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The Transatlantic Trade and Investment Partnership (TTIP) negotiations pose serious risks to
Europeans’ access to medicines and affordable healthcare. TTIP is likely to help entrench a broken
medical innovation system rather than seize today’s opportunities to advance medical innovation and
affordable access to medicines for all.

Pharmaceutical corporations charge European Union (EU) Member States and the United States
(U.S.) increasingly higher prices for medicines. EU Member States and the U.S. are facing a looming
access to medicines crisis as they struggle to afford new, patented, high-priced medicines. At the
same time, since the 1980s, no new truly valuable antibiotics have reached the market." Despite
stringent intellectual property (IP) rules and continued lengthening market monopolies, there has
been a striking lack of medical innovation.?

EU Member States have therefore rightly questioned whether excessive IP rights and additional
market monopolies, which are now at the disposal of the pharmaceutical industry, function well as
drivers for pharmaceutical innovation in their 2016 Council Conclusions.® The Dutch Health Minister
leading these Conclusions has called for a new balance between IP protection and affordable and
sustainable access to medicines, prioritizing the exploration of alternative research and development
(R&D) models.® Leading public health institutions, academics and the World Health Organization
(WHO) have questioned the current monopoly-driven incentive model for biomedical innovation for
more than a decade, while exploring alternatives that focus on sharing knowledge rather than
granting market monopolies.® Most recently, the UN High Level Panel on Access to Medicines has
also called for investment in alternative models of innovation.® At the same time, EU Member States
are calling for more effective pricing and reimbursement strategies to counter pharmaceutical
companies’ monopoly pricing strategies and ensure sustainable access to medicines.

TTIP could impede change towards affordability, needs-driven innovation and alternative incentive
structures. TTIP may add to existing monopoly protections for medicines; reinforce the current trend
of industry claiming trade secret protection to limit access to crucial information on medicines’ safety,
efficacy and development; reign in the freedom of national governments to make decisions on pricing
and reimbursement to ensure affordability; and establish global standards that are harmful for
developing countries.

We will first discuss how the argument for strong monopoly protections as a driver for
pharmaceutical innovation is seriously flawed. Then, based on key EU, U.S. and pharma position
and proposal documents on TTIP', we critically assess how:

e TTIP may lock in or even expand monopolistic intellectual property rules.

e TTIP runs the risk of limiting public access to information about the medicines we take.

e TTIP may constrain a government’s effective medicines pricing and reimbursement policies.

e TTIP could enable structural pharmaceutical industry mingling in domestic & EU medicines
and IP policies.

¢ TTIP’s standards would harm access to medicines in developing countries.

'EU positions on IP and Pharmaceuticals for TTIP; US and EU negotiating positions in recent other trade agreements
including the Trans Pacific Partnership agreement (TPP); Pharmaceutical industry submissions filed to the EU and US for
TTIP.
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Moving towards open and collaborative forms of innovation

The past two decades have seen revolutionary changes in economic production, much of it stemming
from new forms of collaboration in the creation and sharing of knowledge.” Open and collaborative
innovation is increasingly made possible by digital technologies.® The sharing of data and the
embrace of open innovation have spurred innovation in software, but also other fields, such as
biomedical research and development (R&D). Examples include drug discovery and data sharing
platforms, collaborative product development partnerships and the Medicines Patent Pool.® In the
development of urgently needed new antibiotics, open and collaborative innovation models are now
generally championed as the way forward.™

The sharing of knowledge has brought significant economic and social benefits as knowledge goods
have taken a central role in our wellbeing. Medical knowledge is a prime example. Given the low
marginal costs of sharing knowledge today, policies should promote greater access to knowledge
instead of using exclusive rights to limit access.

EU and U.S. assumptions on IP and economic growth

At the same time, EU and U.S. trade policies remain based on the assumption that our economic
growth and wellbeing depend on a further strengthening of exclusive property rights. In its revised
Strategy on the Protection and Enforcement of IP in Third Countries (July 2014), the European
Commission set out its vision and plans for the management of its knowledge assets globally, and
here it identifies IP as ‘a key driver for growth and innovation’."" Also, in the EU IP Position for TTIP,'?
the European Commission maintains IP is key and plans to agree with the U.S. on ‘General principles
stressing the importance of IP as a tool for innovation, growth and jobs.’

Here, the European Commission based its position on a 2013 study on the contribution of IP to
economic performance and employment in Europe. This study has been exposed as flawed by
independent researchers, pointing to logical fallacies and methodological biases. Patents filed were
taken as a direct measure of innovation without checking the quality of the patents. Also, the study
showed no causal link between |IP protection and claimed contributions to gross domestic product
(GDP) and employment.™

In 2012, the U.S. Department of Commerce published a similar study on IP and the U.S. economy.
According to the report, the number one IP-intensive industry in terms of employment is “grocery
stores,” with 2.5 million jobs." A recent study from George Mason University dismantles most of
these claims. As seen with the grocery store example, jobs created in an IP-intensive industry (within
the grocery store) should not be interpreted as economic benefits from stringent IP protection. Jobs
within that industry may not be dependent on IP protection. Even if brand-name foods did not exist,
grocery stores still would. With this in mind, the report urges U.S. policymakers to consider the
impact that other incentives, including prizes, awards, assurance contracts, and donations for
research, may have on innovation and job creation.

Key concerns with the current patent-driven biomedical innovation model
...relentless drive by pharma to charge higher prices
New medicines come at a huge cost to health systems and their percentage of total pharmaceutical

expenditure has been rising."”> EU Member States are currently facing a looming access to medicines
crisis as they struggle to afford new medicines with excessive price tags, such as for cancer and
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hepatitis C."® The current biomedical innovation model based on patent monopolies relies on high
prices of the resulting medical technologies used by patients. In Europe, similar to the U.S., on top of
the 20-year patent protection period, additional market exclusivity, data exclusivity, and
supplementary protection certificates further delay price-lowering generic competition.

