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Executive summary

According to the World Health Organization (WHO), at least
half of the world's population still lacks access to health servic-
es, and an estimated 2 billion people have no access to essential
medicines. “These people will not enjoy the right to health”, said
former WHO Director General Margaret Chan at a session of the
Human Rights Council in June 2017.

The lack of access to medicines has historically been a poor
country issue, but in the last few years it has become a worldwide
problem as high-income countries also start to encounter major
barriers to guaranteeing universal access to medicines. Indeed,
since the progressive implementation of a global patent system,
with the adoption in 1995 of the World Trade Organization's
Agreement on Trade-Related Aspects of Intellectual Property
Rights (WTO TRIPS Agreement), prices of new medicines have
significantly increased and are putting a staggeringly high burden
on health budgets. By conferring a monopoly, and thereby creating
pricing power, patents are the backbone of the business model
used today by pharmaceutical companies and have the potential to
drive the price of medicines to very high levels.

At the same time, high-priced medicines do not necessarily
add significant value and their claimed benefits are not always
supported by scientific evidence. Governments, payers, doctors,
civil society and patients regularly demand that pharmaceutical
companies disclose the cost of developing a new drug, so as to
facilitate the setting of affordable prices. However, the cost of
research & development (R & D) remains one of the best-kept
secrets in this very profitable industry, or is subject to highly-
inflated estimates when used by commercial entities.

As a result, most governments, including Switzerland, are
toothless and forced to accept tremendously high prices for new
medicines that have no proven correlation with actual R & D and
production costs. These spiraling prices are threatening the sus-
tainability of universal health coverage systems.

This is particularly the case for cancer medicines, the prices
of which are skyrocketing despite the fact that cancer is one of
the leading causes of death worldwide. If we do not stop this
trend, only the most privileged will be able to afford these drugs.
Millions will die and millions will be left behind.

Yet solutions do exist. Whilst the WTO TRIPS Agreement
has globalised a minimum standard for patent protection — in-
cluding on pharmaceuticals for which exceptions existed in sev-
eral of its 164 member states — it also includes some important
public health safeguards. These so-called TRIPS flexibilities are
intended to mitigate the adverse effects of patent protection and
achieve a sound balance between public and private interests.

Among them, compulsory licensing is considered an effective
government tool to ensure affordable access to life-saving med-
icines, as it allows a third party (i.e. a generic producer) to use a
patented product or process without the consent of the patent
owner. But it has also been the subject of intense debate and
misleading information because it supposedly threatens the fi-
nancial interests of transnational pharmaceutical companies.

Compulsory licenses are legitimate legal tools to protect and
promote public health. Although evidence shows that they sig-
nificantly improve access to affordable medicines, many coun-
tries wanting to issue compulsory licenses have faced strong
pressure and opposition from some governments and pharma-
ceutical companies. Swizerland in particular, despite its recur-
rent statements in favor of human rights and access to afforda-
ble medicines, has put undue diplomatic pressure on some
countries, such as Thailand and Colombia, not to issue compul-
sory licenses. Further it regularly negotiates agreements with
low- and middle-income countries which can potentially deter
them from using tools such as compulsory licencing to protect
public health.

When our societies can no longer afford unsustainable drug
prices, an imbalance between private and public interests has been
created. Public Eye considers that the current pharmaceutical
pricing model, reliant on patent-based monopolies, works against
the public interest, threatens the sustainability of all health sys-
tems around the world, and undermines universal health coverage
even in a rich country like Switzerland. We believe that every per-
son should have access at all times to quality, safe, efficacious and
affordable medicines — regardless of where they live.

Public Eye calls on the Swiss authorities: (1) to adopt a clear
and unequivocal stance against unjustifiable price hikes of medi-
cines and to make use of compulsory licensing as required by
public interest; (2) to refrain from spreading misleading informa-
tion and imposing diplomatic pressure on countries wanting to
protect public health; (3) to stop negotiating agreements with
low- and middle-income countries that include provisions that
go beyond the TRIPS standards, and that may undermine devel-
opment and adversely affect human rights, especially access to
medicines.

High medicine prices are not predestined and can be acted
upon with political will.






The lack of access to lifesaving medicines has historically been
confined to developing and emerging countries,* 2 3 4 and reflects
the blatant disparities and inequalities between the different re-
gions of the world. The data shows that most of the largest phar-
maceutical companies are located in a few high-income countries
(World Bank term - HIC).5 ¢ 7 In 2004, an estimated go per cent of
the global production of medicines was concentrated in the eco-
nomically developed regions of the world.® From 2004-2008, 95
per cent of sales of newly introduced medicines were in North
America, Europe and Japan and only 5 per cent in Africa and Asia,
where more than two-thirds of the world’s population lives.? Un-
like patients in high-income countries (HICs) who benefit from
national insurance reimbursement systems, patients in low- and
middle-income economies (World Bank term — LMIC) cannot af-
ford the high prices and so have not constituted an attractive mar-
ket for transnational pharmaceutical companies.

Although markets in developing countries especially mid-
dle-income countries are becoming increasingly important to
pharmaceutical companies in the face of a slow-down in their
European and North American markets,’® ** access to affordable
medicines in LMICs remains a distant dream, despite tireless
calls from civil society to remedy this situation. Pharmaceutical
companies target the wealthiest patients, pricing their products
beyond the reach of the majority, even if prices seem compara-
tively lower than in high-income economies. *2 3 If available at
all, newer generation medicines in LMICs are accessed with the
support of charities, or limited to those patients who can afford
to pay the high prices themselves. The reality that most people
in LMICs have to pay for their medicines out-of-pocket is sim-
ply not recognised. *4

However, even HICs are now expressing concerns about
high-priced medicines because of the great strain they put on
health budgets, directly affecting the principle of universal
health coverage. This trend has led many HICs to rationing deci-
sions, depriving thousands of patients from access to much-need-
ed medicines. As a result, access to affordable medicines is now
a global problem and the issue is gaining traction in the interna-
tional arena, as seen in the last US presidential elections.

High-priced medicines have serious consequences for pub-
lic health. A major cause of this inflationary trend has been the
progressive globalisation of patent protection through the
adoption of the World Trade Organization's Agreement on
Trade-Related Aspects of Intellectual Property Rights (WTO
TRIPS Agreement) in 1995.

In the pharmaceutical field, patents are used by transnation-
al pharmaceutical corporations to impose and sustain their
technological domination, and to secure profits. By conferring a
20-year monopoly on drug manufacturers, patents create pric-
ing power’. As a result, companies can potentially push medi-
cine prices to exorbitant levels — regularly beyond the bar of
USD 100,000 per year for a cancer medicine, even going as high
as USD 450,000 for a single treatment. Unfortunately, these
trends are today'’s reality.

In addition to globalising patent protection, however, the
WTO TRIPS Agreement also includes safeguards, commonly
called TRIPS flexibilities, intended to mitigate the adverse ef-
fects of patent protection and achieve a sound balance between
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public and private interests. Among these flexibilities is com-
pulsory licensing, a legal tool that allows a government to au-
thorise a third party (for example, a company that can manufac-
ture a cheaper version of a medicine) to use a patented product
or process without the consent of the patent holder in order to
protect public health.

Although these TRIPS flexibilities form an integral part of
the patent system, HICs — mainly those hosting big pharma-
ceutical companies, including Switzerland, other European
countries, the United States and Japan — have regularly deni-
grated them by spreading misleading, or even false, informa-
tion about the tool, or by exercising undue diplomatic pressure
on LMICs to discourage them from using compulsory licens-
ing. Although these safeguards have the potential to save
thousands of lives, countries hosting pharmaceutical compa-
nies are keen to prevent other countries from using TRIPS
safeguards in the belief that it will affect their domestic finan-
cial interests.

If available at all, newer generation
medicines in low- and middle-income
economies are accessed with the support
of charities, or limited to those
patients who can afford to pay the high
prices themselves.

However, as previously mentioned, even pharma industry
host countries are facing tight budgetary constraints and are
struggling to finance the medicines needed by their populations.
Rather than challenging patent-based monopolies or the busi-
ness model of pharmaceutical companies, these countries prefer
to ration treatments, to the detriment of the right to health and
access to medicines, substantially affecting the principle of uni-
versal health coverage.

This practice contradicts the state’s duty to protect the hu-
man right to health, and to preserve the public interest of
achieving and maintaining the highest standards in health.
People should not be the victims of flawed business models.
People should not be sacrificed on the altar of profit. Patients
must be protected, not patents.
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High drug prices
are the problem

Pricing is one of the key obstacles to accessing medicines,
and is particularly problematic in most
low- and middle-income economies, where the majority of patients
do not benefit from health insurance.
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2.1 - LOW- AND MIDDLE-INCOME COUNTRIES
ARE THE PRIMARY VICTIMS OF THE LACK OF
ACCESS TO LIFE-SAVING MEDICINES

At least half of the world's population still lacks access to es-
sential health services.*® Estimates specifically on medicines
vary depending on the source, but, as cited recently by Marga-
ret Chan, former Director-General of the World Health Organ-
ization (WHO), it is generally accepted that an estimated 2 bil-
lion people? do not have access to essential medicines.® 9
This means that thousands of people are dying of treatable
diseases every day. This problem mainly affects those living in
LMICs.

There are two main explanations for this situation. Firstly,
in addition to the communicable diseases that traditionally
affect the poor, LMICs are now also facing the burden of an
increasing incidence of chronic, non-communicable condi-
tions. People in low-income countries still die predominantly
of infectious diseases, such as lower respiratory infections,
malaria, diarrheal diseases and HIV/AIDS.?° In middle-in-
come economies, tuberculosis and HIV/AIDS are still the
leading causes of death.>* However, the data shows that today
non-communicable diseases (NCDs) disproportionately affect
LMICs, which face 8o % of the global NCD burden.?? Chronic
diseases, such as cardiovascular disease, chronic obstructive
pulmonary disease, cancers, diabetes or dementia have be-
come the major killers in middle-income countries, just as
they are in high-income countries (HICs). It is also worth not-
ing that while cancer is often categorised as an NCD, 20 % of
cancer deaths in LMICs are related to viral infections such as
hepatitis (liver cancer) and human papilloma virus (HPV, cer-
vical cancer).?3

Secondly, pricing is one of the key obstacles to accessing
medicines, and is particularly problematic in most LMICs,
where the majority of patients do not benefit from health insur-
ance. As a result, out-of-pocket payments are required to cover
much of the costs of medicines (from 50 % to 9o %), including
those for chronic conditions.?4 Such payments have dramatic
consequences, pushing approximately 100 million people into
poverty every year.?>

The situation specifically regarding cancer is deeply worry-
ing. Although more than 60% of the world’s cancer cases occur
in Africa, Asia, and Central and South America, high-priced
medicines and the poor availability of cancer treatments contin-
ue to create significant barriers to access in many LMICs.

