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SECTION 1: ABSTRACT

We, representatives of civil society—consumer, patient and public/global health
organisations—call for the creation of a research and development (R&D) framework
that is driven by global public health needs and delivers quality medicines that are
universally accessible and affordable.

Due to the urgency needed to resolve the failures of our current system for
researching and developing medicines in order to avoid loss of life we propose a
phased approach to reform, set out below.

e Remedy the most acute problems with our current market-driven
pharmaceutical model by:

o Securing affordable prices through using effective price control
mechanisms and strengthening the use of full TRIPS flexibilities
in all countries

o Putting an end to pharmaceutical monopolies by promoting
generic and biosimilar competition and their usage; increasing
scrutiny of anti-competitive practices by the pharmaceutical
industry and strengthening the work and use of the Medicines
Patent Pool



o Demanding more stringent proof of therapeutic advance before
authorizing new medicines into the market
o Implement full transparency of pharmaceutical R&D and
medicine price setting, by:
m Promoting open access to all research data
m Fully disclosing and tracking public and private funding
for pharmaceutical R&D
m Establishing a publicly accessible database where health
systems publish the price of medicines that they
negotiate

e Promote a new global biomedical R&D agreement which would
include:

o Committing increased public funds to support a needs-driven
approach to pharmaceutical R&D that delivers affordable health
technologies while ensuring both transparency and public return
for public investment.

o Funding new R&D initiatives which delink the real costs of R&D
from the end price

o Creating a global observatory for R&D to track spending, identify
areas of health need and encourage coordinated research
efforts into priority areas through open-source research to
deliver safe and effective medicines that offer real therapeutic
progress.

Introduction (outlining the problem)



In Europe and worldwide, the price of new medicines is rising year on year,
especially where there is no therapeutic alternative. As a result, treatment for life-
threatening infections and diseases, like HIV/AIDS, cancer and hepatitis C, are
increasingly unaffordable for both individuals and national health systems. This is the
result of an ineffective and costly research and development (R&D) system that
rewards new medicines with fixed-term monopolies (patents) and encourages
unaffordable price setting. This patent-based system grants pharmaceutical
companies monopolies, which allow them to charge exorbitant prices for health
technologies totally unconnected to the cost of developing them.* Urgent measures
must be taken to ensure that people can afford the medicines they need.

High prices are often understood and accepted as a necessary evil of the patenting
system, required as a reimbursement strategy and a way of financing future
innovation. However, this necessary evil must be bought into question if it is not
encouraging innovation to meet the world’s most pressing health needs. The reality
is that currently, biomedical innovation takes place within a framework that prioritises
R&D not according to public health need but according to the profit that stands to be
made. This leads to skewed priorities that have life-threatening consequences?. For
example in the last 40 years we’ve only produced 2 new treatments for tuberculosis,
a diseases that kills over 1.5 million people a year, but we've produced 14 new
medicines for hay fever within the same time period.® Moreover, neglected tropical
diseases, despite representing 14% of the global burden of disease, only receive
1.3% of global research funding®.

The extent to which patents incentivise innovation also requires some analysis. With
profit as the goal, pharmaceutical companies are more inclined to make subtle
changes to existing compounds and remarket them under a new brand name. As a
result our medical market is flooded with “me-too” drugs, which draws into question
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the logic behind patents as a reward for ‘novel’ ideas.®> For example, the independent
Drug Bulletin Prescrire has assessed the added therapeutic value of 1345 drugs
between 2000 and 2013 and found that only 7% offered ‘a real advantage’ when
compared to drugs already on the market.®

Inefficiency is also driven by the secrecy and lack of transparency within our current
R&D model which results in research being duplicated or high transaction costs for
getting access to previous clinical trial data under data exclusivity protection.” A lack
of transparency also makes it hard for health systems to negotiate prices since they
don’t have access to data on the true costs of R&D. Lastly, the lack of transparency
on safety and efficacy data, and the fact that many companies selectively publish
their clinical trial data creates a dangerous situation for patients.®

These examples show that clearly our current R&D model is not delivering the health
technologies that are most needed and what they are delivering is often lacking in
added therapeutic value compared to what is already on the market or is so heavily
over-priced that it is unaffordable for individuals and health systems. The current
biomedical R&D model is no longer just failing the poor—it is progressively failing us
all.