In the meantime, prices are set in a way that bears no relation to the cost of R&D or production, but
rather according to the maximum of what we will pay to care for our sick, while the real costs of R&D
remain unknown.” The pharmaceutical industry is the most profitable in the world.”® Take, for
example, prices for sofosbuvir, a medicine that is part of a 12-week treatment for hepatitis C.
Although the cost of producing the medicine is US$68-$136, the company that holds the patent set
the launch price at US$84,000."

“When new effective medicines emerge to safely treat serious and widespread diseases, it is vital to
ensure that everyone who needs them can obtain them,” WHO Director-General, Dr. Margaret Chan
said in May 2015.%° With current medicine price tags, we will never reach this goal of universal
access.

...while patents drive innovation towards markets that can pay

Patents are routinely taken as an indicator for innovation. Yet, many patents are defensive and
designed to block innovation, or belong to patent trolls serving only to litigate, and never lead to
anything new coming on the market. Research suggests patents on medicines are proving an
expensive way for societies to stimulate innovation.?’ The European Commission has also
recognized that IP protection can, in fact, inhibit innovation because excessive patenting of both
compounds and research tools hinders follow-on public and private research.?

The current biomedical innovation model, based on patent monopolies, relies on high prices of the
resulting medical technologies. Driven to seek markets that guarantee high prices and speedy
recovery of assumed investment, originator companies have gradually shifted their focus from needs-
driven innovation towards market-driven innovation, promotion, wide patenting, litigation against
competitors and the development of “me too” medicines of little therapeutic advantage.

Despite continued strengthening of market exclusivities for pharmaceutical companies in Europe,
there has been a striking lack of truly valuable medicines being brought to the market over the last
decade. Independent drug bulletin La Revue Prescrire has rated new patented medicines that were
brought onto the market from 2000-2013 and concluded that only 9% offer a therapeutic advantage
as compared to existing products on the market.?® At the same time, companies are pulling out of
R&D for new antibiotics at a time when society most needs it and investment in neglected diseases is
still poor.

This demonstrates how the industry’s use of the terms “innovation” and “innovative medicines” are
misleading, for they do not necessarily refer to a drug that does something new or treats something
differently, but simply to any new medicine on the market. More patent protection and additional
market exclusivities serve this type of “innovation” where innovation comes to mean selling new
medicines.?* For medicines, true innovation should mean added therapeutic benefit compared to
existing medicines on the market. Unfortunately, there are currently few incentives built into the
institutional environment for adding therapeutic benefit.

...and the real costs of R&D remain unknown
Admittedly, biomedical research is costly and a great deal of investment is needed to bring a product
to the market. Yet the real costs of R&D remain unknown and estimates by the industry and

independent analysts vary greatly. Industry sometimes estimates the cost of developing a new
medicine at more than a billion dollars.?®> But the Drugs for Neglected Diseases initiative (DNDi), a
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non-profit organization that develops new medicines, has spent far less: €100-150 million
(approximately U.S. $113-$169 million), to develop a new chemical entity.®

Furthermore, we should not forget that large portions of the investment come from public sources
through research at public universities and grants given by government programs. Increasingly, the
public sector is also supporting late stage research.?’ The public also supports biomedical R&D
through tax breaks and other incentives intended to spur development. All-in-all, approximately 80%
of all funds for basic research for medicines and about 30-40% of all R&D for global health is publicly
funded.?® This means that, under the current innovation model, the public ends up paying multiple
times for their medicines throughout the development phase and for the final monopoly price charged
for the medicine.

Change is needed

The balance is lost: current incentives are not producing the health technologies required by society
and act as a barrier for access to the products that it does produce. We have a historic opportunity to
advance medical innovation and access at the same time through the use of proven and emerging
policy solutions. Non-profit collaborative approaches have shown it is worthwhile to explore
alternatives.”® A recent mapping of the alternative biomedical R&D landscape surveys a wealth of
alternative approaches to innovation.*

Many leading voices in public health from the non-profit, corporate and governmental sectors, as well
as the United National High Level Panel on Access to Medicines, call for new innovation models that
embrace the principle of the delinkage as the way forward. De-linkage describes the idea that
temporary monopolies and the associated high drug prices should not be used to fund
pharmaceutical research and development, as well as a set of policy proposals that would replace
monopolies and high prices with alternative incentives based upon cash rewards and expanded
funding for research, drug development, and clinical trials through a combination of grants,
contracts, tax credits, and other subsidies. Collectively, de-linkage would transform the business
models?f the pharmaceutical industry in order to expand access, improve outcomes and reduce
costs.

Health Action International, Commons Network and Public Citizen are concerned that TTIP would
entrench the failed models of the past, which have produced limited medical breakthroughs while
rationing access to care through excessive pricing. In addition, TTIP could restrain governments’
abilities to mitigate the impact of resulting high prices through effective pricing and reimbursement
strategies.

The EU and U.S. should explore and encourage alternatives to a patent-based system needed to
stimulate therapeutically valuable innovation. Instead of locking in current practices, a different type of
transatlantic cooperation could aim to unleash a more open and participatory R&D culture, the
creation of public knowledge goods and pricing and reimbursement strategies that result in more
affordable health systems.
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Instead of moving toward the change that is needed, TTIP could add another layer of enforceability to
existing IP rules on both sides of the Atlantic and block the path toward future cost-cutting reforms in
domestic IP standards. Moreover, TTIP could strengthen monopoly protection periods for health
technologies and further delay price-lowering generic competition. Pharmaceutical industry filings
show that it is pushing for harmonized patentability standards across the Atlantic.