For example, in the Philippines, the cost for cervical cancer
treatment is more than double the average annual income. In
Pakistan, which has an annual per capita income of USD 2,860,
the cost of treating leukemia2® is USD 20,000. In Rwanda, with
over 75 % of the population living on USD 1.25 a day, the average
cost of treating AIDS-related Kaposi's sarcoma is USD 278.%7
Furthermore, according to Margaret Chan, former WHO Direc-
tor-General, “in some South American countries, the cost of treating
a single women with breast cancer, using a drug included on the WHO
model list of essential medicines, is equivalent to nearly twice the
annual per capita income”.?®

Finally, data from 2011 shows that of the 24 essential medi-
cines included on the World Health Organization's (WHO) es-
sential medicine list (EML) for the treatment of the 10 most
common cancers, 17 were not widely available in developing
countries® and, when available, were often unaffordable for all
but the richest patients.>® In 2015, WHO updated the EML and
included a range of new medicines, especially expensive, new
targeted cancer therapies.3* Recent studies have shown that de-
spite this inclusion and the fundamental importance of these
medicines, cancer treatments remain largely unavailable3? and
unaffordable for poor patients, especially in LMICs.33 34 35

2.2 - A BARRIER TO HEALTH COVERAGE,
EVEN IN EUROPE

Nowadays, even HICs are encountering greater barriers to ac-
cess and have to bear painfully high public health costs due to
the price explosion of certain nmew’ medicines — among them
many cancer drugs.

In the United Kingdom, for example, the National Health
System (NHS) does not reimburse new cancer drugs deemed by
independent Health Technology Assessment agencies (HTA,
also known as “drug watchdogs”) as not cost effective due to
their exorbitant price. Patients continue struggling to access
these medicines.3® 37 38 In several European countries,39 4° 4* 42 43
new hepatitis C drugs have been rationed because their sky-
rocketing prices were threatening the sustainability of the re-
spective healthcare systems. In almost every part of the world,
people are facing difficulties in accessing the medicines they
need primarily due to the explosion of the price of medicines.+4

While healthcare systems and patients are struggling to pay
the burgeoning prices of medicines, the figure below shows the
exceptionally high profit margin of today's pharmaceutical
sector.

Figure 1- AVERAGE NET PROFIT MARGIN OF
FIVE MAIN INDUSTRIAL SECTORS*

Profit margin % 0 5 10 15 20 Highest Lowest
| | | |
Pharmaceuticals 42 10
Banks 29 5
Carmakers 10 3
Oil and Gas 24 2
Media 18 6
Highest/lowest profit margins achieved Source:

by an individual company BBC, November 2014



2.3 - SWITZERLAND HAS NOT BEEN SPARED

Switzerland is not immune to this worrying trend. According to
Helsana, one of the biggest Swiss-based health insurers, drug
costs in the mandatory health insurance system have increased
by CHF 964 million since 2013.4 According to statistics, medi-
cine expenditure by pharmacies, doctors and outpatient depart-
ments of hospitals accounted for between 20.8 %47 and 24.6 %4
of the entire cost of healthcare covered by the mandatory health
insurance system in 2016 (depending on the source - see details
in figure 2). This represents CHF 6.5 billion out of a total CHF
31.5 billion. It does not include the costs of medicines dispensed
to patients staying in hospital (inpatient) or in social health-care
institutions (nursing homes).

Rising drug prices have come under close scrutiny in recent
years.49 Increases even led to an unprecedented rationing deci-
sion in 2014, following the entry onto the Swiss market of highly
expensive antivirals for the treatment of Hepatitis C, a life-threat-
ening, chronic infectious disease leading to liver cirrhosis and
cancer. 5° As a result, not all patients that could have benefited
from the new drug — which can potentially cure the disease in
95 % of cases — were granted access. Only those who were severe-
ly ill or belonged to risk groups could have their treatment reim-
bursed by their health insurance; others had to wait until the
disease progressed, or pay for the treatment out-of-pocket. In
response to a lengthy public outcry, the price was reduced mod-
erately, and the Swiss health authorities finally agreed to end the
rationing towards the end of 2017. This situation highlights how
high drug prices and related rationing are jeopardizing the uni-
versal health coverage and the human right to health - even in a
high-income economy like Switzerland.

Since 2009, some measures have been undertaken by the
Swiss authorities to lower the prices of reimbursed medi-
cines, but they have faced strong opposition from pharmaceu-
tical companies.>* In the face of such opposition, authorities
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are quick to insist that they lack room to negotiate reasonable
prices (see sections 4.2 and 4.3). So although there have been
some effective savings by the Federal authorities, the cost of
medicines in Switzerland continues to rise despite the grow-
ing concerns.

2.4 - THE NEW TREND IN CANCER DRUG PRICES

Recent criticisms have focused specifically on the unsustainable
prices of cancer drugs, of particular concern as the disease is
becoming the top health priority for countries worldwide.

Indeed, cancer is one of the leading causes of morbidity and
mortality worldwide, with approximately 14 million new cases
in 201252 It is the second leading cause of death globally after
cardiovascular diseases, and was responsible for 8.8 million
deaths in 2015. Of these, 6 million (over 60%) occurred in
LMICs — more than for HIV, tuberculosis and malaria com-
bined.53 According to WHO, the number of new cases is expect-
ed to rise by a further 70 % over the next two decades.>+

In Switzerland, cancer is the second most common cause of
death after cardiovascular diseases, responsible for 15,000
deaths per year. It is the leading cause of death in 45-84 year old
men and 25-84 year old women.5> Every person will be directly
or indirectly confronted by cancer in their life: according to the
Federal Office of Statistics, 4 out of 10 people will have a can-
cers®. Estimates also show that each year 40,000 people are di-
agnosed with cancer in Switzerland, that this figure is constant-
ly rising, and that while people have better chances of surviving
cancet, they are likely to be under treatment for longer.57

2.4.1- UNSUSTAINABLE PRICES OF CANCER MEDICINES

The high prices of cancer medicines are challenging the sustain-
ability of health systems worldwide.5® Annual global spending

Figure 2 - COST CATEGORIES IN SWITZERLAND'S MANDATORY HEALTH INSURANCE SYSTEM IN 2016

Others 14,1%

Social health care institutions
(nursing homes) 5.9 %

Medicines dispensed through
hospitals (outpatient) 3 %

Medicines dispensed through
pharmacies 11,5 %

Medicines dispensed through
doctors 6,3 %

Hospitals (outpatient),
excluding medicines 14,4 %

General practictioners &
specialists 23,1%

Hospitals (inpatient),
including medicines 21,7 %

Source: Federal Office of Public Health - Statistics of the
mandatory health insurance 2016 (Excel sheet 217d)



https://www.bag.admin.ch/dam/bag/fr/dokumente/kuv-aufsicht/stat/publications-aos/stat-2016-xls.xlsx.download.xlsx/KV_T_2016_no%20links.xlsx
https://www.bag.admin.ch/dam/bag/fr/dokumente/kuv-aufsicht/stat/publications-aos/stat-2016-xls.xlsx.download.xlsx/KV_T_2016_no%20links.xlsx
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on cancer treatments and the drugs used for supportive cancer
care hit USD 107 billion globally in 2015 (+11.5% from 2014 on
a constant dollar basis, and up from USD 84 billion in 2010). The
Institute for Healthcare Informatics (IMS) calculates that global
oncology spending will reach USD 150 billion globally by 2020
if nothing is done (see figure 3).5

Figure 3 - EVOLUTION OF GLOBAL CANCER COSTS

200 -
150
107 Evolution of global
95 cancer costs
100 - 84 (in billion USD)
0
o x @ g
& & & &  Ssource: IMS Health, June 2016

This trend can be explained partially by sales volumes, aging
populations and demographic factors, but it is also largely due
to the high prices of cancer drugs.5° Prices of newly approved
cancer drugs have increased from an average of USD 5,000 per
month to more than USD 10,000 per month over the last decade,
and this trend is likely to continue® as the business model used
by pharmaceutical companies is increasingly dependent on
highly expensive drugs (see figure 4).

Figure 4 - PHARMA'S INCREASING DEPENDENCE
ON HIGH-PRICED MEDICINES®?

Share of different price levels in top 10 pharmas' revenues*

High price drugs
(>100 EUR/pack)

Medium price drugs
(50-100 EUR/pack)

Low price drugs

o, o, [»)

(<50 EUR/pack) 52% 48% 7%
: g 3z
S S &

*An analysis of the top 90 % of
pharmaceutical products in each of
the top ten pharma companies

(by revenue) for 2004, 2009 and 2014. Source: IMS MIDAS, April 2015

2.4.2 - QUESTIONABLE ADDED THERAPEUTIC VALUE
DESPITE SKYROCKETING PRICES

The trend of soaring prices for newly approved cancer drugs
cannot be explained by their added therapeutic value or clinical
benefit. Indeed, studies show that escalating prices are not nec-
essarily accompanied by significant added value, 64 65 66 and
claimed benefits are not always supported by evidence.®

In 2015, the OECD questioned the sustainability and the le-
gitimacy of cancer drug prices.%® It noted that of the 12 new
FDA-approved cancer drugs in 2012, only one offered a survival
benefit of greater than 2 months. More recently, in a report enti-
tled “New health technologies: Managing access, value and sus-
tainability”, the OECD reiterated its concern and noted that “the
proliferation of high-cost medicines calls current pricing models into
question”. The report adds that "[t]he launch prices of drugs for can-
cer and rare diseases are increasing, sometimes without commensu-
rate increase in health benefits for patients. Payers increasingly
struggle to pay for high-cost medicines targeting very small popula-
tions, which are becoming the ‘new normal’ in the pharmaceutical
sector”.%9

A recent study also demonstrated that of the 48 cancer
drugs approved by the European Medicine Agency (EMA) be-
tween 2009 and 2013, 57 % showed no benefits and some bene-
fits were “clinically meaningless”.7° In a study conducted in the
USA on 47 FDA-approved cancer drugs between April 2014 and
February 2016, only 9 (19 %) met the modest standard of mean-
ingful clinical benefit regarding overall survival, as set by the
American Society of Clinical Oncology (ASCO).7*

Experts claim that “expensive therapies are stifling progress by
(1) encouraging enormous expenditures of time, money, and resources
on marginal therapeutic indications and (2) promoting a ‘me-too’
mentality that is stifling innovation and creativity”.7> The same au-
thors mention: “many cite the high number of FDA drug approvals
as evidence of progress in the therapy of cancer. [...] But if one looks
at the therapies approved for solid tumors between 2002 and 2014,
the median gains in progression-free and overall survival (OS) were a
very modest 2.5 and 2.1 months, respectively. While any patient fa-
cing imminent death from cancer might welcome the respite that 2
months might bring, in fact, time and again surveys have indicated
that patients expect much more”.73

Finally, in reviewing the launch price of cancer drugs ap-
proved between 1995 and 2013 in the USA, authors found that
patients and insurers paid USD 54,100 for a year of life gained
in 1995, USD 139,100 a decade later and USD 207,000 in 2013 for
the same benefit.7+ This drastically surpasses the cost-effective-
ness threshold of USD 33,000-49,000 (GBP 20,000-30,000)
per Quality-Adjusted Life Year (or QALY) used by the UK'’s
drug watchdog, NICE, in deciding which treatments should be
reimbursed by the NHS.7>

2.4.3. - THE EXPLODING COSTS OF
CANCER TREATMENTS IN SWITZERLAND

For some years now, many cancer drug treatments in Switzer-
land have exceeded the symbolic threshold of CHF 100,000 per
year of treatment. This trend has been widely criticised by doc-



tors and health insurers, among others, for jeopardising the sus-
tainability of our health system.76 77 78 79 80 81