1) Impact on remedying policy incoherence

Our current R&D model rests on the fundamental incoherence between the right to
health and the monopoly interests of IP right holders. These monopoly interests are
born from a system where the market, rather than public health need, is the driving
force of health technology production. This must be remedied since the market is a
moral-less, inhuman force which is entirely inappropriate and unsuitable for

T Fojo T et al. “Unintended consequences of expensive cancer therapeutics — the pursuit of marginal
indications and a me-too mentality that stifles innovation and creativity” JAMA Otolaryngology Head and Neck
Surgery (2014).

® prescrire (2014); 34 (364):132-136 ‘New drugs and indications in 2013: little real progress but regulatory
authorities take some positive steps’ available at http://www.ncbi.nlm.nih.gov/pubmed/24860905

" World Health Organisation (2006) Briefing note: Access to medicines, DATA EXCLUSIVITY AND OTHER
“TRIPS-PLUS” MEASURES http://www.searo.who.int/entity/intellectual property/data-exclusively-and-others-
measures-briefing-note-on-access-to-medicines-who-2006.pdf

8 BMJ (2013) Non-publication of large randomized clinical trials: cross sectional analysis 2013; 347 doi:
http://dx.doi.org/10.1136/bmj.f6104




delivering health outcomes and protecting the human right to affordable and
appropriate health care.

The R&D reforms we propose would remedy this incoherence by challenging the
monopoly interests of right holders in the short term whilst encouraging the
development of an R&D agreement that would replace market drivers entirely with a
sustainable, publically-driven, financed and coordinated framework.

By enforcing transparency of R&D investment, IP right holders would have to divulge
the breakdown of public and private investment for a health technology including the
financial, human resource and tax inputs in order to justify the price. This, coupled
with a database of what all countries pay for medicines would give the public the
opportunity to hold the industry to account and challenge them over their exorbitant
pricing practices. In this way the public and, with it, public health need is able to
temper the driving force of the market and they are empowered to challenge
decisions over pricing and R&D investment with evidence-based arguments.

Access to this data is understood as freedom of information which is an extension of
freedom of speech, a fundamental human right. Under the current model, if the
pharmaceutical industry are going to be responsible for the delivery of health needs -
which should in fact be the obligation of the state - then freedom of information must
be applicable to this sector on a global scale to safeguard the human rights agenda.’
The need for increased transparency and how it relates to human rights and public
health is set out very clearly within MSF, KEI, Transparency International and
Treatment Action Campaign’s submission on transparency.

Other short term solutions to this policy incoherence are to address the impact that
monopolies have on affordability by promoting the use of generic and biosimilar
competition. This would require the reinvigoration and active encouragement of all
countries to fully implement TRIPS flexibilities. Evidence has shown, as in the case
of Thailand in 2007%°, that to do this effectively there also needs to be legal sanctions
for pharmaceutical companies that use coercive methods to try and dissuade
countries from using TRIPS flexibilities to protect public health. To effectively
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address the issue of monopolies would also call for the strengthening of the licensing
agreements within the Medicines Patent Pool to ensure that a larger number of
countries were included within the licenses and that restrictions that limit the
possibility for generic producers to still be independent players on the global
pharmaceutical market are lifted. International institutions would also need to do
more to put pressure on pharmaceutical companies to share their patents through
the pool to improve access and allow for additional research to be carried out.

The longer term solution to encourage inventors to meet public health needs is to
entirely replace the market incentive to produce a new health technology with
financial compensation that is sourced and managed by the public in the form of
push and pull funding through a global observatory. In the R&D agreement we
propose all health technologies for all health conditions would be exempt from IP
protections in international, regional, bilateral, and national law as outlined in Brook
Baker’'s submission on IP reform. All research data would also be open-source
allowing for future innovations to build on previous progress to avoid duplication of
efforts which would improve innovation efficiency.** Funding would only be available
for ‘needed’ health technologies and, with no patent-monopolies, generic competition
would drive prices down.This means we would be getting the right health
technologies, at the highest possible standard and the lowest possible price.

2) Impact on public health

The R&D reforms we propose would be based on the principles of equity, openness
and affordability, and devoted to meeting health needs around the world having a
hugely positive impact on public health.

