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Trading Away Health

How the U.S.’s Intellectual Property Demands for the Trans-Pacific Partnership
Agreement Threaten Access to Medicines

Encompassing eleven countries and slated for further expansion across the Asia Pacific region, the

Trans-Pacific Partnership Agreement (TPP) is a regional trade agreement thatwilld 8 SG G KS &G+ y RI |
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The TPP negotiations are being conducted in secret, but leaked drafts? of the U.S. negotiating positions
show that the U.S. is demanding aggressive intellectual property (IP) provisions that would roll back
public health safeguards enshrined in international trade law in favor of offering enhanced patent and
data protections to pharmaceutical companies, making it harder to gain access to affordable generic
drugs and hindering needed innovation.

If the U.S.’s demands are accepted, the TPP agreement will impose new IP rules that could severely
restrict access to affordable, life-saving medicines for millions of people. Billed by President Obama
as “a model not just for countries in the Pacific region, but for the world generally,” the TPP will set a
damaging precedent with serious implications for developing countries where MSF works, and
beyond.

| TF2NRIF0fS aSRAOAYSa +AdGlf G2 a{CQ

Doctors Without Borders/Médecins Sans
Frontieres (MSF) is an international,
independent, medical humanitarian
organization that delivers emergency aid to
people affected by armed conflict, epidemics,
natural disasters and exclusion from
healthcare in nearly 70 countries. MSF began
providing antiretroviral (ARV) treatment for
HIV/AIDS in 2000, and now treats 222,000
people in HIV/AIDS projects in 23 countries.

More than 80% of the AIDS drugs that MSF
uses worldwide are generics from India.

MSF routinely also relies on generic drugs to © Sven Torrfin 2011
treat TB, malaria, and a wide range of \jqre than 80% of HIV/AIDS drugs purchased to treat patients
infectious diseases. in developing countries are generics produced in India.
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currently negotiating the TPP. Furthermore, as the final text of the TPP is likely to become a precedent
for future trade agreements and IP negotiations, MSF is concerned that these restrictive IP policies,
1Yy26y | &) dzé & LrkINER HS imdoked on additional developing countries, including where
MSF works, affecting access to medicines for millions of patients.



TPP Slated to Expand Across Asia Pacific Region

The agreement imposes the same standards on all countries, regardless of economic development

TPP Negotiating Countries: 2011 GDP Per Capita’ & Date Joined TPP
. TPP Countries

Note: Japan? and the Philippines? have expressed interest in joining. United States Trade
Representative Ron Kirk has indicated the U.S!s desire for China® to join, and said the US
"will seek with current and future TPP nations to shape a platform with the scope, coverage,
and standards to successfully integrate the Asia-Pacific economies."
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Closed-Door Negotiations with Far-Reaching Impacts

MSF opposes the secrecy under which the TPP TPP Negotiating Rounds
negotiations are being conducted, which forces MSF, Next:Round 14: Leesburg, VA, Sep 6-15, 2012

civil society and other interested stakeholders to rely on Previous

a6t SIF{SR GSEG&aé¢ G2 S@Ft dz Round13:San Diego, CA, Jul 2-10, 2012 y
that will affect more than half a billion people in at least ~ Round 12: Dallas, TX, May 8-18, 2012

11 countries, and potentially many more. The closed-  Round 11:Melbourne, Mar 2-9, 2012

Round 10: Kuala Lumpur, Dec 5-9, 2011

door nature of the TPP negotiations has also come X
Round 9: Lima, Oct 22-29, 2011

under intense criticism fr.om some members of the U.S. Round 8: Chicago, Sep 615, 2011
Congress (see Appendix Bas Xvell as public health Round 7: Ho Chi Minh City, Jun 15-24, 2011
advocates and consumer groups,” who have asked the Round 6: Singapore, Mar 24-Apr 1, 2011
U.S. Administration to increase transparency and allow Round 5: Santiago, Feb 14-18, 2011

public scrutiny by making negotiating positions and texts Round 4: Auckland, Dec 6-10, 2010

public. As it stands, only the final agreed-upon text will Round 3: Brunei, Oct 4-9, 2010

be made publicly available ¢ after it is too late to Round 2: San Francisco, CA, Jun 14-18, 2010
evaluate the public health impact or modify egregious Round 1: Melbourne, Mar 15-19, 2010
provisions.