Although the EU has said that it aims to mostly confirm patent standards already in place in the U.S.
and the EU, TTIP will add a layer of enforceability for these practices. Confirming or acknowledging
current standards or practices by means of an international trade agreement will block the possibility
to change these practices in the future.

Legal obligations for patentability standards in TTIP

European Commission position paper on IP:
* “Recalling established practices on patent procedures and patentability criteria including regarding secondary use
or incremental innovation; interference of regulatory entities; provisional protection of patent applications.”32

Pharma company submissions:

European Federation of Pharmaceutical Industries and Associations (EFPIA)33
* Joint commitment to existing high-level standards of IP protection and enforcement and establishment of joint high-level IP
principles.

Biotechnology Industry Organization (BI0)34:
* ‘“itis essential that TTIP encompass patentability provisions [...] that promote greater substantive harmonization
between the EU and U.S.”
*  “TTIP represents an opportunity [...] to establish a clear standard requiring broad patent eligibility for all inventions
[...] including gene-based inventions, medical process inventions [...].” (p. 11)
* “important that TTIP sets a clear, high and harmonized standard establishing that ‘second medical use’ [...] and in
vivo diagnostic and “method of treatment” claims are protectable through patents.”

Pharmaceutical Research and Manufacturers of America (PhRMA)35:

* ‘“impose no limits on inventions, including improvement and selection inventions, beyond normal standards applied
to determine patentability.” (p.9)

i) Differences in patentability standards

There are important differences between EU and U.S. patentability standards.* In several areas, the
European Patent Convention (EPC) contains stricter patentability standards, while in other areas the
U.S. has stricter standards. Strict patentability standards typically result in fewer patents and more
generic competition. This is key for the affordability of medicines and promotion of innovation that
provides added therapeutic benefits. Patentability criteria are not (entirely) harmonized across EU
Member States, and in principle, the European Commission does not have the competence to
negotiate this area of policy.’” However, we have seen instances where in trade negotiations the EU
has pursued provisions going beyond the EPC.*® Furthermore, the agenda of the United States Trade
Representative (USTR) and the pharmaceutical industry are not minor pressures, and intentions of
the European Commission in terms of not changing EU IP standards do not preclude changes being
made in the course of the negotiations.

Moreover, even if no harmonization of IP standards is pursued, creating mutual obligations on
existing practices in TTIP is already problematic, as the following examples will explain.

i) Secondary patenting allows for harmful evergreening practices
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A key example is that the EU position paper on IP*® refers to the need to confirm current practices on
“secondary use or incremental innovation.” The U.S. trade negotiators pushed for the same in
previous trade negotiations, most recently in the Trans-Pacific Partnership (TPP). Patenting on the
basis of secondary use and incremental innovation already takes place in the U.S. and the EU.
Although one could argue that valuable incremental innovation merits protection, there are important
drawbacks of the procedure. For instance, the length of an additional patent awarded for such
incremental innovation is 20 years, just like the original patent.

Extending IP monopolies by patenting for secondary use or incremental innovation allows for
“evergreening”. Evergreening refers to the myriad ways in which companies use the law to extend
their patent protection by making small changes to an existing medicine, such as new forms of
release or new combinations, and using business strategies to maintain market share. Granting full
protection for minor modifications results in keeping prices for medicines high much longer than is
reasonable in terms of the public health gain offered.*

Corporations file for additional defensive patents to thicken the protection around their original base
patents. These additional patents rarely represent anything new or inventive in terms of science.
Instead, their purpose is to prolong a company’s monopoly, and consequently, its ability to charge
high prices for its drugs. Some drugs have dozens of secondary patents.*’ Through evergreening, the
patent system is structurally abused to retain high revenues on medicines for which the original
patent protection has ended. Industry often refers to this as “lifecycle management”.

Adding another layer of enforceability through a trade agreement on existing practices in the EU and
U.S. on secondary patenting will block the possibility to change these disputed IP practices in the
future. For example, in India, minor variations to existing products are not considered inventive when
there is no significant difference in its properties with regard to efficacy, which means that India does
not allow for secondary patenting.42 The EU currently does not have this requirement. However, from
a public health and cost-savings perspective, this would be a rational practice for the EU or individual
Member States to adopt, because it would encourage generic competition, which brings down
medicines prices.”* EU governments are increasingly looking for ways to encourage meaningful and
affordable medical innovation. EU Member States have now asked the European Commission to
critically examine to what extent current patent protections and additional monopoly protections
actually result in meaningful pharmaceutical innovations.** However, revising current EU patent
standards as a result of this study would be ruled out if these were enshrined in TTIP.

i) Entrenching current additional protections will block path to future reform

Another area where we are concerned about the impact of locking in or strengthening current
protection levels is data exclusivity and market exclusivity. Data exclusivity and market exclusivity
may prolong the monopoly protection period for the originator companies after the patent has expired,
or grant exclusivity where there is no (or weak) patent protection. During the data exclusivity period,
generic manufacturers may not refer to the marketing authorization data when seeking to register
their generic medicines. Impact studies confirm that data and market exclusivity have a direct impact
on medicines prices.* Moreover, instead of spurring innovation, long periods of exclusivity may block
innovation as they prohibit incremental innovation by competitors.