From 2007 to 2012, cancer medicine expenditure in Swit-
zerland increased by 132%, from CHF 213 million to CHF 494
million.82 In the following four years, expenditure rose further
to CHF 605 million. Therefore, from 2007 to 2016, the costs of
oncology drugs rose by 184% — a nearly threefold increase due
mainly to ever-increasing drug prices.® According to data from
health insurance companies, only 650 patients relied on a treat-
ment costing CHF 100,000 or more in 2011, while 1,650 pa-
tients did so just 4 years later.84

Figure 5- EVOLUTION OF GLOBAL EXPENDITURE
OF CANCER MEDICINES IN SWITZERLAND

700 -
600 - Evolution of Global
_ Expenditures in
500 Cancer Medicines
400 - in Switzerland
(in Mio CHF)
300 -
200 -
100 -
0

2007
2008
2009
2010
2011
2012
2013
2014
2015

Source: Helsana Oncology Report, p.20 and Helsana Drug report 2016, p. 165

According to Helsana's 2017 drug report, cancer treatments
and immunosuppressive drugs have been the primary cost driv-
ers since 2013, amounting to nearly a quarter of the total drug
costs.85 This trend may be explained by the fact that new cancer
and immunosuppressive drugs are generally biologic drugs,
which are likely to be more expensive than chemical drugs and
therefore more remunerative. As a result, the market for biolog-
ic pharmaceuticals is growing strongly, with a sales volume of
biologicals and biosimilars of nearly CHF 1.3 billion in 2016,
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equivalent to 18.1% of the total volume of the Swiss drug mar-
ket. And this with biologicals and biosimilars constituting only
0.9% of all medicine claims.3¢

From 2007 to 2016, the costs
of oncology drugs rose by 184% -
a nearly threefold increase due
mainly to ever-increasing drug prices.

These developments are directly threatening the sustainability
of our mandatory health insurance system, as illustrated by a sim-
ple calculation. Assuming an average annual cost of CHF 100,000
per cancer treatment, and using the Swiss Cancer League inci-
dence estimate of 40,000 new cancer cases per year (all types), the
total cost of reimbursing all treatments through the mandatory
health insurance system would amount to some CHF 4 billion for
a single year. This does not include the costs of existing cases (can-
cer is a chronic disease sometimes necessitating several years of
continuous treatment). This CHF 4 billion bill alone would have
represented over 60% of the medicine expenditure for the whole
of Switzerland and for all pathologies (not just cancer) in 2016.
This estimate is even conservative if we consider Novartis' recent
announcement that its new treatment for leukemia, Kymriah®,
will cost some CHF 450,000 per treatment.

It is an illusion to think that our present health insurance
system will continue to be able to reimburse today's costs of can-
cer treatments without significantly increasing insurance premi-
ums in the very near future, which will penalise poor families
and result in massive public spending, or without making sensi-
tive, if not arbitrary, rationing decisions. Already today there are
serious cracks in the system, with problematic political inaction
and discriminatory decisions being taken, as witnessed by the
recent hepatitis C treatment rationing. A two-tiered system of
access to medicines is literally around the corner - if not already
present — and cancer treatments are next on the list. As high-
lighted by the announcement of Novartis' Kymriah, “countries
won't be able to avoid formulating maximum amounts”.87

Table 1- EVOLUTION OF CANCER MEDICINE EXPENDITURES UNDER THE SWISS MANDATORY HEALTH INSURANCE

2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 QS4elNAp(e]}
SINCE 2007 (in %)
All drug expenditures 3,966 4,229 4545 5232 5692 5948 6,123 6,280 6,677 7087 ENAN
(in mio CHF)
Cancer drug expenditures 213 264 299 351 409 494 531 559 584 605 +184 %
(in mio CHF)

Sources: Helsana Oncology Report (2013) & Helsana Annual Drug Reports (2014 to 2017)



https://www.helsana.ch/docs/statistiques-medicaments-oncologie.pdf
https://www.helsana.ch/docs/arzneimittelreport-2016.pdf
https://www.helsana.ch/docs/statistiques-medicaments-oncologie.pdf
https://www.helsana.ch/en/helsana-group/about-our-company/health-sciences/drug-report
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To understand how prices as high as CHF 100,000 or more per
year per patient can arise, it is imperative to understand the
market mechanisms of this sector and the business model of the
pharmaceutical companies. Patents are the backbone of this sys-
tem, and are establishing distinctive market rules, thereby pre-
venting a free market. But pharmaceutical companies also use
other monopolies to exclude competitors, such as market and
data exclusivity, which allow them to maximise profit to the
detriment of public health.

Pharmaceutical companies justify their pricing strategies by
citing an estimate from the Tufts Center for the Study of Drug
Development of USD 2.56 billion to develop a new drug.88 How-
ever, this figure is highly controversial, and independent studies
have clearly shown it is flawed8 because it is based on a select-
ed sample from among the most costly drugs and includes both
products that made it to the market and a much larger number
that did not.9° Further, it does not take into account generous
tax credits and other kind of subsidies given to the pharmaceu-
tical industry, and half of the amount calculated corresponds to
the estimated cost of opportunity. 9* The cost of opportunity re-
fers to the resources that a company had to renounce when al-
locating them to other projects: the Tufts Center argues that the
money allocated to failed drug candidates could have been in-
vested in other remunerating areas. However, strictly speaking,
the opportunity cost is not a cost.

Even Andrew Witty, former Glaxo SmithKline’s CEO, con-
tested a previous, lower figure from the Tufts Center and argued
that it was “one of the great myths of the industry”.9?

Alternative estimates from the Drugs for Neglected Diseas-
es initiative (DNDi), a not-for-profit product development part-
nership, place development costs in the range of EUR 6-20 mil-
lion for an improved treatment, and EUR 30-40 million for a
New Chemical Entity (NCE). Taking failed drug candidates into
account, costs lie between EUR 10-40 million for an improved
treatment and EUR 100-150 million for a NCE.93 94

For cancer drugs specifically, a recent study published in the
medical journal JAMA estimated a median R&D cost for a single
cancer drug of USD 648 million (USD 757.4 million when oppor-
tunity costs are included) for a company that had no similar prod-
uct on the market. In a short period of time, development costs
were more than recouped; some of the sampled companies
earned ten times more than they spent on R&D - a sum not seen
in other sectors of the economy.%

These estimates show how figures can vary widely, depend-
ing on the context and the methodology applied, and how com-
plex it is to accurately estimate the R&D cost of a new drug.9®
The real cost of R&D therefore remains one of the best-kept
secrets in this very profitable industry.

3.1 - PATENT-BASED MONOPOLIES

A patent is an exclusive right granted by governments to people
or companies that invent something new (novelty), non-obvi-
ous (inventive step) and useful (capable of industrial applica-
tion). As a result, a patent holder can prevent others from com-
mercially making, using, distributing, importing or selling their
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SWITZERLAND WAS A LONGTIME
OPPONENT OF PATENTS

Before the WTO TRIPS Agreement enforced minimum
patent standards in its 164 member states, countries
varied in the types of patents they granted, in the
conditions for granting patents (patentability criteria)
and/or in the periods of protection, especially between
developing and developed countries. Many countries
used to exclude foods and pharmaceuticals from patent
protection, as it was considered against the interests

of the state.” 78

For example, towards the end of the 19t" and beginning
of the 20t century, Swiss industrialists, especially

from the chemical and pharmaceutical sectors, were
strongly opposed to the patent system because they
were concerned that it could undermine their own
development. Indeed, industrialists in Switzerland, as in
many developed countries, used to copy foreign tech-
nologies extensively for their own development. As a
result, Switzerland excluded foods and pharmaceuticals
from being patentable as they were considered of
'public interest’, and therefore of strategic interest.?? 100
In this context, the term 'public interest' mainly refers
to economic and industrial interests.

The following excerpt best illustrates how Swiss industry
viewed patents at that time: “Moreover, the principle

of patent protection is at its core entirely selfish. In this
selfishness lies the seed of destruction for the cooperative
spirit of Swiss industry which alone allows us to com-

pete with the other countries and has often saved us in
times of crisis. No meaner blow could be dealt to our
industry than an institution that only serves the individual
and would most likely be detrimental to the collective

whole” 101

It was only in 1976, when Swiss industries became
sufficiently competitive, that patents on pharmaceutical
products were adopted and integrated into a new version
of the Patent Act.

Equally, low- and middle-income countries, such as India,
that did not grant patents on pharmaceutical products
were able to produce quality-assured, cheaper generic
versions of Western technologies and to develop their own
manufacturing capacities.’?? This decisively helped

to increase access to affordable medicine for millions of
patients living in the global South. Indian generic manu-
facturers, for example, account for more than 80 %

of the generic antiretroviral drugs used in developing
countries through international donor-funded pro-
grammes.'® This has contributed significantly to the
massive increase in HIV/AIDS treatments globally, from
2 million in 2005 to more than 20 million in 2017.
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invention for a limited period of time, generally 20 years from
the date of filing the patent. The protection ends when a patent
expires and an invention enters the public domain; thereafter,
anyone can commercially exploit the invention without in-
fringing the patent.’*4

Patents are an exception to the ruling free market economy
because inventors benefit from a monopoly, allowing them to
set the highest possible price for their products (pricing power)
in exchange for disclosing the invention, ideally for the benefit
of the society.

The power conferred by a patent is considerable and can be
abused or lead to situations where the invention is unaffordable,
or where the patent impedes progress. These effects are espe-
cially problematic concerning patents on goods in the public
interest, such as medicines. Patents play a critical role in the
public health system, because they prevent competition and in-
crease the prices of vital medicines,*®5 *°6 which may exclude
consumers who are unable to pay.

Therefore, the patent system requires a sound balance between
private and public interests. Article 7 of the WTO Agreement on
Trade-Related Aspects of Intellectual Property Rights (WTO
TRIPS Agreement) echoes the need to strike such a balance:

“The protection and enforcement of intellectual property rights
should contribute to the promotion of technological innovation and to
the transfer and dissemination of technology, to the mutual advan-
tage of producers and users of technological knowledge and in a man-
ner conducive to social and economic welfare, and to a balance of
rights and obligations”.*°7

3.2 - GLOBALISATION OF PATENT RULES
AND THE WTO TRIPS AGREEMENT

At the instigation of big transnational companies, some HICs
during the Uruguay round of the General Agreement on Tariffs
and Trade (GATT) lobbied to adopt a global intellectual property
framework intended to establish and harmonise minimum pro-
tection standards worldwide.

This led to the adoption of the WTO TRIPS Agreement in
1994, which came into force on 1 January 1995. As a result, all
164 WTO members'©® can grant patents for 20 years'®? for “any
inventions, whether products or processes, in all fields of technology,
provided that they are new, involve an inventive step and are capable
of industrial application”° (emphasis added). Developing coun-
tries that did not grant patents in 1995 on some products, such
as pharmaceuticals, were given a transition period i.e. the possi-
bility to delay the implementation of the provisions on patents
until 2005.1*

At the end of the transition period, a range of actors increas-
ingly expressed concerns about the effects of patent protections
on human rights, on public health, and particularly on access to
medicines, especially for middle-income countries. ' 113 114 115 116

Aware of the potentially adverse effects of harmonising pat-
ent protection, WTO members, especially LMICs, strongly advo-
cated for safeguards in the WTO TRIPS Agreement, called TRIPS
flexibilities, which aim to allow countries to counter these po-
tentially adverse effects and help meet their human rights obli-

gations. Among the TRIPS flexibilities are compulsory licences**7
and parallel imports.**® However, it was only in November 2001,
at the occasion of the WTO Ministerial Conference in Doha (Qa-
tar), and following intense pressure from LMICs and civil socie-
ty against the backdrop of the HIV/AIDS crisis, that these flexi-
bilities were reaffirmed and specified in the Doha Declaration on
TRIPS Agreement and Public Health™.