First and foremost, it would produce the medicines that we need since the public
would have a role in holding the industry to account over their investment priorities
as well as driving the agenda. This would mean that R&D investment was targeted to
the areas of greatest therapeutic value, that would make the biggest difference to
people’s lives.
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Secondly, the prices for health technologies would be made affordable to everyone
and would be considered a public good by the non-enforcement of TRIPS on health
technologies. This would, for the first time in history, create equitable access to
health technologies and ensure that one’s ability to access these technologies
wouldn’t rest on which country they were born in or on their bank balance.

Thirdly, by having a globally coordinated R&D observatory that ensured complete
transparency we would greatly improve the efficiency of R&D and ensure that the
health technologies produced offered the highest level of therapeutic value. This
observatory has been recommended as a necessary part of a binding R&D
agreement by the Consultative Expert Working Group on Research and
Development (CEWG).'* The one we propose would build on this model,
strengthening the requirement of member states to use the observatory to inform
R&D priorities. This observatory is essential since our current understanding of what
R&D is being done, where, how and by whom is severely limited and this information
is vital if we want to improve priority setting and the public health impact of
biomedical R&D."

The responsibilities of an observatory would include monitoring financial flows and
how they correspond to pipelines helping policy makers set priorities according to
health needs. It would also publish all clinical trial and research data meaning
researchers could easily identify projects that were similar to their own allowing them
to build on existing work to produce more effective products.** In this way, we would
improve innovation through enhanced transparency of existing R&D efforts helping
us to respond quickly to global health challenges such as antimicrobial resistance
and the emergence of (new) infectious diseases such as zika, ebola, MDR-TB.
Consensus over the logic of sharing data in drug development is building, reflected
in the WHO statement in September 2015 on ‘Developing global norms for sharing
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data and results during public health emergencies’™ which many global health

bodies are supporting.*®

Securing access to affordable and appropriate medicines is also essential for us to
meet SDG 3 on health which already asserts ‘access to affordable essential
medicines and vaccines’ within its targets. It also includes targets to end TB, HIV,
malaria, combat hepatitis C and neglected tropical diseases as well as cutting non-
communicable diseases by a third. For all these conditions, medicines are an
essential part of effective treatment but for infectious diseases like HIV treatment is
also a necessary element of prevention and crucial to bringing down infection rates.
However infection rates and deaths will rise if new ARVs continue to cost between
$3000 and $28,000 per person per year in middle income countries.’

It is also necessary in the realisation of universal health coverage (UHC). Countries
will only be able to realise UHC®® - which includes access to safe, effective, quality
and affordable essential medicines and vaccines for all - if we increase R&D into
unmet health needs and ensure that medicines are affordable otherwise stock-outs
and rationing will continue.

3) Impact on human rights
‘It is health that is real wealth and not piece of gold and silver’. Mahatma Gandhi
Health is considered our most basic and essential asset.® A precursor to our ability

to lead fulfilling lives and participate meaningfully as a member of a family and a
community. The right to health includes access to timely, acceptable, and affordable
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health care of appropriate quality?® and it is the duty of states to ensure that this right
is realised. Replacing market incentives to produce medicines with public-health
incentives will allow duty bearers to meet their human rights commitment.

States must also guarantee the right to health, like all human rights, in a non-
discriminatory manner where no attribute including property, birth or status can affect
one’s ability to fulfill their rights. Our current way of doing medical R&D which creates
high prices makes it very difficult for states to meet this obligation.. Expensive health
technologies result in individuals and health systems having to reject needed
technologies leading to rationing. For example direct-acting antivirals for the
treatment of hepatitis C have created a never-seen situation in high-income
countries: due to astronomic prices, public healthcare systems and insurance
companies have restricted access to those treatments.?*

The office of the United Nations High Commissioner on Human Rights states that
“‘Human rights are interdependent, indivisible and interrelated. This means that
violating the right to health may often impair the enjoyment of other human rights,

such as the rights to education or work, and vice versa.”*

Good health is required to
be able to attend school and go to work but when high prices of medicines lead to
scarcity patients are forced into fronting the extra capital to meet their health needs
or simply going without. The World Health Organisation estimates that this leads to
an additional 100 million people every year being pushed under the poverty line and
leads to unnecessary deaths.?®* Bad health can lead to increased discrimination and
stigma and this can exacerbate inequality undermining one of the overarching

principles of human rights which is to promote equality.