For example, for biologic medicines, the EU currently has eight years of data exclusivity plus two
years of market exclusivity plus one extra year for new indications (8+2+1 years — total 11 years).
The U.S. has four years of data exclusivity and eight years of marketing exclusivity for biologics (4+8
years — total of 12 years). In the area of biologic medicines, competition provided by biosimilars —
generic versions of biologics - is even more crucial than for ‘traditional” medicines. Biologics are
expensive and prices far exceed the most costly classic small molecule medicines — on average 20
times more.*® In 2014, biologic medicines accounted for 27% of the pharmaceutical sales in Europe
and their percentage of the pharmaceutical drug market is expanding.*” Biosimilar market entry
generally results in significant cost savings as biosimilars are on average 30% lower in price.*?
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Should the EU and U.S. decide to harmonise exclusivity periods for biologics, this may lead to one
additional year of exclusivity in the EU. Given the high price tag of new biologics, any extra year of
monopoly will result in huge extra costs for societies.

Even if TTIP would only confirm the current EU and U.S. levels of data and market exclusivity, this
would lock in existing terms for both the U.S. and EU for the future. This is unacceptable at a time
when EU Member States have explicitly asked the European Commission to revisit patent and
market/data exclusivity rules due to serious concerns regarding their impact on innovation and
affordable access.*® Meanwhile in the U.S., bipartisan legislation has been introduced to reduce the
exclusivity period for biologics from 12 years to seven,” and the White House repeatedly has
proposed reducing the period to seven years in its annual budget. Any agreement to extend or lock in
current levels of data exclusivity protection in the EU and U.S. in TTIP would make it harder to
address this issue in the future in order to manage the unsustainable industry pricing of medicines.

. M Health Acti / - Commons 7
pUBLICCITIZEN [BRl!isath Acton




To extend their monopoly protection on pharmaceuticals, the pharmaceutical industry uses a mix of
strategies. In addition to patents and other exclusivities, corporations use trade secret protection and
confidential commercial information (CCl) classifications to justify secrecy on data relating to the
safety, efficacy, manufacturing and development of medicines. We are concerned that any increase
of the protection of such information through TTIP may have a chilling effect on future disclosures by
the European Medicines Agency and national medicines agencies out of fear of being sued. Access
to this information protects our health — any proposal that may further limit such public scrutiny should
be a non-starter.

At a time when the competition authorities and EU Member States are questioning whether current
monopoly protections on medicines provide the appropriate incentives, companies should not be
provided with another way to avoid sharing the results of pharmaceutical research.

Benefits of data sharing

Access to medicines safety and efficacy data for researchers, doctors and patients is critical to
protecting patient safety. Incomplete knowledge of a medicine’s safety profile can lead to use by
patients for whom the risk is too high. Many adverse drug reactions, including deaths, can be avoided
when the public knows about the undisclosed effects of these medicines. Data secrecy also raises
concerns from an ethical perspective, because the clinical trial participants have undertaken risks to
make a contribution to improving medical knowledge.®'

Currently more than half of all clinical trials are never fully published.*? Scientific knowledge about the
safety and efficacy of these medicines is lost forever. The good news is that in the EU there have
been important developments towards increased transparency of this data. The 2014 EU Clinical
Trials Regulation requires mandatory ftrial registration, the proactive publication of trial summary
results for all trials and the publication of clinical study reports submitted for marketing authorisation.
Notably, the Regulation states that clinical trial data in general should not be considered commercially
confidential information.® Data redaction on the grounds of commercial confidentiality is to be
understood as an exception, which, by no means, can apply whenever there is an overriding public
interest in disclosure.* The United States is making modest progress as well.

Companies invoke trade secrets to justify data secrecy

In spite of all the evidence of the public health benefits of access to medicines safety and efficacy
data, the pharmaceutical industry continues to argue that disclosure of information relating to the
safety, efficacy and development of their medicines poses a risk to innovation, because it gives
competitors access to companies’ alleged trade secrets and proprietary information.>®

Health Action International, Public Citizen and Commons Network are concerned that TTIP would
strengthen pharmaceutical industry claims that this public interest data should be considered trade
secrets and/or CCI. Trade secrets and CCl may feature in TTIP chapters on regulatory cooperation in
the area of pharmaceuticals as well as in the intellectual property chapter. The EU seems ambitious
in its position paper on pharmaceuticals and identifies protection of CCIl as a cross-cutting issue,
stating that “TTIP could entail legal provisions allowing the exchange of confidential information in the
horizontal chapter as well specific confidentiality provisions in the pharmaceuticals annex. 6
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i) Trade secrets protection

An industry coalition has lobbied the EU and U.S. governments to harmonise trade secret protection
domestically.>” Uniform trade secrets standards within the EU and U.S. may make it easier to include
a broader and more substantive provision in TTIP. We are concerned that this will strengthen the
pharmaceutical industry in their attempts to use trade secret protection as a justification for not
releasing important data about the safety and efficacy of medicines.

European Commission position paper on IP°*:
*  “Once harmonized in the EU, trade secrets protection will be discussed in TTIP in the IP chapter.”

U.S. in TPP:
* TPP includes a provision on trade secrets prote(:tion.59

Pharma company submissions:

American Chamber of Commerce (AmCham) EU:
*  “A commitment to strengthen and better harmonise protections for trade secrets both within the EU and U.S.
and in third countries."(p.33)60
PhRMA:
* ‘“urge the US government to engage with the EU in every available venue to resolve this issue [EMA practice of
disclosure of clinical trial data].”(p. 12)61

The EU has recently harmonized trade secret protection through the new EU Trade Secrets Directive.
This paves the way for the EU to discuss trade secrets as part of TTIP. The new Directive’s broad
definition of what constitutes a “trade secret’® and its lack of clarity on exceptions to unlawful use or
disclosure create legal uncertainty.

