late-stage
HIV. Theresa’s breathing was so labored because she also had pneumocys-
tis carinii pneumonia, one of the most common and serious infections for
people with HIV. The medical student closed by reciting the social history.
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Theresa was a twenty-eight-year-old widow with three children at home,
the youngest just three years old.

Theresa had plenty of company on the ward. Women lay two or even
three to a bed, flies alighting on their heads. We stepped around a woman
curled up on the bare floor, clutching herself and moaning. We saw Eliza-
beth, who had arms the circumference of a broom handle. Janet was in a
coma, Beatrice had skin lesions.

Alice had not been tested yet, but she showed signs of late-stage HIV
and had lost her husband to the disease a few years before. As we stood
by her bedside, I was bumped in my hip. I turned to see an attendant try-
ing to maneuver a rickety aluminum cart past me. On the cart was a small
body under a stained blanket. For all these patients, that would be their
fate soon enough. It was a horrifying scene, and one being reproduced
thousands of times a day across the African continent.

Against this grim backdrop, a small South African group calling itself
the Treatment Action Campaign (TAC) was formed. Its first effort, on
Human Rights Day in 1998, consisted of ten people fasting in front of
St. George’s Cathedral in Cape Town, asking passersby to sign a petition
demanding the government provide medicine for pregnant women with
HIV/AIDS." But even though TAC had humble beginnings, it possessed
excellent organizational genes. Several of its founding members had been
active in the anti-apartheid movement, and the group had received train-
ing from ACT-UP and other veterans of the passionate, dramatic U.S.-
based AIDS treatment campaign of the 1980s and 1990s.'¢

One of the lessons TAC learned from the U.S. activists was the strat-
egy of treatment literacy, in which HIV-vulnerable people in South Africa
trained their colleagues in the science and politics of HIV.!” That training
empowered previously marginalized South Africans to mobilize in ambi-
tious campaigns built around direct action, political pressure, and liti-
gation.'® As TAC co-founder Mark Heywood described it, “People with
AIDS ceased being silent victims and became political agitators for their
human rights to treatment.”"” The role of the patient-activist moved the
medicines issue from an abstract discussion of intellectual property laws
to a human rights question. As one HIV-positive TAC activist said at a
filmed protest event, “You are denying me drugs. Look me in the face and
tell me to die.”?
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TAC soon launched a campaign of civil disobedience, illegally but
openly importing a generic version of the AIDS medicine fluconazole.
Activists brought the drugs from Thailand, where generic versions cost less
than 10 percent of the price charged in South Africa by the patent-holder
Pfizer.?! TAC also proved to be effective at combining legal challenges with
the power of mass mobilization.”> When lawyers argued against the high
prices charged for patented medicines or pushed for ramped-up govern-
ment programming, the courtrooms were packed and the streets outside
were filled with thousands of singing, chanting demonstrators.?? Activ-
ists also conducted “die-ins,” and even filed charges of culpable homicide
against the minister of health.?*

The face of TAC was its co-founder, Zackie Achmat, who was HIV-
positive but refused to take ARVs until they were widely available to the
poor of the country. As a result, Achmat suffered through life-threatening
lung infections, but he stuck to his vow even after South African President
Nelson Mandela personally begged him to take the medicines.?> Achmat
and other TAC activists wore t-shirts with the words “HIV-Positive” in
large block letters on the front. The shirts were created after Gugu Dlam-
ini, an AIDS activist, was beaten and stoned to death after revealing her
disease status on a radio show. Based loosely on the apocryphal story of
the king of Denmark wearing a yellow star in solidarity with Jews during
the Nazi occupation, the “HIV-Positive” shirt was worn by individuals
irrespective of their status.?® In December 2002, Mandela wore the shirt
during a visit to an AIDS clinic.?”

When the International AIDS Conference was held in Durban in
July 2000, TAC led over 6,000 protestors in a march to the site of the
opening ceremonies. The conference hall pulsated with the sound of
drums and singing, and a small HIV-positive boy named Nkosi Johnson
gave a moving talk. He died the next year at age twelve, without having
received ARV treatment.?®

At those same ceremonies, Edwin Cameron, an HIV-positive South
African High Court justice, also spoke to the crowd, laying out the moral
imperative. “Those of us who live affluent lives, well attended by medical
care and treatment, should not ask how Germans or white South Afri-
cans could tolerate living in proximity to moral evil. We do so ourselves
today, in proximity to the impending illness and death of many millions
of people with AIDS,” Cameron said. “Available treatments are denied
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to those who need them for the sake of aggregating corporate wealth for
shareholders who by African standards are unimaginably affluent.”?’