The norms that emerge from these negotiations are expected to serve as a baseline for future trade
agreements, potentially impacting a much wider group of countries. Yet unlike in negotiations under the
auspices of the World Health Organization (WHO), World Trade Organization (WTO) or World
Intellectual Property Organization (WIPQO), the TPP process does not allow public scrutiny of the specific
provisions being negotiated. Meanwhile, more than 600 corporate representatives on government
advisory boards do have full access to the U.S. negotiating positions.”
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Most Egregious U.S. Demands Affecting Access to Medicines

According to leaked drafts of the negotiating texts, the U.S. is demanding aggressive intellectual
property provisionsT so-called & ¢ w-LJt {lpdoeisionst that, if accepted, would directly undermine
public health safeguards available in international law, making it harder for TPP countries to gain access
to price-lowering generic competition.

Some of the specific TRIPS-plus IP provisions that the U.S. is demanding:

1 Make it impossible to challenge the validity of a patent before it is granted

1 Lower the requirements for patentability, so that minor alterations of existing medicines can be
given additional protected monopoly status, even if the alteration offers no therapeutic benefit

Require the patenting of diagnostic, therapeutic and surgical methods

Lengthen patent monopolies for pharmaceutical firms so that they keep generics out and prop up
drug prices for longer periods of time

Make it harder for generic manufacturers to obtain regulatory approval for their drugs
Create additional monopolies based on clinical data

1 Impose new forms of IP enforcement that give customs officials excessive powers to impound
legitimate generic medicines

1 Impose higher prices on national pharmaceutical reimbursement programs

Allow pharmaceutical companies to sue governments and limit 32 @S NJ/ Yakilifias &oQ
effectively set prices for medicines and legislate in the interest of public health

By insisting on the inclusion of these provisions, the U.S. is turning its back on existing commitments to
preserve public health safeguards in trade agreements with developing countries, including a bipartisan
congressional agreement and numerous multilateral agreements under the auspices of the United
Nations, World Trade Organization (WTO) and World Health Organization (WHO).

Furthermore, tK S ! Hafdfh&)I® demands threaten the sustainability of the very global health
programs it supports, including U.S. President's Emergency Plan for AIDS Relief (PEPFAR) and the Global
Fund to Fight AIDS, Tuberculosis and Malaria, which rely heavily on availability and affordability of
generic medicines.

MSF Recommendations

9  Withdraw TRIPS-plus requests: The U.S. should not seek to impose TRIPS-plus provisions (i.e.,
broader scope of patentability, limits on patent oppositions, new forms of enforcement, data
exclusivity, patent extensions, and patent linkage) on TPP countries. At a minimum, the U.S.
government should not walk away from bipartisan public health protections established in the May
10, 2007 New Trade Policy agreement.

9 Increase transparency: The TPP is being negotiated in secret. Trade agreement negotiations that
affect public health must be conducted with adequate levels of transparency and public scrutiny,
both with respect to the actual negotiating texts under discussion and the relevant negotiating
positions and demands of each country.

I Recognize previous commitments to access to medicines and innovation: The U.S. should ensure
that the final text of the TPP agreement is aligned with U.S. global health priorities and specifically
mentions and honors the commitments made in the 2001 WTO Doha Declaration on TRIPS and
Public Health, the 2008 WHO Global Strategy and Plan of Action on Public Health, Innovation, and
Intellectual Property, and 1 K S bwh {Vidy 022007 New Trade Policy, a bipartisan agreement to
include important global public health safeguards in trade agreements with developing countries.
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Generic Competition as a Catalyst for Access to Medicines

In the field of health, generic competition saves lives. Monopolies enforced by patents and other
intellectual property regimes keep the price of medicines out of the reach for many patients, especially

in the developing world.