Although the EU Trade Secrets Directive states that it will not affect the application of public
disclosure obligations by the EMA and EU Member States’ national medicines agencies, the
implications of this provision in practice remain uncertain. Agencies may take a safe course of action
in their interpretation of what constitutes commercially confidential information and become less
inclined to disclose information — such as clinical trial data — that is in the public interest. Trade secret
protection has long been a recurring argument by the pharmaceutical industry to justify data secrecy.
In fact, the trade secrets argument was used recently by the company sponsoring the clinical trial in
France where one person died and others were injured.®®

In the U.S., trade secrets are primarily governed by state law, but norms for trade secret protection
are perhaps more consistent and widespread in the U.S. than they were in the EU before
harmonisation.** Some pharmaceutical information related to development or manufacturing
processes may qualify for trade secret protection. But clinical trial data, in at least some
circumstances, does not qualify.®® Like the EU, the U.S. has recently established a uniform standard
for trade secret misappropriation at the federal level through the “Defend Trade Secrets Act”.%®
Opponents of the act have stated that it may have ancillary negative impacts on access to
information.

The legal uncertainty and overly broad protection that the U.S. and EU trade secrets legislation will
bring is unacceptable since it runs the risk of restricting access to crucial data about the safety and
efficacy of the medicines we take. This uncertainty and blurring the line of what is a trade secret and
commercially confidential information may have a chilling effect on medicines regulators, who may be
less inclined to disclose information on medicines safety and efficacy out of fear of being sued.

It is therefore important that trade secret protection does not become harmonised across the Atlantic
through TTIP. Any negative consequences that may arise from such harmonised trade secret
protection will then be difficult to repeal through democratic processes. At a minimum, biomedical
research data, and particularly clinical trial and pharmacovigilance data, must be excluded from any
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definition of what constitutes a trade secret or commercially confidential information in TTIP, or must
be explicitly excluded from the standard.

i) Protection of information shared between regulators

European Commission proposal annex medicinal products (May 2016)b7

* “Article 8.1 - Parties shall ensure that their competent authorities are allowed to exchange relevant regulatory
information, including confidential and trade secret information related to the authorization and supervision of
medicinal products;

* Article 8.3 — A Party shall not publicly disclose confidential information of commercial, technical or scientific
nature, including trade secrets, which is not in the public domain, and which it has received from the other Party,
if and in so far as that information is protected under its applicable legislation on access to information or access
to documents.”

Pharma company submissions:

PhRMA:
* ‘“Include provisions that allow for protection of commercially confidential information exchanged between EU
regulators and the U.S. Food and Drug Administration (FDA).” 68
BIO:

*  “ensure non-disclosure of all commercial confidential information.”®®

The European Medicines Agency and the U.S. Food and Drug Administration have had confidentiality
arrangements between them in place since 2003, allowing for the exchange of confidential
information as part of their regulatory and scientific processes. The current confidentiality agreement
was signed in 2010 and is now effective for an indefinite period.”” The FDA also has several bilateral
confidentiality agreements in place regarding information sharing with different EU Member States’
medicines regulatory agencies.”’ It seems that the EU and U.S. are now seeking to codify these
confidentiality obligations in TTIP.

The May 2016 EU proposal for an annex on medicinal products mentions how information exchanged
will be protected to the extent applicable under its Access to Documents legislation. This sounds
reasonable, but the EU Access to Documents Regulation," Article 4(1) identifies “the protection of
public interests as regards international relations” as one of the exceptions under which access to a
document shall be refused. The European Commission has confirmed that under the current
confidentiality agreements, the EMA — in case of a request of access to information obtained from the
FDA — assesses on a case by case basis whether this exception applies. After this assessment by
the EMA, the information is shared with the FDA for review and agreement on whether this
information can be released to the requester, and if so, whether further redaction of information at the
request of the FDA is needed.”” It seems that under this article in the EU Access to Documents
Regulation, in principle, the FDA will have the last say in marking information shared as CCI. It
therefore works as a de facto safe harbour for information provided by the FDA to the EMA.

The same process applies when the FDA receives a Freedom of Information Act (FOIA) request for
information shared by the EMA with the FDA. When the FDA makes reference to any non-public
information shared by the EMA under the FDA’s confidentiality commitments, it must stipulate in the
review that the information was shared under FDA’s confidentiality commitments so that future
readers know the source of information is confidential.”®

The EU and U.S. are now seeking to codify this information sharing including confidentiality
obligations in TTIP. In principle, increased information sharing between the FDA and EMA and EU
Member States regulatory agencies is a good thing. However, only if it is ensured that information
relating to the safety and efficacy of the medicines we take would not be covered by the
confidentiality obligation that covers information exchanged between regulators in TTIP. This includes

" The assessment of access to documents regulations in place governing EU Member State level regulatory agencies is
beyond the scope of this paper.
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not only safety and efficacy data submitted by the relevant company, but also the FDA or EMA’s risk
assessment of adverse drug reactions reported after a medicine has been introduced on the market
and the analysis of the safety and efficacy data, in the context of an application for marketing
authorisation.

Given this risk, the EU and U.S., when discussing information exchange between medicines
regulators across the Atlantic in TTIP, should ensure:

* that information shared between EU/U.S. regulators, even if marked commercial confidential,
can always be released if there is an overriding public interest in disclosure and that the
relevant medicines agency makes this assessment on a case-by-case basis for each third-
party information request. This is to prevent the creation of a safe harbour for protection of
information as CCI that could be relevant for the public assessment of the safety and efficacy
of the medicines we take.