These demonstrations and speeches were widely covered in national
and international media. Feeling the pressure building, the pharmaceuti-
cal companies decided to go on the offensive. Thirty-nine multinational
drug companies filed suit to stop the implementation of the South Afri-
can Medicines and Related Substances Control Amendment Act, a law
that opened the door for international importation of generic medi-
cines.’® Simultaneously with the pharmaceutical lawsuit, the U.S. trade
representative accused the South African government of violating inter-
national intellectual property laws, placing the country on a watch list
that suspended some trade advantages.’' The United States also filed a
formal complaint against the government of Brazil. Citing the Brazil-
ian constitutional right to health, activists there had successfully pushed
for a government program that domestically manufactured generic AIDS
medicines.*

All the while, the pharmaceutical corporations continued to dis-
miss the possibility of scaling up HIV/AIDS treatment in the developing
world. “Trying to put that much money into the system is like pushing
on a string,” the Pfizer CEO said in 2001. “We couldn’t spend that much
money if we had it.”3 As part of its public relations response, pharma-
ceutical corporations also claimed that generic medicines were of poor
quality and that ARVs would not work for Africans.’*

TAC and global AIDS treatment activists kept up their efforts. Al Gore,
U.S. vice president and 2000 presidential candidate, had been an enthu-
siastic supporter of the tactics of the pharmaceutical industry in resist-
ing access to generic ARVs. So, employing the classic “name and shame”
tactic of human rights advocacy, activists relentlessly heckled Gore at his
public appearances. They even interrupted his official presidential cam-
paign announcement, chanting “Gore’s Greed Kills” and passing out fliers
saying “Vice President Gore Doing Drug Company Dirty Work.”3’

Other demonstrations targeted U.S. Trade Representative Charlene
Barshefksy, who was leading the push for sanctions against South Africa
and Brazil.’¢ The international media began following the story, bringing
unwanted attention to the Clinton-Gore administration. Finally, report-
edly at the urging of Vice President Gore, President Clinton issued a
May 2000 Executive Order pledging that the U.S. trade representative
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would not interfere with the efforts by African nations to obtain cheaper
AIDS medicines.”

Nevertheless, the lawsuit by the pharmaceutical companies contin-
ued, so the activists now focused their attention on the corporations. On
March 5, 2001, the day that oral arguments began on the South African
lawsuit, TAC led a Global Day of Action against the corporations. March-
ers in major cities carried signs saying, “Stop Medical Apartheid.” Others
convened mock court hearings in front of the offices of GlaxoSmithKline
and Bristol Myers Squibb, finding the companies guilty of murder by
blocking affordable drugs. The activists said the corporations had blood
on their hands and relabeled them “GlobalSerialKillers” and “Big Murder
Syndicate.”3®

Finally, drug company executives admitted that the activist campaign
was causing “a public relations disaster” for the industry.®® Six weeks
after the Global Day of Action, the companies dropped their lawsuit,
even agreeing to pay the legal fees of the South African government.** The
United States soon withdrew all its punitive measures against South Africa
and Brazil.*!

In November 2001, in the time-honored tradition of the letter of
the law following dutifully behind the demands of effective grassroots
activism, governments at the WTO Ministerial Conference adopted the
Doha Declaration on TRIPS and Public Health. The Doha Declaration
affirmed that the TRIPS agreement must be interpreted “in a manner
supportive of WTO members’ right to protect public health and, in par-
ticular, to promote access to medicines for all.”** The Doha Declaration
sent a powerful message, one heard by fifty-plus developing countries
that have since taken advantage of TRIPS flexibilities to bypass the
patent system to procure lower-cost generic AIDS medicines for their
populations.** As one activist put it, the signs once carried by access-to-
medicine protesters had been transcribed right into the text of the Doha
Declaration.*

Continued legal challenges and protests by TAC led the drug compa-
nies to allow generic manufacturing of their patented AIDS drugs in South
Africa and allowed the government to create a broad HIV/AIDS treatment
plan.* Demonstrations continued across the world, including body bags
being delivered to the White House in Washington, DC, on World AIDS
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Day while celebrities and evangelical Christians lobbied President George
W. Bush to expand treatment.*

With the introduction of generics, the ARV prices in Africa fell by as
much as 99 percent. In 2002, the United Nations created the Global Fund
to Fight AIDS, Tuberculosis and Malaria, and in 2003, Bush announced
the President’s Emergency Plan for AIDS Relief (PEPFAR).+

The HIV/AIDS treatment picture had changed quickly and dramati-
cally. In 1999, just 20,000 South Africans were on ARVs; today, nearly
3 million are.* Globally, PEPFAR and the Global Fund provide ARV
treatment for nearly 16 million people.*

After the pharmaceutical industry dropped its South African lawsuit,
Zachie Achmat, the TAC leader, told a cheering crowd outside the court-
room, “We have made the mightiest industry in the world shake in its
boots!”5® He was right. Evaluated by the scope of the challenge it faced,
the powerful resistance it encountered, and the impact it had on millions
of lives, the campaign for access to HIV/AIDS medicines was not just the
most successful health rights campaign in history—it is one of the most
successful human rights campaigns of any kind. And it provides a model
for modern-day advocacy for access to essential medicines.