The power conferred by a patent
is considerable and can lead to situations
where the patent impedes progress.

THE WTO TRIPS AGREEMENT
AND THE HIV/AIDS CRISIS™20

The HIV/AIDS crisis of the 1990s was the first major
international public health emergency in the era of new
international patent rules, and immediately highlighted
the practical difficulties of implementing the WTO

TRIPS Agreement in a manner supportive of human rights,
and in particular of public health.

The TRIPS Agreement gave each member state the right
to adopt measures “necessary to protect public health”™
However there was enormous uncertainty about the scope
of these measures. At that time countries like South
Africa faced tremendous challenges in ensuring access to
medicines due to the very high HIV-rate, affecting nearly
a fifth of the population, and the staggeringly high

prices for newer HIV/AIDS-treatments, which were all
patented with an annual price tag of USD 10,000 to USD
15,000 per treatment, way out of the reach of the vast
majority of South African patients. Given the emergency
of the situation, the South African government decided
to modify its Medicines Act to include provisions to
increase access to lower-priced medicines. This move
provoked a fierce reaction from the pharma industry,
culminating in 1998 with a group of 39 pharmaceutical
companies suing the South African government for
alleged non-compliance of its Medicines Act with the
TRIPS Agreement. The companies eventually backed
down in 2001 after a massive public outcry, a move
described in a UK newspaper as a humiliating PR disaster.

The high price of HIV/AIDS medicines and the staggering
loss of lives cruelly highlighted the relationship bet-
ween patent protection and public health in the post-
TRIPS Agreement era.




3.3 - A PROFIT- VS. NEEDS-DRIVEN INNOVATION
SYSTEM

Today's global system of innovation relies primarily on patents.
The global patent system has been criticised regularly because
patent-based monopolies concentrate on profits rather than
needs. In fact, R& D is driven by profit. This is particularly prob-
lematic in an area of public interest such as health because the
dependence on market incentives creates gaps in certain re-
search areas (see for example the debate about neglected tropi-
cal diseases or about antibiotics), and the resulting high prices
create barriers to access.'? 123 124

Indeed, this market-driven approach to R & D means that in-
novation tends to focus on diseases affecting wealthy patients.
As a result, there is little or no R & D for medicines with limited
economic potential, either because patients are too few or too
poor. And when a therapeutic breakthrough does occur, the
medicines are frequently too expensive and therefore out of
reach for the majority of patients.

Profit-driven innovation is therefore leading to research and
access gaps created by skyrocketing prices'?s 126 127 which ex-
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clude those who cannot afford to pay and, all too often, those
who are most in need.

The profit-driven innovation system also leads to severe
shortages, even of medicines with proven efficacy, caused by
prices falling below a certain threshold. Companies do not have
any market incentive to supply drugs or to improve them when
there is little or no profit to make.*?® In these cases, companies
regularly decide to withdraw important medicines from the
market, forcing doctors to prescribe mewer’ drugs, which are
also often much more expensive.*29

3.4 - WHY PATENTS ARE, PARADOXICALLY,
STIFLING INNOVATION

Pharmaceutical companies claim that there would be no R&D
without patents because patents allow them to recoup their
huge investments. Indeed, to justify the monopoly and pricing
power conferred by patents, pharmaceutical companies assert
that theirs is a risky industry, with a high rate of research failure
and, therefore, a strong possibility of losses on their invest-

Figure 6 - PRESCRIRE'S RATING OF NEW PRODUCTS AND INDICATIONS OVER THE PAST 10 YEARS IN FRANCE

Not acceptable 16,7 %

Nothing new —
52,3%

Bravo 0,25 %

Judgement reserved 6,3 %

— A real advance 1,07 %

— Offers an advantage 5,75 %

— Possibly helpful 17,63 %

Source: La revue Prescrire

PRESCRIRE RATING 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017
Bravo 0 0 0 0 0 0 1 0 0 0

A real advance 0 0 1 0 1 0 2 3 1 1
Offers an advantage 6 3 3 3 3 6 5 5 5 9
Possibly helpful 25 14 22 13 14 12 15 15 9 18
Nothing new 57 62 49 53 42 48 35 43 56 45
Not acceptable 23 19 19 16 15 15 19 15 16 15
Judgement reserved 9 6 3 7 7 9 10 6 5 4
TOTAL 120 104 97 92 82 90 87 87 92 92
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ments.3° As a result, they seek areas with lower risks of invest-
ment loss where profits can be maximized, instead of focusing
on areas where innovations are truly needed.

Rather than facilitating innovation and triggering invest-
ments in R&D, the patent system incentivises pharmaceutical
companies to find ways to secure their revenues and extend
their monopolies at a minimum cost and risk. This has the con-
sequence of stifling innovation.

Indeed, pharmaceutical companies pursue controversial
strategies, such as trying to secure additional indications, rather
than finding truly new innovations:** they reformulate a widely
prescribed drug whose patent is coming to an end so they can
increase the price, rather than extending the indication of the
existing drug to other diseases for which it has been proven to
be efficient (e.g. Rituxan and Ocrevus from Roche).’3?

Real innovation seems, therefore, to be more the exception
than the rule.

La Revue Prescrire, a renowned, independent French
medical journal, carries out each year an in-depth analysis
of all medicines approved in France during a fiscal year, and
categorises them according to their therapeutic value. 33
None of the 92 new drugs approved in 2017 was given the
highest ranking (“bravo”), only 1 was considered “a real ad-
vance”, g were considered as “offering an advantage”, and 18
were “possibly helpful”. 45 medicines added nothing new to
the existing pharmacopoeia, while 15 represented a poten-
tial public health risk and 4 could not be rated (“judgment
reserved”). It means that, out of 92 new drugs, 60 (or 65 %)
have either no added value or do more harm than good.34
An even worse picture emerged in 2016, with 72 out of 92
drugs (78 %) categorised as nothing new or having a nega-
tive therapeutic value.’35

The results of Prescrire’s ratings over the period 2008-2017
are displayed in figure 6 (average, expressed in %).

The German Institute for Quality and Efficiency in Health
Care (IQWiG), an independent scientific institute tasked with
assessing medical interventions and providing recommenda-
tions to the German health authorities, regularly provides simi-
lar analyses. From 2011 to September 2015 (see figure 7), out of
the 117 assessments conducted by IQWiG, 66 new medicines or
indications (56 %) did not provide any added value. Only 19 new
medicines or indications (16 %) offered a major or a considerable
added benefit.36

3.5 - PROFIT-DRIVEN VALUE-BASED PRICING:
A DANGEROUS JUSTIFICATION

Aware that R&D costs can not really justify the skyrocketing
prices of certain mew’ medicines, and facing growing criticism
of their lack of transparency, pharmaceutical companies are in-
creasingly applying a value-based pricing strategy, and are striv-
ing to change the narrative around the prices of medicines. As
claimed by Thomas Cueni, Director General at the International
Federation of Pharmaceutical Manufacturers and Associations
(IFPMA), one of the pharmaceutical lobbies, “Companies should be
paid for the therapeutic value of their drugs to society and patients
rather than the cost of research and development or manufacturing”.*37

This new pricing strategy separates prices from the cost of
R&D. It implies that the more 'value’ a medicine brings, the
more expensive it should be, regardless of the R& D and manu-
facturing costs. It is designed to justify high drug prices and
generate maximum profit on the back of social security systems.
In 2014, the Federal Council itself recognised that such an un-
precedented pricing policy has a serious impact on social insur-
ance systems financed by taxes and premiums.®3?

Implicit in this approach is the practice of using the price of
existing standards of care as a benchmark to determine the price

Figure 7 - IQWIG'S ASSESSMENTS OF NEW MEDICINES OR INDICATIONS IN GERMANY BETWEEN 2011 AND 2015

No added benefit —
proven 56 %

Less benefit1%

Major 11 %

— Considerable 16 %

Minor 10 %

Not quantifiable 10 %

Source: IQWiG, September 2015


https://www.iqwig.de/download/2015_IQWiG_Auf_den_Punkt_gebracht.pdf

of new medicines: pharmaceutical companies are likely to use
today’s controversial prices of existing drugs as a benchmark to
set the prices of newly approved medicines, 139 *4° leading to
continuous price increases.

EXAMPLE OF PHARMACEUTICAL
COMPANIES POSITIONS
ON VALUE-BASED PRICING

ROCHE™

“The prices of our products reflect the benefits they
deliver to patients, their families, payers and societies,
as well as the costs required to sustain innovation and

to continue to meet patient needs into the future. [...] We
believe value has many components - in addition to direct
healthcare costs and patient outcomes, this includes
benefits to caregivers and society, as well as improve-
ments in efficiency of healthcare delivery, avoiding
unnecessary treatments and procedures, and improving
drug administration and compliance in treatment”
(emphasis added).

GILEAD (ON PRICING OF HEPATITIS C DRUGS) 42

“The price of Gilead'’s hepatitis C treatments reflects the
significant clinical, economic and public health value
that Sovaldi and Harvoni offer to patients, their families
and healthcare systems, and is comparable to, or in
many cases less than, the cost of older, less effective
regimens. Gilead’s medicines are also cost-effective over
the long term. By quickly curing a vast majority of
patients, Gilead'’s hepatitis C treatments may lessen the
frequency of healthcare visits and hospitalizations, and
lower the need for medications to manage side effects
and complications” (emphasis added).

While it may be fair to pay more for a medicine that brings
true benefits and limited side effects than for a medicine proven
to bring limited benefits and adverse side effects, the value of a
medicine to patients and societies should not be used to justify
high drug prices.

The purpose of a life-saving drug is to save life, and its value
lies in this function. But how are pharmaceutical companies,
consumers and governments supposed to evaluate the price of a
human life? How do we evaluate the benefits to families, con-
sumers and healthcare systems and translate this into monetary
terms? And who decides on what constitutes ‘value? Following
this logic, the costs of life-saving antibiotics in the case of a
patient with a sepsis should be staggeringly high. But antibiot-
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ics today are standard medicines, produced in large and cost-
effective quantities.

According to Mary-Paul Kieny, former WHO Assistant Di-
rector General for health systems and innovation, this approach
is “very dangerous”. Applied to other products, “you can say if an
airbag can save my life, why isn’t the cost of an airbag what I would
be willing to pay for my life? And that would be a lot”. 43 And how
would we react if other strategic industries, like the water or
food industries, started to apply this logic?

The price of new treatments, including
cancer, has nothing more to do with
the R&D costs incurred, but is set according
to what the pharmaceutical
companies believe governments and
patients are willing to pay.