The price of HIV treatment has fallen by roughly 99 percent over the last ten yearsT from over
USS$10,000 for one year's treatment in 2000, to less than $150 per person per year today, thanks to
generic production in India, Brazil, and Thailand, where these drugs were not patented. This dramatic
price drop has been instrumental in helping scale up HIV/AIDS treatment for more than eight million®

people in developing countries.

Generic Competition Drops HIV Drug Pricing by 99 Percent —— originator products
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12000 —
10000 —|
Lowest Originator $727
§ 8000
i Lowest Originator $727
-ﬁ 6000 — ol
5 Lowest Originator $555
o
o
Q4000 —
2000 —
N - - > . . *!
0 T T T T T T T T ]
Jun 00 Mar 01 Sept 01 Jun 02 Jun 03 Dec 03 Apr 04 Jun 05 Jun 06

The price for first-line ARVs fell by 99% over ten years.
Source: MSF Untangling the Web of Antiretroviral Price ReductidhEditin, July 2012

All the major international treatment
initiatives  for  developing  countries,
including the Global Fund, PEPFAR,
UNITAID, and UNICEF, rely on affordable,
quality generic drugs as a critical
component of sustainable treatment
programs.

By 2008, more than 80% of donor-funded
purchases of ARVs for use in developing
countries were generics from India,
including 91% of those formulated for
children.” In 2010 alone, PEPFAR reported
saving $380 million through the purchase of
generic versus originator ARVs.®
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Vital Importance of Affordable Medicines

8 O O/ of Developing-Country ARVs
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ce: Waning B, Diedrichsen E & Moon S. A lifeline to treatment: the role of supplying iral medicines
coun t;e 2010. Journal of the International AIDS Society, 13:35.
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The Role Intellectual Property Plays in Blocking Access to Affordable Medicines

The TRIPS Agreement
Prior to the creation of the World Trade Organization (WTO) in 1995, countries retained the right to
shape their intellectual property laws to meet national needs; as a result, many countries did not grant

patents on pharmaceuticals, or made use of flexibilities in IP law to balance commercial and public
KSFIf K AyiSNBailtas SyadadNAy3d S8REGAREKEBIEANE SANBaK&l 2 F
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came into force:'® the Agreement on Trade Related Aspects of Intellectual Property Rights (TRIPS

Agreement). The TRIPS Agreement imposes minimum standards for protecting and enforcing IP rights,

including a 20-year minimum for patent protections,'’ and determines many of the rules that restrict or

enable access to medicines. Developing countries have since struggled to strike a balance between

protecting public health and implementing TRIPS-compliant intellectual property laws.

Patents and IP Hinder Affordability, Accessibility of Medicines

Patents keep the price of medicines high and are a barrier to accessing affordable drugs. In developing
countries, where people often pay for drugs out of their own pockets and very seldom have health
insurance, the high price of medicines becomes a

question of life and death. Patented Unpatented medicines, or medicines
medicines with expired or invalidated patents

When patent barriers are removed, competition
between manufacturers enables production of
more affordable generic versions of medicines.
The impact can be tremendous: competition

helped to reduce the price of first-line HIV/AIDS Monopoly Competitive
drugs by 99 percent over the last decade. market market

Doha Declaration Affirms TRIPS Flexibilities to Protect Public Health

When the damaging impact of the TRIPS Agreement on public health started to become evident, WTO

member states, including the U.S., signed the 2001 Doha Declaration on TRIPS and Public Health,"

reaffirming the primacy of public health over trade and confirming that the TRIPS Agreement can and

daK2dzf R 6S AYLX SYSYGSR Ay I YIFIYYSN adzLILR2 NI A GBS 2F 2
for all. The flexibilities allowed under TRIPS are recognized as important public policy and legal tools in

the efforts to protect public health, and even wealthy nations like the U.S. have utilized these provisions.

“TRIPS-Plus” Provisions Roll Back Public Health Safeguards

However, over the last decade, many developing countries have come under pressure in trade

negotiatiz Y& (2 AYLI SYSyYyi(d (2dzZ3KENIdzEE NMP BAIAIYRIY SKAROF
monopolies, create new monopolies and preclude the use of flexibilities to protect public health.