Pushing for change will not be easy. As the HIV/AIDS treatment activists
learned, efforts to enforce the human right to essential medicines face the
determined resistance of one of the most powerful and profitable indus-
tries in the world. We have already seen (chapter 7) that the pharmaceu-
tical industry devotes a significant chunk of its blockbuster revenues to
political lobbying, campaign contributions, and marketing of its overall
image, all toward the goal of creating the system that provides its corpo-
rations with monopoly profits on necessary medicines.

We have seen that those corporate lobbying efforts paid off in the
lead-up to the TRIPS Agreement, as the industry-supporting U.S. govern-
ment used sticks-and-carrots advocacy to pressure nations that were con-
cerned about access to medicines.’! The same leverage was employed after
TRIPS was signed, pushing many countries to adopt patent-protecting
medicine laws even earlier than TRIPS forced them to do so.’? Now that
the global patent regime is in place, this same approach is the template for
the efforts by the pharmaceutical industry to preserve it.
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A recurring target for those pro-monopoly patent efforts is India, home
to the generic drug industry that makes the country the “pharmacy of the
developing world.” The U.S. government and pharmaceutical manufac-
turers have filed lawsuits and pulled the levers of global trade to under-
mine India’s access-to-medicine measures.”> Over two hundred members
of the U.S. Congress have written to express opposition to generic drug
manufacturing in India, and the pharmaceutical industry and other U.S.
business groups created a pro-patent coalition, the Alliance for Fair Trade
with India.** In 2016, criticizing what it called the weak protection of
patent rights by India, PARMA asked the United States to keep India on
a priority watch list that could pave the way for trade sanctions. In its
request, PhARMA openly admitted to concerns that India’s reluctance to
facilitate patent monopolies on essential medicines could serve as a model
for other nations.>

The U.S. trade representative assented to the PARMA request, keeping
India on the watch list; recall (chapter 17) that this designation indicates
the country in question has “serious intellectual property rights deficien-
cies” that require trade scrutiny.*® The ratcheting up of pressure on India
had its desired effect: soon after the watch list decision, the Indian pat-
ent office reversed a decision that had denied the U.S. drug manufacturer
Gilead a patent in its hepatitis C medicine, an about-face that advocates
say was a response to the badgering the Indian government was enduring
on all sides.’”

Across the globe, the pharmaceutical industry keeps a close eye on any
proposal that may interfere with its patent monopolies. When a threat
is identified, the industry strikes. Pharmaceutical corporations vigor-
ously opposed an indefinite extension at the World Trade Organization
of exemptions from medicine patent rules for the poorest countries, lob-
bied hard against a proposed World Health Organization agreement to
support medical research and development, and spent over $126 mil-
lion resisting a California initiative that would have required drug cost
transparency.**In opposition to proposals to allow the Medicare program
to negotiate drug prices, pharma corporations have published newspaper
ads that portray a concerned elderly woman being told “you could lose
access to medicines you need.”*” As the National Association of Medicaid
Directors said in 2015, “The pharmaceutical industry is the third rail of
politics and if you go against them they will cut you off at the knees.”®
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The industry even harshly criticized the TPP measure that would have
created the controversial mandate of data exclusivity for biologic drugs.
The TPP provisions represented a historic extension of monopoly medicine
rights, but the companies wanted even more, complaining that the addi-
tional monopoly period of five to eight years was not long enough.¢' These
are all quite public efforts, but the pharmaceutical corporations do not limit
themselves to above-ground advocacy. As I have discussed (chapter 4),
the industry funds patient groups that then lobby for extended patents.
Sometimes, large corporations simply buy the generic companies that oth-
erwise might have offered more affordable medicines.®?