* that EU/U.S. regulators will always request all data needed for a comprehensive assessment
of marketing authorization directly from the relevant company, even if the data has already
been obtained from other sources. This is needed to ensure that such information remains, in
principle, available for public access under existing EU/U.S. regulations governing access to
medicines safety and efficacy information and does not fall under the safe harbour of
EMA/FDA information exchange.
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The freedom of EU Member States and the U.S. to tailor their pricing and reimbursement policies to
contain costs of pharmaceutical expenditure may be jeopardized under TTIP. TTIP could offer the
pharmaceutical industry a bigger say in governments’ decisions on pricing and reimbursement. It
could weaken the negotiating power of governments to make medicines affordable for patients by
imposing cumbersome procedural requirements on public authorities that attempt to enact cost-
containment measures.”

EU and U.S.:

» The U.S. and EU have a track record of negotiating provisions that can affect the freedom of governments to
tailor pricing and reimbursement policies to meet public health needs. The U.S. has negotiated a so-called
“Transparency Annex” in its trade negotiations with South Korea and in the Trans-Pacific Partnership (TPP). The
EU has also negotiated a “Pharmaceutical Annex” in its free trade agreements with South Korea and Singapore.
When comparing the text of previous annexes negotiated by the EU and U.S. with South Korea, the similarity of
the provisions is striking.

European Commission May 2016 proposal annex medicinal products:
* nothing in TTIP “shall affect the powers of the competent authorities either as regards the setting of prices of
medicinal products or their inclusion in the scope of national health insurance scheme, on the basis of health,
economic and social conditions.””

Pharma company submissions:

EFPIA"®

e TTIP can help promote fair, predictable and transparent policies on pricing and reimbursement processes. A
pharmaceutical annex in TTIP [...] could promote principles around transparency in pricing and reimbursement
processes, and reflect the value new medicines can bring to patients, healthcare systems, and society.

BIO"":

* “provide that during the patent term or term of regulatory [data] exclusivity [...], the government price for that
product should be based on the value of that product and never be set by references to prices for generic
products.”(p.7)

*  “require that the final reimbursement notice should advice the applicant of its rights and the relevant timelines for
seeking an independent review of the reimbursement decision.”(p.8)

PhRMA’®:

*  “recognize that prices of medicines should be based on a variety of criteria that reflect such considerations as
benefits to patients [...]."(p.5)

* “consistent with [...] the EU-Korea free trade agreement clarify that the obligation to address substantive
comments in writing and explain and substantive revisions made to proposed regulations should be completed
before the proposed regulations are adopted.”(p.7)

* ‘“include [...] of the EU-Korea free trade agreement requiring that the final reimbursement notice should advise the
applicant its rights and the relevant timelines for seeking an independent review of the reimbursement
decision.”(p.7)

We welcome the EU commitment not to include provisions that may affect EU Member States’ pricing
and reimbursement decisions. However, the EU and U.S. have negotiated harmful provisions in so-
called pharmaceutical/transparency annexes in the past. Moreover, the U.S. has indicated in public
forums and private meetings that it may be obligated to pursue a review of EU pharmaceutical pricing
rules through the TTIP negotiations. Pharmaceutical industry comments to the U.S. Trade
Representative and the European Commission indicate a strong interest in challenging European
pricing rules.

Moreover, some provisions, which at first glance only deal with transparency or procedure of pricing
and reimbursement proceedings, may have an impact on the ability of governments to tailor domestic
pricing and reimbursement policies. This gives rise to concern about whether the EU will be able to
uphold its commitment throughout the course of the negotiations.
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Importance of effective pricing and reimbursement policies

In the EU, Member States have the exclusive competence to negotiate the price and determine the
extent of reimbursement of (new) medicines.”” EU Member States can and should use their
competence to negotiate a price and design a reimbursement scheme that best meets their citizens’
public health needs. Small differences in how pricing and reimbursement policies are organised at a
national level may have considerable impacts on cost containment for pharmaceuticals and on health
budgets overall.

Germany has, for example, recently changed its reimbursement policy (2011) in order to take into
account the cost/benefit compared to existing treatments before treatments can be successfully
reimbursed.® By only reimbursing medicines that actually offer a meaningful improvement over
existing treatment options with respect to outcomes for patients, costs can be kept lower and
pharmaceutical manufacturer pricing behaviour can be moderated.

Key concerns of a pharmaceutical/transparency annex in TTIP
A. Conditions for price setting and reimbursement decisions

In previous trade agreements, the EU and the U.S. have included principles that prescribe what
elements governments should take into account in medicines pricing and reimbursement decisions.
For example, both proposed a principle stating that, when taking pricing and reimbursement
decisions, governments should take into account the value of the patent on the medicine.®’

This principle seems to assume that newly patented medicines have an inherent value for public
health, which is not always the case.®* Whilst a small number of new medicines have changed
disease prognosis and patient outcomes, the vast majority of new drugs (between 70-95%) are “me-
toos” that offer no improvement over existing treatment options.® If adopted, such a principle could,
for example, damage Germany’s recent policy where it takes into account the cost/benefit compared
to existing treatments before treatments can be successfully reimbursed regardless of the patent
status of the product.®*

B. Conditions on transparency in decision-making process

A second type of provision that the EU and U.S. have negotiated in previous trade deals focus on
“the transparency of the decision-making process on pricing, reimbursement and pharmaceutical
policy”.2° Of course, transparency of pricing and reimbursement processes is, in principle, desirable in
order to increase accountability. Yet, the EU and U.S. have previously negotiated that pharmaceutical
companies and other stakeholders should have “reasonable opportunities to comment on any
proposed rules on any matter related to the pricing, reimbursement or regulation of pharmaceutical
products or medical devices.” We are concerned that transparency, from this perspective, means
corporations could have more opportunities to attempt to influence the outcomes of agency
deliberations.

Corporations may argue that for every (however minor) step in the regulatory decision-making
process — whether on pricing, reimbursement or any other regulation relating to pharmaceuticals —
the European Medicines Agency (EMA), the U.S. Food and Drug Administration (FDA) or relevant
agency in an EU Member State is obligated to allow third parties to comment.