The U.S. and the E.U. both have large pharmaceutical industries lobbying for stricter IP regulations, and
these interests tip the balance away from public health protections. Furthermore, these provisions
actually work to counter the efforts of global health programs, including those supported by the U.S.
government and other TPP negotiating parties, which rely heavily on decreasing medicine prices brought
about through generic competition.
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The Impact of TRIPS-Plus Measures on Medicine Prices

In Jordan,

medicine prices increased by

20%

over five years, after TRIPS-
plus provisions were
implemented via the
US-Jordan FTA?

In Costa Rica,
public spending
on ARVs is expected
to increase by at least

50%

by 2030, due to TRIPS-plus
provisionsin the US-Central

America Free Trade
Agreement (CAFTA)?

(1) OXFAM, All Costs, No Benefits: How TRIPS-plus intellectual property rules in the US-Jordan FTA

affect access to medicines, 2007; (2) UNDP Global Commission on HIV and the Law, July 2012

Next Generation HIV Drug Pricing Remains Prohibitive

Demand for second-line
HIV treatments is growing
fast: it is estimated that

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,

Price comparisons of first-line,
second-line and possible third-line
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affordable  second-line ¢ 2000+ L 1aa

regimen is still twice as > ! ’
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recommended first-line %

regimen, and the price of g 1090 J

a third-line regimen is 2 j

more than 14 times higher 9 290" $172

than the recommended _

first-line regimen. 04 Lowest generic price
TDF/3TC/EFV*

As most second- and

third-line ARV drugs are
still broadly protected by

RAL+DRV+r+ETV

Lowest generic price
AZT/3TC+ATV/r

Regimens

Source: MSF Untangling the Web of antiretroviral Price Reductidh&ditson, July 2012

patents, further price reductions will require stronger competition via greater use of the flexibilities reiterated
under the DOHA Declaration. The TRIPS-plus provisions being pursued by the U.S. government in the TPP will
make it more difficult to pursue these needed strategies in the future.
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Lack of Medical Innovation to Meet Developing Country Needs

Stringent IP protection and enforcement norms are often justified based on the premise that they are

uniquely necessary as a means of encouraging innovation and the development of new medicines.

However, as the WHO Commission on Intellectual Property, Innovation and Public Health (CIPIH)
concludedin2006,"a F2NJ RAaSIFaSa FFFSOGAYy3I YAftA2ya 27F L322NJ
y2i I NBftSGryd FFEOG2NI 2N STFFSOGAGS Ay adGAyYdzZ | GAy3

In fact, stringent IP norms have had little to no effect in spurring innovations needed for developing
countries, and in reality have detrimental effects on innovation and access.™ In contrast, the absenceof
IP regulations has yielded positive results in innovation to meet developing country needs, for example
in allowing the development of better adapted and more appropriate medical technologies, such as
fixed-dose combinations and pediatric formulations of HIV medicines.

In April 2012, a landmark report by the Consultative Expert Working Group on Research and
Development: Financing and Coordination (CEWG), concluded that a different innovation system is
needed, including incentives mechanisms that de-link or separate the costs of research and
development from the price of products. The CEWG final recommendation is for a binding global
Research and Development Convention to secure appropriate funding, priority-setting and coordination
to promote R&D needed to address the diseases that affect developing countries, and to break the link
between the cost of R&D and the price of products.”

Today’s R&D Model Neglects Needs of the Poorest Patients

MSF is a humanitarian medical organization that needs and welcomes biomedical innovation to better treat our
patients. MSF recognizes the importance of innovation and the need to finance medical research and
development.

However, the reality is that intellectual property protection in the medical field keeps prices high and limits access
to treatment, and furthermore does not stimulate innovation for many of the diseases affecting people in
developing countries, where patients have limited purchasing power.

By seeking higher intellectual property norms in developing countries, the U.S. government is perpetuating a
failed business model that links innovation costs to high prices, and does not adequately address the
innovation needs of developing countries.

The U.S. Position Turns its Back on Previous U.S. Global Health Commitments

The leaked drafts of the U.S. negotiating positions for the TPP show that the U.S. is demanding
aggressive intellectual property provisions that, if accepted, would trample public health safeguards
enshrined in international law, in favor of offering enhanced patent and data protections to
pharmaceutical companies that make it harder for TPP nations to gain access to more affordable generic
drugs.