Yet, try as they might, pharmaceutical corporations have not been able
to silence the voices of the access-to-medicine advocates. That was cer-
tainly true in the historic turn-of-the-twenty-first-century HIV/AIDS treat-
ment campaign, and it has been the case ever since. There are several

examples from which activists can draw inspiration:

e In 2007, when the U.S. government and the drug corporation Abbott
resisted plans by the Thai government to allow the manufacturing of
generic second-line ARV drugs to treat HIV/AIDS, advocacy groups
pushed back harder, including a threat to boycott Abbott products.
The company eventually dropped its patented price to below the ge-
neric price.®® Thai activists also persuaded their government to create
a national HIV/AIDS treatment plan, helped scuttle a proposed United
States-Thailand trade agreement that would have included damaging
medicine patent protections, and convinced their government to allow
the manufacturing of four patented cancer medicines in generic form.*

e Activists in Chile have resisted patent-sheltering trade deals and suc-
cessfully pushed for a Congressional resolution demanding generic li-
censing of essential medicines.®

e Following up on the dramatically successful campaign that led to the
dismissal of the pharmaceutical industry lawsuit in 2001, South Afri-
cans continued to use civil disobedience, mass protests, and litigation to
force the pharmaceutical corporations to allow the generic manufacture
of affordable HIV/AIDS medicines.®

e Colombian activists have won Congressional endorsement for their de-
mands for generic cancer medicines, and a Kenyan coalition persuaded
its parliament to allow greater generic drug access.®’
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e Court victories that expanded medicine access, usually buttressed by
significant advocacy outside the legal system, have been won in Peru,
Argentina, Venezuela, Colombia, Costa Rica, and Kenya.®® A study of
over 1,000 access-to-medicine lawsuits filed in southern Brazil found
that the litigation served as an effective grassroots tool for the poor.*’

A recent and powerful advocacy success story can be found in the spir-
ited responses by global activists to the prospect of a sweeping pro-patent
Trans-Pacific Partnership Agreement.”’ In 2013, José Luis Silva, then the
trade minister of Peru, responding to activist outrage, said that proposed
intellectual property terms, especially medicine patent rules, elevated the
interests of U.S. corporations over the needs of Peruvian citizens. Silva
called for Peru to “not go one millimeter beyond what was already negoti-
ated” on medicine access issues in past agreements.”! Australian access-to-
medicine organizations pushed their government to publicly promise that
no TPP provisions were acceptable if they undermined the popular phar-
maceutical price control program of the country.”> The Malaysian prime
minister condemned any trade agreement restrictions on government
efforts to provide affordable medicine as “imping(ing) on fundamentally
the sovereign right of the country to make regulation and policy.””3Similar
TPP concerns were expressed by current or former officials in Singapore,
New Zealand, Chile, and Canada.™

It turns out that all these public statements were the reflection of a
dynamic that was being played out even more intensely in the private
TPP negotiations. Multiple individuals familiar with the five-plus years of
negotiations confirmed that the U.S. proposals to extend medicine monop-
olies had been opposed by nearly all the other participating nations, with
the sometimes exception of Japan.” The U.S. publication Politico reported
that the draft TPP intellectual property chapter as of May 11,2015, was a
ninety-page document “cluttered with objections from other TPP nations”
to U.S.-drafted protections for pharmaceutical companies.” Negotiators
from the TPP nations besides the U.S., supported by global health activists,
pushed back hard against extensions to monopoly patent protections.””

The result of this resistance was that the U.S. and the pharmaceutical
industry, accustomed to getting their way with pro-patent provisions in
prior trade agreements, could not achieve their TPP goal of twelve years
of data exclusivity for monopoly protection for biologic drugs, forcing an
industry-resisted compromise of five to eight years of data exclusivity.”
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Even with that concession to access-to-medicine arguments, the agree-
ment signed in 2015 by trade ministers still faced real difficulties in get-
ting the necessary legislative approval in several countries, including the
United States” Ultimately, the deal collapsed in January 2017, when
newly-elected U.S. President Donald Trump formally withdrew from the
agreement.’® Many problematic aspects of the TPP spurred determined
global opposition, including provisions that would have been harmful for
workers and the environment.®! But the TPP’s demise was caused in sig-
nificant part by what one account called “a small, international group
of affordable-medicine advocates” that relentlessly demonstrated in the
streets, recruited expert and politically-powerful opposition to the deal,
and traveled the globe to button-hole the TPP negotiators and elected
officials.®?

The United States, despite being home to the government that pushes the
medicine monopoly agenda on the world stage, is also the site of a grow-
ing medicines-access advocacy movement. Accounts of the U.S. with-
drawal from the TPP said the agreement had become “politically toxic”
for members of both major political parties in the United States, a toxic-
ity medicines-access advocates helped create.®* When the Obama adminis-
tration argued for historic levels of intellectual property protection at the
TPP negotiating table, U.S.-based economists, elected officials, and presi-
dential candidates, all informed by activist research and fueled by activist
demonstrations, raised their voices in opposition to the TPP.3* The pow-
erful AARP (formerly the American Association of Retired Persons) and
the largest U.S. nurses’ union were among many health organizations in
the United States arguing that TPP provisions could have limited future
efforts to control domestic drug prices in programs such as Medicare and
Medicaid.%