Implementing such a practice may raise transaction costs of these (most often public) bodies. More
worrying is that by requiring public consultation for every (however minor) step in the decision making
process, pharmaceutical companies obtain many opportunities to put pressure on the relevant
decision making bodies. This would increase the risk of further politicizing the process of approval
and reimbursement of medicines: a largely technical process that is based on public criteria and
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guidelines developed through public consultation. In particular, this may facilitate pharmaceutical
industry-sponsored lobbying by patient groups or individual patients.

The risk of industry using their influence to politicize these processes is not hypothetical. In 2013, a
leaked memo from the European Federation of Pharmaceutical Industries and Associations (EFPIA)
showed their strategy of mobilizing patient groups to lobby against increased transparency of clinical
trial data.®® This is especially worrying because many patient groups receive funding from the
pharmaceutical industry.87 Also in 2013, in Belgium, pharmaceutical company Alexion hired a public
relations company to convince a young patient to lobby the Belgium government for access to a
highly priced medicine, Soliris, produced by Alexion for his rare kidney disease.®®

C. Appeal procedure

Another type of provision featured in previously negotiated EU and U.S. trade agreements is “the
obligation for governments to make available ‘a judicial, quasi-judicial or administrative tribunal or
other independent review process that can be invoked by anyone directly affected by a pricing or
reimbursement decision”®* The introduction of a formal appeal or review mechanism could help
pharmaceutical companies, for example, to overturn pricing and reimbursement decisions.

Moreover, the heavily criticised dispute settlement mechanism (investor-to-state dispute settlement
(ISDS) or the newly proposed Investment Court System (ICS)) which may be included in TTIP would
give such a tribunal very strong teeth. Using investor to state arbitration, pharmaceutical companies
could sue any EU Member State/the US, arguing that the government’s measures damage their
investments.® This could include price controls, reimbursement decisions, marketing approvals and
pharmacovigilance decisions, or stricter patentability standards.

Such an appeal procedure, depending on how it is implemented, increases the risk of undermining
the scientific rigour exercised by expert regulatory agencies, such as the EMA or FDA, by allowing
their decisions to be reviewed by lesser expert bodies.”’ Combined with increased transparency
obligations to consult with stakeholders in every step of the decision-making process — this creates
many consultation moments that, if comments are not taken into account by the regulatory agency,
could subsequently be appealed by industry. The existence of such an appeals mechanism could
have a chilling effect on medicines agencies decision-making processes.*?

Conclusion

These provisions and examples demonstrate how a pharmaceutical annex could constrain EU
Member States/U.S. to tailor their pricing and reimbursement policies to contain costs of
pharmaceutical expenditure. Even if provisions only seem to deal with transparency of proceedings or
procedural issues, they could have a chilling effect on the possibility of adopting measures necessary
to protect public health and ensure affordable access to medicines out of fear for costly legal battles.
If adopted, provisions such as the appeal procedure combined with the increased opportunities to
comment could be used by pharmaceutical companies to challenge pricing and reimbursement
decisions.

i Health Acti & C 14
cEpusLicomizeN BEIERASE



European Commission May 2016 proposal annex medicinal products:”

“Article 9 | Regulatory cooperation between the Parties [NB: this Article may need to be adjusted as discussions on the
Regulatory Cooperation Chapter proceed]

1. A Working Group for the regulatory cooperation on medicinal products between the Parties shall be established. The EU
shall be represented in the Working Group by the European Commission with the support of the European Medicines
Agency. The US shall be represented by the U.S. Food and Drug Administration and the U.S. Department of Agriculture.

2. The Working Group shall monitor the implementation of the provisions of this Chapter and support and further develop
existing and future bilateral regulatory cooperation between the competent authorities. [...]”

EU/U.S. proposed working groups for ongoing bilateral coordination on pricing and reimbursement
decisions (Working Group for the regulatory cooperation on medicinal products) to be established
under TTIP would have the ability to influence domestic medicines and IP policy. A complex
institutional infrastructure for ongoing regulatory cooperation, in the context of a trade agreement,
inevitably leads to more possibilities for industry to influence national pharmaceutical policies.

The recently leaked text has confirmed widely held concerns that the Regulatory Cooperation chapter
poses a major threat to health, safety, environmental, labor, consumer, civil and political rights, and
other regulatory protections. The U.S. proposals in the Regulatory Cooperation chapter seek to
export many of the worst features of U.S. rulemaking. If the United States succeeds in its project,
large corporations, including pharmaceutical companies, would gain enormous power to block, slow,
undermine and repeal European regulations.*

Taken in their entirety, the U.S. Regulatory Cooperation proposals are affirmatively hostile to the
precautionary principle. The precautionary principle counsels taking protective action in the face of
uncertainty. But the U.S. cost-benefit standards, demands for consideration of alternative regulatory
approaches and expansive analytic requirements counsel for inaction in the face of uncertainty.
Moreover, U.S.-style cost-benefit analysis places a premium on industry-provided cost estimates
while  effectively discounting benefits from action to prevent possible harm.%

The EU, in its May 2016 proposal for an annex on medicinal products, includes the proposal to
establish a working group for regulatory cooperation on medicinal products with a reference to the
TTIP Regulatory Cooperation chapter. Even though there is some more information on the modus
operandi of this working group in this proposal, it does not sufficiently deal with the key concerns
expressed about including regulatory cooperation in TTIP*® and such a working group would
potentially create an additional avenue for pharmaceutical companies to influence, slow and
undermine European medicines regulations.
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6. TTIP’s global standard will harm developing countries

European Commission position on IP:
*  “point f: Cooperation with regards to multilateral and third-country IP issues.””’