The recent expansion of this strategy confirms that the price
of new treatments, including cancer, has nothing more to do
with the R&D costs incurred, but is set according to what the
pharmaceutical companies believe governments and patients (in
other words, the market) are willing to pay.*44 This amount can
be quite high as patients with incurable cancer types are often
desperate to obtain a new treatment, even if very costly and
even if only extending life by a few months (see section 2.4.2).
The willingness to pay for an additional year of good health
(QALY) can be very high according to US studies.'45 46 As an
illustration, the addition of Perjeta (a breast cancer drug
discussed in the next chapter) to the trastuzumab-docetaxel
combination therapy in the metastatic setting results in an ad-
ditional 1.81 life-years and 0.62 QALYs, at an astounding cost of
USD 472,668 per QALY gained.*47
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The situation in
Switzerland: a gross
imbalance of interests

High prices of medicines due to patent-based monopolies
are leading us towards an unequal society, where health will be a
luxury reserved for the privileged few.
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The Swiss government relies on a two-pronged approach to
safeguard public interest in health. On the one hand pharma-
ceutical companies are enabled to make profits on the medi-
cines they develop through being granted a monopoly under the
patent system. According to the government, this should con-
tribute directly to Switzerland's economic prosperity, and indi-
rectly to positive health outcomes, as ill health is considered
both a cause and consequence of poverty.

On the other hand, our insurance model bases health cover-
age on the principle of public-private solidarity to ensure that
patients have access to affordable healthcare by not having to
pay the full costs. This insurance model also guarantees a source
of steady revenue for pharmaceutical companies, which are
heavily dependent on the system48. However, the resources of
our health coverage system are finite and already stretched to
their limits, with medicine expenditure accounting for more
than 20 % of the costs covered by the mandatory health insur-
ance system (see section 2.4.3). The sustainability of the system
requires that all stakeholders act in good faith and respect its
spirit and purpose. Unjustifiably high prices or undue pressure
may affect the system’s efficiency and viability, and lead to ra-
tioning decisions.

Public Eye considers that, with regards the high prices of
medicines, especially cancer treatments, the required balance
between the private interests of pharmaceutical companies and
the public interest of society has been disrupted. The breast can-
cer drug, Perjeta, manufactured by the Swiss giant Roche, is a
good illustration of this imbalance and of the negative effects of
patent-based monopolies, as discussed in the section 6.

With regards the high prices of medicines,
especially cancer treatments, the required
balance between the private interests
of pharmaceutical companies and the public
interest of society has been disrupted.

4.1- 1S SWITZERLAND DESTINED
TO PAY HIGH DRUG PRICES?

Swiss authorities often claim they are unable to prevent increas-
es in patented drug prices, as if it were fate. They claim not to
have the legal tools to stop these trends and that the Confeder-
ation cannot directly influence the pricing policies of compa-
nies.*49

Further, due to a Federal Tribunal practice, only pharmaceu-
tical companies can contest the prices of the medicines regis-
tered on the List of Specialties (LS).’5° Those directly affected by
the prices, i.e. the patients, insurers and pharmacists, have no
recourse to do so.’5*

THE SWISS REIMBURSEMENT SYSTEM
OF MEDICINES IN A NUTSHELL

In Switzerland, the mandatory health insurance system (or
basic health package) only reimburses medicines that are
registered on the List of Specialties (LS) and prescribed for
authorised indications. The LS is established by the
Federal Office for Public Health (FOPH).

To be registered on the LS, a medicine must be authorised
by Swissmedic, the Swiss Agency for Therapeutic
Products, and must meet legal criteria, such as efficacy,
adequacy and economic efficiency (EAE evaluation).
Those conditions must be analysed by the FOPH for
reimbursement and be reviewed every three years.

The request for the admission of a medicine onto the LS is
submitted to the FOPH, and each modification of a
medicine or its price should be subject to a new request of
admission.

In general, the FOPH decides to admit a medicine on

the LS at the request of the holder of the market approval
and after consultation with the Federal Commission of
Medicines (FCM), which is composed of different interest
groups - i.e. industry, insurers, patients, doctors, hospitals,
pharmacists, federal and cantonal authorities. The

FCM examines whether the medicine meets the criteria of
efficacy, adequacy and economic efficiency. The FCM
then formulates a recommendation to the attention of
the FOPH, which also assesses these criteria, especially
the economic efficiency, and makes a final decision.

In principle, in order to decide on the maximum public

price, the FOPH has to conduct, inter alia, two compara-

tive assessments:

- A comparison with prices of the medicine in referenced
countries (geographic comparison);

- A comparison with other medicines used to treat the
same disease (therapeutic comparison).

Since March 2017, those two comparisons have equal
importance.

Inclusion on the LS is thus an important step as it sets

the conditions and level of reimbursement for the product
under the mandatory health insurance system. Reimburse-
ment for a medicine on the LS is guaranteed, assuming

all conditions spelt out in the so-called “limitatio” are met.
Reimbursements for medicines not on the LS are consid-
ered under a separate legislative framework'? and are the
sole decision of each health insurer. Therefore, the
decision whether to include a drug on the LS has major
implications for access to medicines in Switzerland.




As a result, today's system is largely geared towards phar-
maceutical companies’ interests and undermines the ability of
Swiss authorities to effectively control and maintain medicine
prices at an affordable level. The inefficiency of the price control
system, combined with the questionable pricing strategies of
pharmaceutical companies, is jeopardising the sustainability of
the health system.

In the face of supply side resistance, authorities tend to di-
vert their attention to the demand side - the patients — which
can lead, and has already led, to steady increases in insurance
premiums, as well as controversial rationing decisions. Both ad-
versely affect the principle of universal health coverage. For ex-
ample, the Federal Office of Public Health (FOPH) recently rec-
ognised that it will increasingly have to deal with situations in
which drugs must, due to their very high price, be included on
the LS in a targeted or staggered manner in order to balance ef-
ficiency and costs.’s3 As previously outlined in the case of the
highly expensive antivirals for the treatment of Hepatitis C,
Switzerland is not immune to rationing decisions in response to
high prices.

4.2 - THE PRESENT PRICE CONTROL
MECHANISM IS TOOTHLESS

In response to criticisms about the cost of medicines (especially
compared to foreign prices), pricing mechanisms and the lack of
transparency in the pharmaceutical industry*54 55, the Swiss au-
thorities have made laudable efforts since 2009 to lower the
prices of reimbursable medicines to sustainable levels's°. Al-
though they have succeeded in reducing the prices of certain
medicines, they have faced strong opposition, and have been
unable to stop the overall trend of rising drug prices. Pharma-
ceutical companies have systematically and successfully chal-
lenged the commendable measures of the FOPH.'57 158

In 2015, the Federal Tribunal (FT), in a dispute between
pharmaceutical companies and the FOPH regarding price re-
ductions, gave reason to the former and called on the FOPH to
conduct and give equal weight to a therapeutic and geographical
comparison when setting medicine prices.® Unfortunately, the
FOPH lacks the resources to conduct therapeutic comparisons,
which are far more complex than geographical ones, and has to
rely largely on data provided by pharmaceutical companies,
which are interested in obtaining the highest possible price. In-
terpharma, the Swiss lobby of pharmaceutical companies,
should have been satisfied with this development, because it
corresponded to an earlier demand. But it wishes to go one step
further, calling for the therapeutic comparison to be given more
weight when setting prices.’®° As a result, the reintroduction of
price evaluation cycles for drugs on the LS, which also neces-
sitated an adaptation of the relevant legislation, was delayed;
initially foreseen to be reintroduced “during 2017™%, it only
started at beginning of 2018.

Frustrated by this situation, health insurers threatened the
FOPH with a complaint for being too generous, not resisting
pharmaceutical industry demands strongly enough and delay-
ing an effective price review of drugs covered by the mandatory
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health insurance system.*? The FOPH has not abandoned the
idea of controlling the prices of medicines. However, their ac-
tions scrupulously avoid tackling the abusive cost of pat-
ent-based monopolies, and it does not question the way in
which the predominant model of innovation is increasingly
jeopardising the sustainability of our health system.

The high prices of medicines due to patent-based monopo-
lies are leading us towards an unequal society, where health
will be a luxury reserved for the privileged few. This is an un-
bearable evolution that we do not want to see in either Swit-
zerland or elsewhere in the world. High drug prices are not
predestined.

4.3 - COMPULSORY LICENSING IN
SWITZERLAND: THE ELEPHANT IN THE ROOM

There is a way to control the prices of medicines and take a
stand against pharmaceutical companies: the issuance of a com-
pulsory licence. The Swiss Patent Act'®3 contains a range of pro-
visions regarding compulsory licenses. Unfortunately, Switzer-
land has been quick to act on behalf of pharmaceutical
companies’ interests*®4 and has chosen to ignore this important
public health safeguard.

A public non-commercial use (or government use) licence is
a type of compulsory licence that permits the use of a patent by
the government itself, or by a contractor or agent appointed by
it. Public non-commercial use licencing appears at the end of
article 4oe al. 1 PatA, which stipulates that efforts to obtain a
contractual licence on appropriate commercial terms within a
reasonable period of time “are not required [...] in cases of public
non-commercial use”. In such a case, a government can issue a
compulsory licence without prior negotiations,’> but is re-
quired to inform the patent holder promptly.*6¢

A government use licence provides authorities with a legal
tool to act boldly to ensure that pharmaceutical companies

By allowing competition in
a monopoly market, a government use
licence is likely to reduce medicine
prices, and restore the balance between
public and private interests.

adopt a more reasonable pricing policy, rather than remain a
mere spectator. By allowing competition in a monopoly market,
this tool is likely to reduce medicine prices, and restore the bal-
ance between public and private interests. Roche recognised
that “open competition between originator medicines and generics
or biosimilars supports the financial sustainability of healthcare
systems”. 267

However, the Swiss authorities voluntarily overlook this le-
gal mechanism, even though it could significantly help them in
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Swiss authorities voluntarily overlook
this legal mechanism, even though it could
significantly help them in negotiating
the prices of medicines.

negotiating the prices of medicines. This inaction can be ex-
plained by Switzerland’s great dependence on its pharmaceuti-
cal industry. It was estimated that in 2017 more than 45,000
people were employed in the pharmaceutical industry*® and

that 38% of Switzerland's exports were in the pharmaceutical
sector (45% when taking into account the whole group of
pharmaceutical and chemical products, see figure 8).1% This
equates to around CHF 84 billion and a 15% increase on 2015.'7°
However, estimates show that there was only a 1.8% real in-
crease in export volumes in the chemical and pharmaceutical
sectors between 2015 and 2016. The growth in exports can
therefore be primarily explained by an average price increase
for drugs of 9.5%.*7*

The Federal Patent Court, based in St. Gallen, is the Con-
federation’s first instance in matters dealing with patents.
The court rules, inter alia, on litigation over patent validity,
patent infringement and actions for issuing a license in re-
spect of patents. 72

Figure 8: TOTAL SWISS EXPORTS ABROAD IN 2016 BY INDUSTRY

Precicions instruments, watches and jewels _ 45.34

Machines, electronics _ 31.06
Metals [ 1212

Agriculture, silviculture and fishing - 9.3

Vehicles . 5.08
Leather, rubber and plastic I 4.14

Textiles, clothes, shoes 3.47

Energy products | 2.04

Paper and graphic art products = 1.77

Products divers 1.2

Stones and earth  0.81

(billions of Swiss francs)

The chemical and pharmaceutical industries represent
almost half of the total value of all Swiss exports.