The AARP, along with the California Nurses Association, also sup-
ported the November 2016 California ballot initiative designed to lower
the prices that the state agencies pay for medicine, one of several state-level
initiatives whose aim was reducing drug prices.* The California proposal,
which was ultimately defeated after the pharmaceutical industry devoted
$126 million to campaign against it, called for state agencies to pay no
more for medicines than the cost paid by the U.S. Veterans Administra-
tion. (The ability of the Veterans Administration to negotiate the prices
it pays for the drugs it purchases and to restrict its formulary, freedoms
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denied the Medicare program, have led to the administration paying an
estimated 40 percent less for drugs than Medicare plans do.*’)

Other activism has come in response to the high price set by Gilead
for its hepatitis C medicines, including a “Gilead Greed Kills!” advocacy
campaign. That campaign conducted demonstrations in front of the com-
pany headquarters in Foster City, California, highlighted by a hearse and
a plane flying overhead with the campaign message.®® This kind of activ-
ism, along with lawsuits and media coverage, have led to increased gov-
ernment and private-insurer coverage of the hepatitis C medicines, despite
their enormous expense.®

During the 2016 Democratic and Republican Party conventions,
access-to-medicine activists staged a mock tug-of-war and took out
full-page newspaper ads featuring a character named Big Pharma Bro;
the aim was to demonstrate the overall support of the pharmaceutical
corporate agenda by both parties.”® I have already mentioned (chap-
ters 2 and 4) that the 450 percent increase in the price of the allergy shot
EpiPen, a product that enjoyed a market monopoly, triggered what USA
Today called a “firestorm” of controversy and angry condemnations from
lawmakers and patients.”! Access-to-medicine advocates have disrupted
congressional hearings, filed U.S. lawsuits, sent public letters decrying
the prices of patented medicines, and supported local and state initiatives
demanding negotiated drug prices and cost transparency.’?

Healthcare providers often play important roles in that advocacy. In
2016, a physician wrote a column in the Los Angeles Times that began,
“The drug companies are ripping us off, pill by pill, shot by shot. Instead
of working to earn reasonable returns by relieving our suffering and sav-
ing lives, they now focus on profits above all.””3 That same year, another
physician wrote in the Salt Lake Tribune, “Evil in medicine is often linked
with the past practices of blood-letting, lobotomies and arsenic treat-
ments. Now we can add to these atrocities another evil, that of killing
people by preventing their needed, life-sustaining treatments.””*

Faith-based groups are advancing a similarly morality-based argument
against medicine monopoly pricing. “The field is tilted toward the powers
that be rather than the power of God’s people,” stated one coalition let-
ter in opposition to the TPP. “Our faith organizations serve those living
in poverty in every country in the world and stand witness to the pain
that bad trade policies inflict on communities, particularly developing
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countries.”” An interfaith investor coalition is pushing shareholder reso-
lutions to force the pharma corporations to justify their price increases.”
In recognition of the key role that faith-based organizations have played
in recent successful social movements, including the U.S. civil rights and
labor movements, I am part of a group that has launched an effort to
advance this faith community advocacy; our organization is called People
of Faith for Access to Medicines (PFAM).?”

As was the case with the HIV/AIDS treatment campaign, recent access-to-
medicines activism has featured leading roles played by affected patients.
Manon Ress and Phillipa Saunders, breast cancer patients and members of
the Union for Affordable Cancer Treatment, were instrumental in pushing
the UK government to allow the generic manufacturing of the breast can-
cer drug T-DM1, actions that eventually forced the patent-holder Roche
to lower its price.”® Cancer patients holding an IV pole that read “TPP:
Don’t Cut My IV” disrupted TPP negotiations in 2015 and, as we have
learned (chapter 1), were arrested protesting at PARMA headquarters on
World Cancer Day in 2016.”° One of those patients, Zahara Heckscher,
is a U.S. resident and has been treated with patented biologic drugs that
would have been subject to extended monopoly protection and unafford-
able pricing under TPP. “One of my current cancer medicines could cost
me over $100,000 if I were not in a clinical trial,” Hecksher told the
media after her arrest. “If [the TPP] passes, thousands of women like me
will die waiting.”!%

Some patients are taking affordable access to medicine into their own
hands. Lu Yong, a Chinese leukemia patient, violated national law by
purchasing and distributing generic medicines from India to his fellow
patients. When Yong faced charges for his actions, hundreds of those Chi-
nese leukemia patients petitioned the court on his behalf. Their advocacy
seemed to have an impact; soon after the patients’ petition was filed, the
Chinese patent office invalidated the national patent on the medicines that
Yong was importing.'!