A transparent, public-health driven approach to R&D means that we will not only
have a positive impact on the human right to health but also the right to access to
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information, to freedom from discrimination, to participation and the right to benefit
from the scientific progress and its applications.

4) Implementation

The issue of irresponsible R&D and unaffordable medicine is a global problem
which requires a global solution. Instead of scattered efforts, ultimately a global
agreement is needed in order to guarantee equity in access to essential medicines
and vaccines for all.

In the shorter term governments need to regulate the pharmaceutical industry and
make the transparency of all R&D data a legal requirement. This will discourage
evergreening and improve research efficiency. Most critically it will allow
governments to negotiate appropriate costs for health technologies that are reflective
of R&D investment from public and private sources. Governments must also make
full use of TRIPS flexibilities to encourage generic production and the UN HLP must
monitor the behaviour of pharmaceutical companies in reaction to the use of TRIPS
flexibilities and reprimand them appropriately. Governments must also encourage
the uptake of generic medicines by health practitioners to cut health technology
procurement costs and apply a stricter level of scrutiny to the anti-competitive
actions of pharmaceutical companies including the outlawing of TRIPS plus
provisions in free trade agreements.

The longer term solution of a global agreement on R&D would require financial
commitments from governments taking into account factors such as each nation's
level of development, size of economy and capacity to pay; through a variety of
means, including taxes and contributions in kind. We feel it is very important that the
burden for R&D is shared as is the responsibility to set priorities.

Governmental funds to biomedical R&D will ensure that publicly-funded labs and
independent entities develop healthcare products to face real global health
challenges, instead of profit-driven R&D. Funds would go to award grants to
independent entities and inducement prizes. In this way government’s health-related
expenditure would be shifted from paying high prices for medicines to upfront
investment in R&D and the savings governments would make from cheaper health
technologies could be reinvested back into needs-driven R&D. The coordination of



this fund would be managed multilaterally through a fully-transparent global
observatory that could sit within a UN department where member states, informed by
their public, would set R&D priorities through democratic means based on a needs-
based criteria.?*

For grant and prize recipients their funding would be distributed on condition that
products would be free from patent protection, since the funding would, effectively,
buy-out the IP. Without patent monopolies all products are open to generic
competition which is proven to be the most effective and sustainable way of keeping
drug prices down. The unanimous non-application of IP to health technologies would
require a shift in the terms of (TRIPS), as outlined in Brook Baker’s submission on
‘IP reform’ and use these alternative cash incentives as a replacement for patents.

We have already seen examples of how push funding has been used successfully
for example since its inception in 2003, the Drugs for Neglected Diseases Initiative
(DNDi) which is a PDP has delivered six treatments including two fixed-dose anti-
malarials, a drug for late-stage sleeping sickness, a combination therapy for visceral
leishmaniasis, a set of combination therapies for visceral leishmaniasis and a
pediatric treatment for Chagas disease. We also have good models for pull funding
such as Bernie Sander’s proposed Medical Innovation Prize Fund. This Fund would
replace monopolies with more than $80 billion (0.55% of US GDP) in annual rewards
for useful investments into R&D including interim research and development
activities. The legislation would eliminate all monopolies on the sale of approved
drugs and vaccines, encouraging generic competition which is expected to lower the
cost of drugs by more than $250 billion per year for the US domestic market, making
a massive saving for health insurers, employers and patients.?

The establishment of an R&D agreement would also require a significant political
commitment from governments to shift the meaning behind why we produce
medicines working toward a situation where medicines are considered a public good.
To help build the rationale for this move, a cost-benefit analysis of current spending
on R&D and drug procurement set against the savings that could be made through
the R&D framework we propose, should be produced. The Lancet has already
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asserted that although that costings for an observatory need to be researched ‘the
costs of such work would be modest compared with the potentially beneficial
ramification if R&D coordination is improved’.?

The political commitment would also include a shift in the power dynamic between
governments and industry which is likely to incur significant industry pushback. The
UN High Level Panel should play a leading role in supporting this shift through the
recommendations of the panel and ensure that substantial time and resources is
invested in making equity in healthcare a global norm.
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