Source: Swissinfo , February 2017



https://www.swissinfo.ch/eng/swiss-giants_export-growth-increasingly-depends-on-pharmaceuticals/42928324
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Estimates in Switzerland show that each year between 2010

and 2014 nearly 6,000 women were diagnosed with a breast

cancer.’73 It is the most frequent cancer in women in Switzer-
land (6,050 per year, or 31.9% of all cancers), and also the dead-
liest one. From 2008 to 2012, breast cancer caused an average of

1,400 deaths per year, accounting for 19% of all cancer deaths in

women. The risk of developing breast cancer is estimated at

12.7%: almost 13 out of 100 women risk suffering from breast

cancer over the course of their lives.'74

HER2-positive breast cancer is a specific type accounting for
15%-20% of all breast cancer cases,'’5 7% or an estimated 9oo
to 1,200 new cases in Switzerland annually. HER2-positive tu-
mors are less responsive to standard chemotherapy and more
aggressive than HER2-negative tumors.

Only two large companies are specifically engaged in the
HER2-positive field, and so only a few treatments are available,
mostly in combination with chemotherapy: Herceptin® (tras-
tuzumab, Roche), Kadcyla® (trastuzumab emtansine, Roche),
Perjeta® (pertuzumab, Roche) and Tyverb® (lapatinib, initially
GlaxoSmithKline — now Novartis).

Currently, of the four main medicines approved to treat
HER2-positive breast cancer, three are manufactured by F.
Hoffmann-La Roche AG. Therefore, patients with HER2-po-
sitive breast cancer generally have little choice but to use
Roche's treatments.

Perjeta is a biologic drug (monoclonal antibody), first approved
in Switzerland in August 2012 for the following indications:

— Treatment of metastatic or locally recurrent HER2-positive
breast cancer, unresectable, not pretreated with chemother-
apy for metastatic disease.

- Neoadjuvant (use before surgery) treatment of patients with
HER2-positive, locally advanced, inflammatory breast cancer
or early-stage breast cancer with a high risk of recurrence for
breast cancer at an early stage.'77 78

According to the “limitatio” decided by the FOPH79, Perjeta
has to be taken in combination with Herceptin and a stand-
ard chemotherapy (docetaxel) for the treatment of metastatic
HER2-positive breast cancer in order to be reimbursed by
the mandatory health insurance.

The second indication (neoadjuvant treatment) was recently
included on the List of Specialties (LS) on 1 May, 2018, with a
resulting (slight) decrease in price of Perjeta in accordance with
the LS regulations.

Roche is also seeking a third indication for adjuvant (in ad-
dition to surgery) treatment of HER2-positive early breast can-
cer in the USA.*8 181 This indication has not yet been approved
by Swissmedic for Switzerland.

As of today, two indications (metastatic and neoadjuvant
treatment) are thus eligible for reimbursement through the LS
mechanism (automatic reimbursement if the conditions im-
posed by the “limitatio” are fulfilled).

For the third indication (adjuvant treatment), an individual
request for reimbursement has to be made by the patient or his/
her treating physician to the health insurer, a mechanism based
on a different legal framework established for specific circum-
stances (Art. 71a to 71.c OAMal). 82 The decision is entirely at the
discretion of health insurers on a case-by-case basis.'$3

5.1 - PERJETA® |S PART OF ROCHE’'S STRATEGY
TO STRENGTHEN THEIR MONOPOLY

In the field of HER2-positive breast cancer, Herceptin, a multi-
billion-dollar blockbuster drug from Roche, has been the mar-
ket leader for many years. Herceptin alone accounted for 84 %
of the HER2-positive market in 2013. As a result, Roche was
the undeniable global leader in the HER2-positive breast can-
cer market, capturing 95 % of total HER2-targeted drug sales.’84

Figure 9 - ROCHE IS COUNTING ON PERJETA FOR GROWTH AS HERCEPTIN FACES COMPETITION

Billions of USD

2017

2018 2019

Sales Boost - Roche is counting on Perjeta for growth as Herceptin faces competition

[ | Perjeta [ | Herceptin

2020

Source: Bloomberg, February 2017


https://www.bloombergquint.com/business/2017/02/13/roche-fights-roche-in-bid-to-preserve-9-billion-drug-business
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Figure 10 - SECURING GROWTH FOR ROCHE'S HER2 FRANCHISE
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Building on the blockbuster Herceptin for metastatic breast cancer (mBC), Roche recently
launched two follow-on agents: Kadcyla, an antibody-drug conjugate combining

Herceptin and the cytotoxic chemotherapy, DM1; and Perjetaq, to be used in conjunction

with Herceptin or Kadcyla.

Financial analysts believe the company is poised to face de-
creasing revenues because the patent protection on its blockbuster
drug Herceptin is coming to an end (see figure 9).” ™ According
to media and expert reports, Roche is fighting to maintain its
monopoly in the field of HER2-positive breast cancer: one strat-
egy is to try to prevent the entry of Herceptin biosimilars in
several markets.” ™ ™ ™ But it is also counting on newer fol-
low-on drugs to generate more sales to maintain, or even
strengthen, its monopoly in the HER2-positive breast cancer
field (see figure 10), thereby counteracting the entry of biosimi-
lars (generics) of its older drug.” ™ ** **

Kadcyla and Perjeta are expected to compensate the loss of
revenues from Herceptin.” ** In particular, an increased use of
Perjeta is expected not only to help protect sales of Herceptin,
but also to contribute to higher revenues by extending the dura-
tion of treatment.”

Financial analysts believe the company is
poised to face decreasing revenues
because the patent protection
on its blockbuster drug Herceptin is
coming to an end.

Experts expect that these various strategies will allow
Roche to remain the prominent actor in the market of

Source: Pharmaceutical Executive , June 2015

HERz2-positive breast cancer treatments,” and that future pa-
tients will continue to have to rely primarily on Roche drugs to
treat their disease.

5.2 - THE PRICE OF PERJETA®: A REFLECTION OF
ROCHE’'S PROMINENT MARKET POSITION

The combination of Perjeta and Herceptin costs at least double
what Herceptin costs when used in monotherapy. In 2013, the
annual treatment cost of the combination was estimated by
some authors to reach as much as CHF 208,000 2°°, or CHF
160, ooo if the pay-back discounts imposed on Roche by the
“limitatio” were taken into account (see box 5.1). With the ex-
piry of the patent on Herceptin in Europe in 2014, and the re-
cent extension of indication regarding Perjeta, the prices are
now somewhat lower. Public Eye's own calculations, based on
the current public prices of both products (as of 01.05.2018)
show that an annual combined treatment today costs close to
CHF 110,000, or CHF 101,600 with the pay-back discount.2**

While more expensive, the combination treatment is re-
portedly more effective than monotherapy for metastatic
breast cancers. Although the benefits have not tripled (as the
price has), studies have shown that patients who were given
Perjeta on top of Herceptin and chemotherapy lived on average
16 months longer than those on Herceptin and chemotherapy
alone: a median overall survival time of 56 versus 40 months
which, according to commentators, is ‘unprecedented’ in the
field of metastatic breast cancer.?°?

This should be reason enough to ensure that the Perjeta-
Herceptin Combo is easily and globally accessible to all women


http://www.pharmexec.com/blockbuster-20-eight-ways-follow-leader

28 PROTECT PATIENTS, NOT PATENTS

suffering from HER2-positive breast cancer. However, the high
price of Perjeta — the result of its patent-based monopoly - is
making access and scaling-up of the treatment extremely chal-
lenging, even in a rich country like Switzerland.

Perjeta, with a current public price of nearly CHF 60,000, is
by far not the only, and even not the most expensive, cancer
medicine entitled to reimbursement under Switzerland’s man-
datory health insurance scheme. However, given the frequency
of breast cancer, the high cost of the combination therapy has
substantial financial implications for Switzerland’s health in-
surance system. According to the annual incidence of HER2-
positive breast cancer cases (900-1,200 per year, 15-20 % of all
breast cancers), the costs are estimated at over CHF 130 mil-
lion, or 22 % of the total annual expenditure on all cancer drugs
in 2016 in Switzerland (CHF 605 million) - for only one sub-
type of breast cancer disease (see section 2.4.3 for more
details).

5.3 - PERJETA CANNOT BE CONSIDERED
COST-EFFECTIVE AT ITS CURRENT PRICE

Perjeta has had a turbulent regulatory history since its launch,
both in Switzerland (see box 5.1) and other European countries.
For example, the UK's National Health Service had long consid-
ered that it was not cost effective and rejected it for reimburse-
ment. Only following years of negotiations was a (secret) price
deal finally struck in February 2018 between the UK health au-
thorities and Roche.2°3

The regulatory history of Perjeta
illustrates perfectly the pricing power of
a large pharmaceutical company
in a monopoly situation.

Public Eye considers that the excessive price of Perjeta is the
result of the patent-based monopoly enjoyed by Roche and its
prominent position in the market of HER2-positive breast can-
cer treatments.

This unique position has allowed, and continues to allow,
Roche to impose its controversial prices on the authorities. De-
spite tough and lengthy negotiations, FOPH'’s attempts to lower
the price of Perjeta failed. It would have been politically difficult
to deny the reimbursement of a drug that brings hope and pro-
longs patients’ lives. But the company was granted the inclusion
of the drug at a high public price. Roche also succeeded in main-
taining its practice of a “showcase” price (see box), a practice that
is legally questionable and has been considered “subject to cau-
tion” by a parliamentary review,*'° because it allows the compa-
ny to influence prices in countries that use Swiss prices as a
benchmark.

PERJETA, A CHAOTIC REGULATORY
HISTORY IN SWITZERLAND

Following its marketing approval by Swissmedic in August
2012, Perjeta was provisionally included on the List of
Specialties (LS) in March 2013.

The inclusion of Perjeta in 2013 was provisional, pending
an EAE evaluation by the FCM (see box section 5.1).
Nevertheless, it already included a “limitatio” decided
upon by the FOPH that contained an unusual kickback
mechanism: Roche had to pay the health insurer back
CHF 1,600 per pack of Perjeta. The Swiss price supervisor,
Stefan Meierhans, believed that Roche suggested this
rebate to the FOPH to avoid reducing the public (or
'showcase') price of CHF 3,782 per pack, which is used in
other countries for external reference pricing?°4. This
decision was unusual because “limitatio” is intended

to be used to restrict the use of a drug to specific medical
indications or patient groups, and it has been widely
criticised, including by a parliamentary commission which
called it “an adventurous deal” relying on an “obviously
unprecedented use of a limitatio™%. It has even been
considered “illegal” by established experts.20¢

Perjeta was suddenly withdrawn from the LS in August
2014 because FOPH and Roche could not agree on the
price of the preparation. Reasons vary according to media
reports: some say FOPH decided to de-list the drug to
stop legitimising a highly inflated public price?”?, others
(actually the majority) blame Roche for withdrawing
Perjeta from the LS as a reaction to imposed price
reductions that were 20 % below those prevailing in
neighbouring countries. 208 209

As a result, Perjeta was no longer automatically reim-
bursed by the mandatory health insurance as of 1 Novem-
ber, 2014. From then on, patients needing the treatment
had to, with the help of their treating oncologists,
negotiate individually with their health insurer to secure
reimbursement under the special scheme mentioned
above - with no guarantee of success as the decision rests
entirely with each health insurance company.