Greg Jefferys, a hepatitis C patient in Australia, similarly has openly
broken the law by importing generic medicines for fellow patients, includ-
ing patients in the United States “The patients with liver cirrhosis are
sitting there and waiting,” Jeffreys said. “And so I’d have to ask the
(patent-holding) company—how do you sleep at night?”1%?
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In India, patient groups are currently pushing hard for access to afford-
able breast cancer and hepatitis C drugs. Their efforts follow in the foot-
steps of Indian patients who helped lead a very successful 2005-2013
campaign for access to a leukemia treatment.!® It is a campaign that is
worth reviewing here, as it holds several promising lessons for current
activists.

The leukemia treatment in question was imatinib mesylate, the most
effective medicine for chronic myeloid leukemia. The pharmaceutical
corporation Novartis holds patents on the medicine, which it markets as
Glivec or Gleevec. When its original Indian patent on the drug was run-
ning out, Novartis applied to patent a new form of the medicine, this one
in beta crystalline form, thus extending its monopoly.

In response, a generic manufacturer and the Cancer Patients Aid Asso-
ciation (CPAA) opposed the patent application, charging Novartis with
pursuing a classic evergreening effort; that is, the company was trying
to prolong its patent by introducing a new version of the drug that was
not significantly different, much less better, than the original.'** For Indi-
ans with leukemia, the stakes were life and death. The generic version of
imatinib mesylate was priced at $170 per month, while patent-protected
Glivec sold in some countries for as much as $3,000 per month, far out of
the reach of most Indian leukemia patients.'®’

In January 2006, the Indian Patents Office refused the Novartis appli-
cation, agreeing with the challengers that the new version of the drug
was not a significant innovation on the older version.'”® Novartis filed
an appeal. Anand Grover, a distinguished Indian lawyer who was also
serving as the UN special rapporteur on the right to health, signed on to
represent the CPAA. As years of appeals dragged on, the CPAA showed
real staying power, sticking with the case in the face of both threats and
offers of cash from Novartis.!””

The struggle was intense, in both India and beyond. Novartis recruited
U.S. government officials to exert trade pressure on India, while Indian
activists and attorneys mobilized in the courts and in the streets.'”® When
the case was argued before judges, advocates conducted loud demonstra-
tions outside the courthouse.!” Indian activists were joined by interna-
tional organizations such as Médecins Sans Frontiéres/Doctors Without
Borders (MSF) and Knowledge Ecology International. MSF organized a
2006 Drop the Case campaign against Novartis, circulating a petition
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signed by nearly a half million people, and conducted a global day of
action on the eve of a 2012 Novartis board meeting.''® Activists persuaded
Dr. Brian Druker, whose research had helped develop imatinib mesylate,
to write an open letter urging broader access to the medicine.'!

Finally, on April 1, 2013, the Supreme Court of India issued a final
rejection of the Novartis patent claim. The court wrote a strongly worded
anti-evergreening decision that underscored that Indian law does not
allow monopoly extensions based on minor drug changes that do not add
therapeutic value.!?

A dozen years after the dramatic success of the HIV/AIDS treatment
campaign, access-to-medicine activists had won another huge victory. The

time is right to lay the groundwork for the next one.

I have now spent many pages discussing how patients suffer without med-
icines, how pharmaceutical corporations make enormous monopoly prof-
its, and how a money-corrupted system produces this injustice. By now,
I hope you are asking, “What can I do to make this change?” Inspired by
the dedicated access-to-medicine activists around the world, from South
Africa to India to the United States, here are some answers to that question.

Join an Existing Access-to-Medicines Team

You are now well aware that there are several organizations filled with
dedicated and knowledgeable activists working hard to increase access
to medicines. The globally admired MSF conducts an access-to-medicines
campaign that includes public education about the corrupted system
and direct calls for advocacy on issues such as vaccine pricing.!*> Some-
times MSF-led activism calls for contacting lawmakers on issues such as
the TPP; sometimes it is more creative. For example, in late 2015, MSF
activists dumped $17 million in fake cash at the New York City headquar-
ters of Pfizer, representing the daily revenue that the company makes on
vaccine sales.!'* Those efforts are bearing fruit: in late 2016, MSF advo-
cates achieved a significant victory when the two manufacturers of the
vaccine against the leading cause of pneumonia agreed to reduce the price
they charge to humanitarian organizations, a corporate change of heart
that MSF attributed to advocates’ petitions, calls, tweets, and in-person
demonstrations.'!’
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Several other advocacy groups also do great work. Knowledge Ecol-
ogy International is known for its mastery of the complex details of the
laws and trade terms that impact access to medicines.''® U.S.-based Pub-
lic Citizen leverages the size and reputation of a broad-based consumer
action organization to call for access to medicines.!”” I have discussed the
student-led group Universities Allied for Essential Medicines (chapter 21),
which has recruited prominent members of the international scientific and
academic communities to push for a global medicines research agreement
to fund research and require that medicines be available at affordable
prices.'"® T have also mentioned a new organization I am involved in, Peo-
ple of Faith for Access to Medicines, which has the aim of building a faith
community base for access-to-medicines advocacy.'"’