Pharma company submission:

EFPIA*®
* Joint commitment to existing high-level standards of IP protection and enforcement and establishment of joint
high-level IP principles to be used as a point of reference in future bilateral and multilateral fora.

BIO™:

* “The establishment of harmonized U.S. and EU approaches to these issues [patentability standards] will be
meaningful in the development of more clearly applied standards on a global level.”(p. 10)

One of the objectives of TTIP is to set “global standards”. The implications of this for third countries —
especially lower and middle-income countries (LMICs) — are significant. The mutual obligations
created in TTIP would be exported to third countries where resources are more constrained. This can
happen through other trade agreements but also by bilateral pressure, for example through the EU
priority country list'® or the U.S. Trade Representative (USTR) 301 Watch list."" The EU and the
U.S. also use technical assistance programs as a way to export their IP standards, even to least
developed countries (LDCs), which are not obliged by WTO law (Agreement on Trade-Related
Aspects of Intellectual Property Rights [TRIPS]) to implement those standards. This exception for
LDCs exists specifically because excessive IP protection levels can create serious barriers to access
to medicines and undermine technological development and emerging industries.'"

The consequences of the proposals on the TTIP table discussed in this paper — less transparency on
the benefits and harms of medicines, longer monopolies, and pressure on pricing policies — are
extremely harmful for LMICs. Most LMICs have fewer institutions to counterbalance strong IP rules
and mitigate the impact of higher prices, such as health insurance and strong competition laws. Here,
the increased power of large corporations will put an even greater burden on public health systems
and citizens.
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TTIP would reinforce the monopoly power of pharmaceutical corporations and potentially their ability
to withhold information on medicine safety and efficacy, while reining in the freedom of national
governments to tailor decisions on pricing and reimbursement to ensure affordability and revise
current intellectual property protection terms. TTIP could therefore impede change towards medicine
affordability, needs-driven innovation and alternative incentive structures.

We have a historic opportunity to advance biomedical innovation and affordable access at the same
time, through the use of proven and emerging policy solutions. TTIP would entrench the failed models
of the past, which have produced limited medical breakthroughs while rationing access to care
through excessive pricing.

Health Action International, Commons Network and Public Citizen believe that secretive “trade”
negotiations are absolutely unacceptable forums for devising binding rules that change national non-
trade laws including on intellectual property and medicines regulation. If TTIP negotiations continue,
we recommend the following:

» The TTIP Intellectual Property chapter:
TTIP should not include an Intellectual Property chapter: We fear that the outcome would be an
agreement that inflicts the worst of both regimes’ rules on the other party and would freeze legislative
progress toward a better model. If an Intellectual Property chapter were included in TTIP it:
* should not regulate the standards, or entrench established practices, for granting patents on
pharmaceuticals, in particular on secondary patenting and other patentability standards.
* should not strengthen or entrench the terms and scope of data or marketing exclusivity on
pharmaceuticals, especially in the area of biologics.
* should not include trade secret protection.
* should not allow data in the public interest - and in particular information related to safety,
efficacy and development of medicines - to be protected as “trade secrets”.

» A ‘Medicinal Products’ or ‘Transparency’ Annex in TTIP:

* should not include any principles suggesting or prescribing what elements governments
should take into account in medicines pricing and reimbursement decisions.

* should not, in the name of enhanced transparency, provide for rights for stakeholders in
addition to consultation processes already in place to comment and put pressure on
medicines regulatory agencies’ decision making processes regarding pricing and
reimbursement.

* should not provide for obligations in addition to review processes already in place for
medicines regulatory agencies to make available a (judicial or quasi-judicial) review process
that can be invoked by anyone directly affected by a pricing or reimbursement decision.

* if a dispute settlement mechanism like ISDS or ICS is included in TTIP, it should at a
minimum explicitly exclude this annex from the scope of application of application of such
mechanism.

* the EU and U.S. - if including provisions to facilitate information exchange between medicines
regulators across the Atlantic - need to:

o ensure that access to information shared between EU/U.S. regulators — even if
marked commercially confidential — can always be requested if there is an overriding
public interest in disclosure.

o ensure that EU/U.S. regulators will always request all data needed for a
comprehensive assessment of marketing authorisation directly from the relevant
company, even if the data has already been obtained from other sources, including the
FDA.
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» Cross-Cutting issues:
* TTIP should exclude any investor dispute settlement mechanism like ISDS or ICS.
* any provisions on regulatory cooperation in TTIP should explicitly protect the EU’s exercise of
the precautionary principle.

» TTIP as a Global Standard
The EU and U.S. should ensure TTIP standards:
* are not instrumentalised to impose EU and U.S. standards of pharmaceutical-related patent
protection and related exclusivities on third countries.
* support governments that use available legal measures, including safeguards and flexibilities
in the Agreement on Trade-Related aspects of Intellectual Property Rights (TRIPS), to protect
and promote public health.

> Positive Agenda: Promote needs-driven R&D and affordable access

Instead of re-affirming the current unsustainable biomedical innovation model, the EU & U.S. should
explore and encourage the development of alternatives to a patent-based system needed to stimulate
therapeutically valuable innovation.

In particular, the EU and U.S. should:

* recognize the limits of intellectual property protection as a driver of biomedical innovation.

* ensure that innovation and biomedical knowledge, derived in whole or in part from publicly-
funded health R&D, results in medical products that are appropriate, affordable and
accessible at prices that reflect the public contribution.

* ensure that publicly-funded research results are made publicly available, including by enabling
knowledge sharing through intellectual property management that allows for open data and
equitable licensing.

* further explore and implement alternative incentive models for biomedical innovation that
incorporate the principle of ‘delinking’ R&D costs from end product prices.
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