It was only after several months of negotiations that the
FOPH officially included Perjeta on the LS again in June,
2015. Surprisingly, the public price was very similar to

the initial one - CHF 3,762.75, i.e. only CHF 20 lower than
the public price that had resulted in the drug being
withdrawn from the LS. But even more surprising than the
controversial pay-back mechanism still being present

in the “limitatio” was the fact that it had been drastically
reduced from CHF 1,600 to CHF 737.

The final price deal was therefore worse than the first one,
and is a perfect illustration of the pricing power of a
pharmaceutical company - in this case Roche — and the
political impotence of authorities to impose substantial
price reductions.




The regulatory history of Perjeta illustrates perfectly the
pricing power of a large pharmaceutical company in a monopoly
situation — the FOPH could do little but cave in to Roche’s
claims and include the drug on the LS at the price demanded by
the company. It highlights the relative weakness of authorities
in such circumstances, and proves that, at least in this context,
the FOPH was unable to fulfil its obligations to act in the public
interest. It also signals to other pharmaceutical companies that
they will be able to dictate high prices in similar situations. It
clearly reflects the gross imbalance between public and private
interests.

According to Public Eye's research, Perjeta is protected by
patents until at least 2029, giving Roche more than an addition-
al decade of monopoly over the Perjeta-Herceptin Combo (a
treatment of reference) in the field of HER2-positive breast can-
cer, even though Herceptin's patents expired in Europe (includ-
ing Switzerland) in 2014. This comes at a high cost, both for the
individual and society.

Roche has already profited enormously from Herceptin,
and continues to remunerate its shareholders handsomely>.
Its next blockbuster, Perjeta, is expected to bring additional bil-
lions in revenue. In a press release of 26 April 2018 regarding
its financial results over the first quarter, Roche mentions
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"Ocrevus and Perjeta’” among the main drivers of the 7% in-
crease of sales within its Pharmaceutical Division. As ex-
pressed by a pharmaceutical sector specialist, commenting on a
complaint filed by Roche to block the introduction of a biosim-
ilar version of the drug in the USA, “Herceptin is a remarkable
drug, but after enjoying 19 years as a monopoly and USD 7o billion
in sales, one might think enough is enough, as regards the rewards to
the Roche shareholders”. 212

"Herceptin is a remarkable drug,
but after enjoying 19 years as a monopoly
and USD 70 billion in sales, one might think
enough is enough, as regards
the rewards to the Roche shareholders”.
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As described in previous chapters, exorbitant medicine prices
threatens both the sustainability of our health system and the
principle of universal health coverage in Switzerland. It also ex-
acerbates problems with access to medicines in markets where
Swiss pharmaceutical companies are active.

While the benefits of Perjeta are real, the price of the com-
bined Herceptin-Perjeta treatment, which has more than dou-
bled compared to the standard of care (Herceptin and chemo-
therapy), is very difficult to justify and, according to us, is
unsustainable.

The sound balance required by the patent system between
public and private interest has been disrupted. The Federal
Council has a special responsibility to restore it. Public Eye con-
siders that a compulsory license is justified in the case of Perjeta
because the sustainability of the health system, the principle of
universal health coverage and public interest override the inter-
est of the patent holder in retaining its monopoly on its highly
priced drug.

6.1 - COMPULSORY LICENSING IS
A LEGITIMATE TOOL TO PROTECT AND
PROMOTE PUBLIC HEALTH

Compulsory licensing refers to a government allowing a third
party to use a patented product or process without the consent
of the patent owner.?”3 The patent owner retains rights over the
patent, including the right to be paid for copies of the products
made under the compulsory licence. 24 It is a legal®'5 tool avail-
able to countries to protect public health, in particular to reduce
the prices of highly expensive medicines for reasons of public
interest.

Compulsory licensing should not be confused with contrac-
tual or voluntary licensing, whereby a licence is granted by the
patent holder voluntarily to a third party to exploit the inven-
tion in exchange for remuneration.

Compulsory licensing is one of the public health safeguards,
or TRIPS flexibilities, provided for by the WTO Agreement on
Trade-Related Aspects of Intellectual Property Rights (TRIPS)?6
in order to create competition in a patent-monopoly situation,
particularly when abusive, “to protect public health”.?'7 It is con-
sidered an efficient but highly-sensitive tool to ensure afforda-
ble access to life-saving medicines, and has thus attracted a lot
of political attention internationally.

Table 2 - DEBUNKING SOME MYTHS ABOUT COMPULSORY LICENSING

MYTH

REALITY

Only to be used in national emergency or other extreme
urgency circumstances.

Emergency situations may only have the potential to shorten
the procedure.

Limited to a certain number of diseases, such as HIV/AIDS
or communicable diseases with epidemic potential.

Compulsory licensing is not limited to one disease or to a
category of diseases.

Limited to poor countries.

Each WTO Member has the right to issue a compulsory licence.

A last resort tool.

Expropriation is the last resort tool.

Compulsory licensing equals expropriation.

The patent holder remains the owner, and keeps the right
to exploit the invention and receive an adequate remuneration.

An arbitrary tool.

Compulsory licences are provided for by most national patent
legislations and by international law under the TRIPS.

Deterring incentives to innovate or to invest in R&D.

There is no evidence that compulsory licensing reduces invest-
ments in R&D or has potential negative effects on foreign
direct investment.

The low use of TRIPS flexibilities, especially compulsory
licensing, shows that there is no problem with prices
of medicines linked to patents.

From 2001 to 2016, there were 100 instances of compulsory licences
or public non-commercial use licences by 89 countries.

The systematic use of compulsory licensing may affect
R&D and investments.

Compulsory licences have never been used in a systematic way.

IP is not the problem. Compulsory licensing is therefore
pointless.

In some middle-income countries, medicines are sometimes more
expensive than in developed countries because of the pricing
strategy of patent holders.




Some countries and pharmaceutical companies falsely claim
that compulsory licences are tools that should be used only in
exceptional circumstances.?®® 219 220 However, contrary to many
beliefs and misunderstandings, compulsory licensing is not re-
stricted to situations of national emergency or other circum-
stances of extreme urgency, as is clearly reflected in an official
WTO webpage.?** Countries are free to determine the grounds
upon which a compulsory licence is issued.??? Some of the mis-
leading statements surrounding compulsory licensing are sum-
marised in table 2.

It is important to stress that compulsory licensing does not
equal expropriation. On the contrary, under a compulsory li-
cence, the patent holder remains the owner??3 and continues to
hold the right to exploit the invention®?4, with the rights at-
tached to the patent (except to exclude the licensee benefitting
from the compulsory license).22> Moreover, compulsory licences
are limited in their scope and duration to the purpose for which
they were authorised??® and are predominantly granted to sup-
ply a domestic market.>?” Above all, the patent owner receives
regular adequate remuneration, in the form of royalties, as if it
had voluntarily licensed its invention.>28

Finally, compulsory licensing is not simply imposed on the
patent holder. Except for cases of national emergencies or of
public non-commercial use, this mechanism requires that the
licensee makes sincere attempts to find an agreement under fair
terms and within a reasonable period of time, prior to request-
ing permission for a compulsory licence.??9
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6.2 - COMPULSORY LICENSING IS
A WIDELY RECOGNISED TOOL

Almost all States have provisions on compulsory licensing in
their legislation. For example, in France, the law provides that a
compulsory licence (or “licence d'office”) may be issued in cases
where a medicine is available “in insufficient quantity or quali-
ty” or at abnormally high prices, or when the patent is used un-
der conditions contrary to the interest of public health, or con-
stituting practices are declared to be anti-competitive.?3° The
UK provides for the use of a patented invention in the services
of the Crown without the consent of the patent holder.?3* The
Belgian government has also enacted broad provisions allowing
the authorities to grant compulsory licences in the interest of
public health.?32 In Europe more generally, most countries have
included the possibility to issue compulsory licences in their
respective laws to safeguard the sound balance between the in-
terests of the patent holder and the public.?33 234

Moreover, a range of institutional actors have recommended
the use of compulsory licensing in order to safeguard access to
affordable medicines and reduce the burden of monopoly-based
patents on public health budgets. The United Nations Secretary
General's High Level Panel on Access to Medicines, formed by
stakeholders from various backgrounds including the pharma-
ceutical industry, recommended the use of TRIPS flexibilities
and legislation to facilitate the issuance of compulsory licences.?35
The Lancet Commission on Essential Medicines Policies also
recommended the use of compulsory licences in the absence of
any voluntary agreement, especially for essential medicines.?3
The European Parliament has recently adopted a resolution that
recommended the consideration of using compulsory licensing,37

Figure 11 - IMPACT OF GENERIC COMPETITION ON PRICE REDUCTIONS
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Competition among multiple generic pharmaceutical manufacturers in countries where
medicines were not patented, especially Indiq, is what brought the cost of HIV/AIDS treatment

down by 99 % over the past decade. The fall in the price of first-line combination of stavudine

(d4T), lamivudine (3TC), and nevirapine (NVP), since 2000.

Source:
MSF Access Campaign, July 2012
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and the Dutch government has taken a strong position in favour
of using compulsory licensing.23® Even the OECD, in one of its
latest reports, mentioned compulsory licensing as a means to re-
duce high-priced medicines.?3?

Finally, contrary to many beliefs, and despite several at-
tempts to prevent it, the use of TRIPS flexibilities, including
compulsory licensing, has been a frequent practice since 2001
for countries wanting to gain access to lower-priced generic
medicines. Unfortunately this fact has been underreported.24°

Pharmaceutical companies holding patents have also used
this legal mechanism. In 2016 the German courts awarded a
compulsory licence on a HIV medicine in a case involving two
pharmaceutical companies (Shionogi& Company Ltd and
Merck & Co).24* Roche also used this mechanism in 2000-2001
to seek a compulsory licence in Germany on patents for a diag-
nostic test involving HIV and Hepatitis C Virus held by Chi-
ron.>4*

6.3 - GENERIC COMPETITION HAS A PROVEN
TRACK RECORD IN PROMOTING PUBLIC HEALTH

A compulsory licence is an effective means of encouraging
pharmaceutical companies to adopt reasonable pricing strate-
gies. By allowing competition from generic manufacturers, a
compulsory licence leads to a decrease in prices.

Figure 12 - USE OF COMPULSORY LICENSES -
THE EXAMPLE OF THAILAND
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Source: Thai Ministry of Public Health, “Price reductions from 2007-2012",
cited in UNCTAD, “Use of Compulsory Licenses - Selected National
Experiences", Power Point Presentation.

As underlined earlier (see section 3.2), during the HIV/
AIDS pandemic in the late 1990s, only highly expensive patent-
ed drugs were available on the market, at a price tag of around
USD 10,000. Many countries, especially LMICs, struggled to get
access to these drugs.

However, thanks to competition from Indian generic manu-
facturers it was possible to dramatically reduce the prices for
antiretroviral therapies (ARVs). In 1996, for example, Brazilian
authorities implemented a broad access programme to HIV/
AIDS treatments. Such universal access was possible because
there were no patents on drugs in Brazil: the drugs could be
produced locally and sold at much lower prices. The production
of ARVs in Brazil, combined with the broad access programme,
made it possible for Indian-based companies to start producing
and exporting Active Pharmaceutical Ingredients (APIs) in large
volumes, resulting in large economies of scale. Consequently, the
price of the WHO-recommended first-line treatment of ARV
combination lamivudine/nevirapine/stavudine dropped from
USD 15,000 to USD 66 per patient per year (twice-a-day fixed
dose combination).243 This significantly helped the country to in-
crease access to these life-saving medicines (see figure 11).