All these organizations would love your help at whatever level of
involvement you can take on, ranging from starting a local, congregation,
or campus chapter to simply retweeting and sharing their regular calls to
sign petitions, share your story, and push lawmakers. Check their websites
for more about how you can pitch in.

Another action opportunity for you is to reach out to the organization
or community ties you already have and urge them to make access-to-
medicines activism a top item on their agenda. As we have learned,
faith-based organizations, the AARP, and unions all have lent their voices
to the access-to-medicines cause. But those voices will be louder and more
insistent with your help. This is especially true if you are a health care
provider; when organizations such as the California Nurses Association,
Physicians for a National Health Program, and the American Medical
Association speak out demanding reform in the medicines system, their
voices carry great weight.!?°

Access-to-medicines activists know well that they are facing a formida-
ble challenge. But James Love, the legendary founder of Knowledge Ecol-
ogy International, is one of many who express real optimism for the cause.
“I don’t think [the pharmaceutical companies] are all-powerful. I think a
rag-tag group of activists are stronger,” Love said. “The American people

do care. They agree with us, not Big Pharma.”!!

Create Your Own Access-to-Medicines Team

Chances are that you or a loved one has faced the frightening experience
of needing medicines to alleviate suffering or even save a life. Being sick or
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being in support of someone who is can produce a feeling of helplessness.
But that difficult experience also provides insights, credibility, and impact
for an access-to-medicines activist. The HIV/AIDS treatment movement
has demonstrated the power of patients and their loved ones pushing for
medicines reform. Patients such as Hannah Lyon, whom we met in chap-
ter 1 at the beginning of this book, are proving that model can still work
today. She and fellow cancer patient Zahara Heckscher created Cancer
Families for Affordable Medicines, and their new organization is already
an effective force for the human right to essential medicines.'??> So are
Patients for Affordable Drugs and T1 International, which provide pas-

sionate and uncompromising patient voices.!'?

Tell Your Elected Officials about Access to Medicines

Elected officials at every level have enormous influence on the availabil-
ity and prices of medicines. As we have discussed, government decisions
fuel medicines research, write the rules that create monopoly patents, and
divert billions of taxpayer dollars to pharmaceutical corporations. Those
corporations know well how much power elected officials have over the
medicines process, which is why they employ thousands of lobbyists and
direct hundreds of millions of dollars each year to lobbying and campaign
contributions. Our elected officials hear plenty from Big Pharma; they
need to hear from patients and taxpayers, too.

Because I am a U.S. law professor writing a book for a U.S. publisher, it
is very likely that you are a reader from the United States. If so, that means
you have a great opportunity. The U.S. government that represents us is far
and away the most influential player in the medicines system. Our elected
officials are the ones who pass the laws that protect corporate monopo-
lies and guarantee that we have the highest prices for medicines in the
world. Our elected officials are the ones using trade deals to pressure other
governments to give corporations the power to push up medicine prices
around the world. If the United States exercises its right to withdraw from
these trade deals, as other nations have recently done in response to the
required Investor-State Dispute Systems provision, or rejects a deal such
as the TPP outright, as it did in January 2017, those actions have an enor-
mous global impact.'?* The current profits-over-people medicine system is
in large part a U.S. creation, so U.S. elected officials—spurred on by your
and my activism—need to play a role in dismantling it.
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Tell Your Friends, Family, Classmates, and Coworkers
about Access to Medicines

As we have seen, a large majority of Americans feel that drug prices are
unreasonable and that drug companies are putting profits before people.'?’
That provides a good platform for our activism; studies of social move-
ments show that frustration is a precondition for social change. But most
of those angry people do not know why our medicines system is so broken
or what can be done to fix it. Those same studies of social movements
show that frustration leads to change only when the cause of the problem
is properly labeled and a clear alternative is presented.!'?

That is where you come in. Person by person, you can help label the
problem and identify the solution. You can explain how medicines do not
have to be expensive and unattainable, and you can help transform that
frustration into action.

While it would be nice if you could convince your skeptical roommate
or your belligerent Uncle Earl to read the preceding twenty-two chapters in
this book—and to peruse the hundreds of endnotes as well—that is usually
not a realistic plan. Most of the time, we are players in a Short-Attention-
Span Theater. So, here are a few talking points you can use when discuss-
ing access to medicines, along with references to the chapters in this book
to bolster your point. If you connect with an access-to-medicines organiza-
tion, which I recommend you do, the organization will regularly provide
specific messages and suggested targets for those messages. But these talk-
ing points will give you the big-picture arguments.