With these demands, the U.S. is turning its back on previous U.S. global health commitments,
including:
9 The 2001 WTO Doha Declaration reaffirming the primacy of public health over trade and confirming

that the TRIPS Agreement, to which the U.S. is a party, can and should be implemented in a manner
supportive access to medicines

9 The 2008 World Health Assembly Resolution 61.21, the Global Strategy and Plan of Action on Public
Health, Innovation and Intellectual Property, to which the U.S. agreed, which states that countries
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considering adopting or implementing more extensive intellectual property protection than required
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The May 10, 2007 New Trade Policy'® (May 10 Agreement), in which Congress and the Bush
administration reached a bipartisan agreement to include important public health safeguards in
trade agreements with developing countries.”

The 2011 UN Political Declaration on HIV/AIDS, which recognizes the role that TRIPS flexibilities can
play in increasing access to treatment, YR OF f f & 2y éndure tYiad VitdllSciud

property rights provisions in trade agreements do not undermine these existing flexibilities.£'

The May 10 Agreemey i NBLINB&ASYy (SR
AKATOG Ay ! oY stulindi fddk Boe of JBef
harshest U.S. IP demands for developing countries in

order to strike a better balance between protection of

IP and public health needs.

However, the U.S. pharmaceutical industry has
aggressively lobbied against the May 10 Agreement
being applied to the TPP negotiations. Despite concerns
from several members of Congress,” the USTR is
shifting U.S. policy away from the May 10 Agreement
and toward greater protection of IP rights for brand-
name pharmaceutical companies in the developing
world.

See Appendix A foa comparison of specific provision

between the May 10 Agreement and what the U.S.
demanding in the TPP.
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The U.S.’s TPP Position Undermines Its
Own Global Health Commitments

On the one hand, the U.S. has declared ending
the AIDS epidemic a policy goal and affirmed
its support for initiatives such as PEPFAR and
the Global Fund.

On the other hand, the Administration is
pursuing trade policies that will restrict access
to affordable life-saving drugs.

Generic  medicines  significantly  lower
treatment costs and enable more lives to be
saved. Without continued access to new and
forthcoming generic drugs, the anti-AIDS goals
that the U.S. administration is championing
will be unattainable.

F{e¢ewQa ¢tt a! 0O0Saa (2
-- Proposal Actually Restricts Generic Competition —
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In reality, the TEAM initiative falls far short of increasing access to medicines and will instead likely hinder
generic competition. TEAM relies on weak voluntary measures to ostensibly speed the introduction of
monopoly-protected pharmaceuticals in developing countries. For example, TEAM offers pharmaceutical
firms an incentive of extended monopoly protection in developing countries where they register their intent
to market their product. Theses extensions on drug monopolies would be granted using some of the TRIPS-
plus provisions further explained below: patent term extensions, patent linkage and data exclusivity.

In other words, the TEAM initiative allows monopoly-protected manufacturers to ensure that generics
remain blocked from developing countries for an extended period of time using TRIPS-plus provisions. As
severalkey YSYOSNBR 2F (KS | o{od /2y3INBaa KI@gS y2iGSR=:
GKEY & FdzNI K SINISHSEE 198 2 FABASYSNRAO YSRAOAYSE ¢

(2) http://www.ustr.gov/iwebfm_send/3059(2) http://infojustice.org/wp-content/uploads/2011/09/FowDemaocrat
Reps10192011.pdf
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Specific U.S. Demands Threatening Access to Medicines

1) Broadening the scope of patentability: the U.S. wants to make it easier to patent minor
modifications of old medicines, regardless of whether they offer any therapeutic benefits
for patients

Existing Flexibility: The TRIPS agreement includes important flexibilities for governments to decide
what type of pharmaceutical products deserve to be protected by patents in a given country. Essential
NEBIljdZA NSYSyia adzOK |a Wy2@StaeszQ Wy Sisfined 8yS
lawmakers in different countries so they

are appropriate within the context of How Does Evergreening
national circumstances (i.e., public health . ..
needs). Restrict Access to Medicines?