Experience also shows that compulsory licensing is a tool
that has helped countries to ensure access to medicines by re-
ducing the prices of highly expensive medicines without adverse
economic consequences.?44 In Thailand, the use of compulsory
licences resulted in a significant reduction of over USD 350 mil-
lion in government expenditure due to the dramatic decrease of
drug prices (see figure 12), therefore allowing 85,000 additional
patients to have access to lifesaving medicines.245 24

Other countries in Latin America®47, such as Ecuador, or in
Asia, such as Malaysia and Indonesia?4® have issued compulsory
licences, allowing them to save significant public resources and
ensure access by their population to affordable medicines.
High-income countries have used it as well, as we will see in
the next section.

6.4 - PHARMACEUTICAL COMPANIES RESPOND
TO THE RISK OF COMPULSORY LICENSING

Experience demonstrates that the decision to issue, or the mere
notification of a compulsory licence, encourages pharmaceutical
companies to adopt dramatic price decreases and engage in licens-
ing agreements, and empowers the authorities to negotiate more
reasonable prices, all of which result in broadened access.249 25 25

In 2001, Canada and the US announced their intention to issue
a compulsory licence on Ciprofloxacin after the anthrax attacks in
the US.252 According to press reports, Bayer was concerned about
the precedence this could create and so decided to offer price dis-
counts and promised to supply the market sufficiently.?s3

The same year, facing intransigence from Roche regarding
the price of its antiretroviral drug Viracept® (nelfinavir),?54 Bra-
zil announced its intention to issue a compulsory licence. A few
days later, Roche announced an agreement with Brazil to cut the
price of the drug.?5

In 2004, Kenya decided to issue a compulsory licence on
some antiretroviral drugs for HIV/AIDS.?¢ Later, Glaxo Smith


http://unctad.org/Sections/dite_totip/docs/tot_ip_0018_en.pdf
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Kline (GSK) and Boehringer Ingelheim (BI) decided to grant vol-
untary licences to Kenyan-based generic companies.?s7 258

In 2005, Taiwan, facing growing concerns about the avian
flu, decided to issue a compulsory licence on Tamiflu® (oseltam-
ivir), but said that it would only be used in case stockpiles of the
patented drug ran dry.?® Roche therefore decided to make vol-
untary licences available in the country.2%°

In September 2017, Malaysia issued a government use li-
cence (GUL) to import or produce a generic version of Sovaldi
(sofosbuvir), one of the antivirals used for the treatment of hep-
atitis C. Before the move, a full course of treatment (3 months)
used to cost MYR 300,000 (CHF 74,000 at the current exchange
rate). Following the GUL, the Malaysian government expects
that a treatment with generics will cost only MYR 1,000 (CHF
250).2% Soon after the GUL had been announced, Gilead, the US
manufacturer of Sovaldi, offered to include Malaysia in its vol-
untary licence scheme to attempt to dissuade them from issuing
a compulsory license. However, as Gilead was not willing to go
below MYR 50,000 (CHF 12,000) the Malaysian government
proceeded with the GUL.2¢2

The mere intention to issue a
compulsory license
leads to a reaction from
the pharmaceutical companies.

Recently the Italian government raised the prospect of uti-
lising compulsory licences during negotiations with US drug
company Gilead over the high price of Hepatitis C treatment
sofosbuvir (Sovaldi).?%3 There are other examples of European
countries resorting to compulsory licences. For instance, Italy
granted compulsory licences in 2005 on the grounds that Merck
had been misusing its market strength in relation to a number
of antibiotics containing the active compounds imipenem and
cilastin, and in 2006 against GlaxoSmithKline for its refusal to
provide a licence for sumatriptan, used for treating migraines.
In 2007 Italy demanded that Merck should issue licences free of
charge for finasteride, a drug used for treating, among other dis-
eases, prostate cancer. France imposed compulsory licences in
2004 for diagnostic tests for breast cancer, a decision based on
French law, which allows for compulsory licences when medi-
cal products are insufficiently available to the population or
only available at unacceptably high prices.2%4

In conclusion, these cases and a number of studies on the
use of compulsory licences2%5 26 confirm that the mere notifica-
tion or intention to issue a compulsory license leads to a reac-
tion from the pharmaceutical companies, in some cases with
offers to significantly reduce prices. It also confirms that the
high profit margin of pharmaceutical companies allows for sig-
nificant negotiating room.
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6.5 - SWITZERLAND IS TORN BETWEEN
THE PROMOTION OF HUMAN RIGHTS AND ITS
FINANCIAL INTERESTS

Despite regular statements in favor of access to affordable med-
icines and human rights, the Swiss authorities regularly deni-
grate the use of TRIPS flexibilities in international fora, or put
pressure on LMICs to dissuade them from using compulsory
licensing to reduce the burden of high drug prices.

In January 2008, the Thai government, faced with the grow-
ing burden of cancer, decided to issue a government use licence
(GUL) on four highly priced cancer drugs (Novartis’ letrozole
and imatinib mesylate, Sanofi's docetaxel and Roche’s erlotinib).
In February 2008, Switzerland sent an “Aide Mémoire™ to try
to dissuade the Thai government from doing so. The US and the
European Union also expressed concerns about it. Thailand re-
sisted the pressure and finally issued the GUL. Despite the
threats, the policy resulted in very positive outcomes in terms
of public health.268

In 2016, Colombia issued a Declaration of Public Interest
(DPI),2% a step towards issuing a compulsory licence, to make
Novartis blockbuster leukemia drug Glivec® (imatinib
mesylate)7° more affordable. Facing pressure from Novartis,
Switzerland and the United States, Colombia eventually stepped
back and limited its decision to a price decrease of the drug.?*
In particular, the Swiss State Secretariat for Economic Affairs
(SECO) warned against the issuance of a DPI, indicating that
bilateral relations could suffer if a compulsory licence was is-
sued.?’? The US threatened Colombia with economic retalia-
tions, and sent a clear message that they would reconsider fund-
ing of the peace process with the FARC in the event of a
compulsory licence being issued.?”? In a nutshell, they made
Colombia choose between peace and public health. As for No-
vartis, it threatened Colombia with an international investment
arbitration procedure and filed two complaints at the Consejo
de Estado (Colombian Supreme Court) against the DPI and the
price reduction decision.? A letter from Novartis' former CEO,
Joe Jimenez, to the President of Colombia was further evidence
of the Swiss company’s aggressive lobbying to avoid a DP1.275

However, Switzerland not only pressures other countries to
prevent their recourse to legitimate mechanisms that might af-
fect Switzerland's financial interests. It also pressures countries
to adopt, generally in great secrecy, free trade agreements (FTAs)
aimed at imposing stricter intellectual property requirements
on LMICs than those required by international standards (so-
called TRIPS-plus provisions).27¢ 277 The aim of such agreements
is to deter countries seeking to protect public health from using
TRIPS flexibilities.

Switzerland and other HICs also insist on the adoption of so-
called Investor-State Dispute Settlement (ISDS) measures through
FTAs or Bilateral Investment Treaties (BITs). ISDS are designed to
allow transnational companies to sue a state for taking measures
that affect their investments. As a result, countries are reluctant to
use measures like TRIPS flexibilities to protect public health for
fear that a pharmaceutical company will sue them, resulting in
heavy sanctions. As seen above in the Colombian context, Novar-
tis threatened the government with an ISDS measure.?”®



"he current pharmaceutical pricing model,
' '( reliant on patent-based monopolies,



A Public Eye Report | May 2018

7
Our demands

Public Eye considers that the current pharmaceutical pricing model, reliant on patent-based monopo-
lies, works against the public interest by threatening the sustainability of our health system and
undermining the principle of universal health coverage. We believe that every person should have access
at all times to quality, safe, efficacious and affordable medicines - regardless of where he or she lives.

Although compulsory licensing is a legitimate legal option to reduce unjustifiably high prices of
medicines and their burden on health budgets, the Swiss authorities overlook it, presumably for

fear of offending one of Switzerland’s most powerful industries. In doing so, Switzerland deprives itself
of a valuable tool to safeguard public interest, while undermining the sovereign right of other coun-
tries that wish to use compulsory licensing to protect their public health and promote universal health
coverage. Public Eye considers that all countries have the right to development, and that Switzerland
should not adopt positions that are detrimental to human rights, including the right to health.

High medicine prices are not predestined. We hope that through this report and its related campaign,
Public Eye is able to show the Swiss authorities a way forward in dealing efficiently with excessive
medicine prices.

FOLLOWING ARE PUBLIC EYE'S DEMANDS TO THE FEDERAL COUNCIL:

- Public Eye urges the Federal Council to adopt a stronger stance towards pharmaceutical companies
regarding the unjustifiably high prices of (cancer) medicines.

- Public Eye urges the Federal Council to unambiguously recognise and utilise the government use
licence where public interest dictates, as provided for by the Swiss Patent Act, especially in the case
of excessive pricing of cancer treatments.

- Public Eye urges the Federal Council, SECO, the Federal Institute of Intellectual Property and any
other entity representing the Swiss government to refrain from spreading misleading information
about compulsory licensing and exercising diplomatic pressure on countries wanting to take legiti-
mate legal measures, such as compulsory licensing, to protect public health.

- Public Eye urges the Federal Council to amend the Swiss Health Foreign Policy??, adopted
in 2012, so as to recognise that all countries have the right to fully apply the TRIPS flexibilities as
deemed appropriate, and not, as wrongly stated, only in “emergency situations”.2°

- Public Eye urges the Federal Council and SECO to refrain from imposing on low- and middle-income
countries intellectual property (IP) provisions that go beyond the WTO TRIPS Agreement (TRIPS plus
provisions) and bear in mind that IP protections may undermine development and adversely affect
human rights, especially access to lifesaving medicines.

37
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Access to lifesaving medicines is no longer confined to developing countries - it has
become a global issue. Even high-income economies like Switzerland struggle to
guarantee universal coverage, with cancer treatments frequently costing well over
CHF 100,000 per patient per year.

Monopolies conferred by patents are the root cause of these escalating drug prices as
they provide pharmaceutical companies with market exclusivity and extraordinary
pricing power. Governmental price control mechanisms are toothless in trying to curb
this inflationary trend, pushing governments to implement controversial reimbursement
limitations or even rationing decisions. Today's pharmaceutical business model jeopardises
the sustainability of public health systems and the right to health.

Yet high medicine prices are not predestined and political solutions exist. A compulsory
license can efficiently drive excessive drug prices down by creating competition in a
patent-monopoly situation. However, Switzerland has so far overlooked this important
public health safeguard, and even exercised undue diplomatic pressure to discourage
other countries from using this legal instrument.

This Public Eye report analyses the situation in Switzerland regarding the escalating
prices of cancer medicines and calls on the Swiss authorities to use compulsory licences
whenever the balance between public and private interests is broken.
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Public Eye has been campaigning for more equitable relations between Switzerland and underprivileged countries for
fifty years. Among its most important concerns are the global safeguarding of human rights, the socially and ecologically
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