“Taxpayers are paying twice for medicines” (chapter 15). There are few
more potent calls to action than telling taxpayers they are getting ripped
off. With medicines, that charge is absolutely true. Taxpayers pay to sup-
port the most important drug research, only to have government officials
hand over the fruits of that research as monopoly patents to corporations.
Then, the corporations turn around and charge enormous prices to those
same taxpayers, through out-of-pocket payments; insurance premiums; or
costs billed to Medicare, Medicaid, or the Veterans Administration. This
has to stop.

“Medicine patents stifle innovation. Open-source development would
lead to lifesaving improvements” (chapters 12 and 13). This may be an

especially important point to make to younger, tech-savvy individuals
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who appreciate the wonderful developments made possible by the open
software movement. The patent system is great for generating monopoly
profits, but its secrecy and exclusivity has proven to block new inven-
tions. Ask your listeners to imagine what amazing treatments could be
developed if medicine researchers were unleashed to build on the existing
medicine knowledge that the patent system is locking away.

“The medicines system is the very opposite of a free-market system;
corporations rely on government-provided monopolies that block compe-
tition and allow them to charge artificially inflated prices” (chapters 12,
18, and 19). Your Uncle Earl is likely to be a fan of the free market
system—most Americans are. So it is important to point out that the mas-
sive financial success of pharmaceutical corporations spits in the face of
free market principles.

Not only do these corporations rely on government-granted monop-
olies and avoid fair competition like the plague, they lean on govern-
ment to make the riskiest investments in early-stage medicines research.
In the pharmaceutical industry, the risks are socialized, but the rewards
are privatized. Similarly, when it comes to medicines, the so-called “free
trade” agreements are not about free trade at all. Patents are nothing if
not competition-blocking protectionism, and medicine monopolies are
estimated to equate to a whopping 10,000 percent tariff.!?’

“Medicine prices are not high because of research costs; they are high
because of windfall profits and wasteful advertising” (chapters 7 and 10).
When it comes to the reasons for high medicine prices, do not let your
friends and family buy what Big Pharma is selling. Sky-high price tags at
the pharmacy are funding endless erectile dysfunction drug ads—which
your Uncle Earl is no doubt tired of watching on TV because they inter-
rupt his football games. Americans pay the highest medicine prices in the
world to fund those commercials, along with high-volume lobbying and
marketing to lawmakers and physicians, not to mention record-setting
profit margins. The high prices do not fund medicine research. Which
leads to the next talking point:

“We can change this system immediately because governments and
nonprofits are already driving the important medicine research” (chap-
ters 9, 20, and 21). We do not have to choose between affordable prices
for medicine and aggressive medicine research. Because governments
are already funding the most important research now, we can cut costs
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immediately and substantially. We can do so by eliminating the corporate
monopolies that force patients (and the governments that administer the
health care programs that so many rely on) to pay for advertising, lobby-
ing, and huge profits. This talking point embraces the critical four-word
core of any argument for social change: We. Can. Do. Better.

“Access to medicines is a moral imperative and a human right” (chap-
ters 3,4, 18, 19, and 22). There is no need to sugar-coat this reality: every
day, people are suffering and dying by the thousands simply because the
medicines that would help them are priced too high. Corporate profits are
taking precedence over the lives of children and young mothers. Tobeka
Daki should not have died. Ahmed should not have died.

I bet your listeners will not be comfortable with that deaths-for-profits
trade-off. People were not OK with it during the HIV/AIDS crisis in the
1990s and 2000s, when activism-generated outrage turned around the
treatment landscape. It shocked our conscience that millions were dying
from treatable HIV/AIDS. Today, it is just as appalling that millions die
from treatable cancer, or because they could not afford vaccines.

This leads to my concluding point in this book: access-to-medicines
advocacy can work. We know that because it already has—Dboth in the
HIV/AIDS treatment struggle and in more recent campaigns. It is not
going to be easy, of course. But there is a lot of reason for optimism. This
is no longer just a struggle being waged by the desperate poor and sick
in the developing world and by the caregivers and activists that work
with them. Now, as we have seen, these advocates have been joined in
their struggle by comparatively wealthy people in richer nations because
even these people and their governments cannot pay for the medicine they
need. Medicines activists are now joined by frustrated physicians, elected
officials, economists, and even hospitals and insurance companies, all call-
ing for a change to this broken system.'?®

And, I hope, they will be joined by you, too. Together, we can cure our
sick medicines system.
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