The TRIPS agreement allows countries to
set their own patentability standards, and
therefore developing countries like India,
Philippines and Argentina have started
defining grounds for rejecting a patent, for
instance if the pharmaceutical substance
claimed is just a new form of a known
substance.

Original Drug
20-year
patent awarded

“New Dosage”
additional
patent awarded

This flexibility is important because it
allows governments to prohibit so-called
G SHSNHBNE S ywhigh I enables
pharmaceutical companies to extend the
patent life and monopoly protection of old
drugs simply by making  minor
modifications to existing formulations or
dosages, without necessarily increasing the
therapeutic efficacy for patients, or by
identifying a new therapeutic use for an
existing medicine.

“New Formula”
additional
patent awarded

What the U.S. Wants: The U.S. is seeking
to erode this flexibility by requesting that
TPP countries introduce new rules that

{ D . 3
ould severely limit the ability of each N S
Srdming G2 AeTave sxra AffordahleGenarics Delayed

ForAexampAIe, th,e USTR’propAosaI forth,e IPP ) —— i & cti wiiere
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2N] YSGK2R 2F  dzaay Pparmageysigal  Jimss sextend - monopoly
FR2NNdA F A2y aE 2Feveny SPEOREEHQN v HOIGNREHYR gndefinitely, by

if there is no increase in efficacy C a patenting modifications of an existing drug,

provision that enables the practice of delaying generic production of the drug beyond
evergreening.”* the original 20-year patent.
9 MSF Access Campaign
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In addition, the U.S. seeks to require that plants and animals be patentable, as well as diagnostic,
therapeutic, and surgical methods for the treatment of humans or animals.??> The TRIPS Agreement
explicitly allows governments to exclude these inventions from patent protection. This provision goes
beyond even what U.S. law allows, which exempts practicing surgeons from patent liability*®> and may
preclude the patentability of some diagnostic methods.

Impact on Access to Medicines: Evergreening significantly affects access to medicines by allowing
pharmaceutical companies to extend patent monopolies, potentially keep prices high indefinitely, and
delay the arrival of more affordable generic medicines into the market.

The patentability of surgical methods without an exemption for practicing surgeons is especially relevant

F2NJ a{C 06SOIdzasS Al OFly NIXiAasS R20G2NARQ fAlLoAfAGASA
of a medical operation. This is the first time that the U.S. has included requirements to patent surgical

methods in a trade agreement with developing countries.

Examples: How Expanding the Scope of Patentability Impacts Access to Medicines

Cancer patent application rejected

In 2006, the Indian patent office rejected Novartis' patent application for a life-saving anti-cancer drug imatinib
YSaetrisS 2y GKS 3INRBdzyRa GKI G GKS FLIWX AOFGAR2Y O
application was related to a particular crystal form of the salt of imatinib mesylate). This opened up generic
competition, bringing down prices from over US $2,400 per patient per year (ppy) to US $200 ppy. Novartis
appealed the decision and the case is currently pending an Indian Supreme Court hearing. ¢ K S | P{ PQa
provisions in the TPP would have forbidden India to reject the patent and allowed Novartis to continue
evergreening its old drug.

HIV drug more expensive due to evergreening

GSK's original patents for Abacavir (ABC), an anti-retroviral, expired in 2009 and 2010, but the company has been
able to extend its monopoly in many countries, including in developing countries, by filing for additional patents
covering new formulations of the same drug.

In Malaysia, where GSK has been granteR Yy dzYSNR dza LI 4GSy da F2NJ ! ./ 3 Ay
variations of the drug, the public sector pays more than US $1,200 ppy for pediatric ABC, more than 8 times the
price of the generic version in other countries, which sells for as low as US $139 ppy.

Sources: http://msfaccess.org/content/updatgellectuatproperty-battles-continueindia-novartistrial-further-delayed; MSF
Untanaling the Web of Antiretroviral Price Reductions, 14th Edition, July 2011.

2) Restrictions on pre-grant patent oppositions: the U.S. wants to make it harder to
challenge invalid or frivolous patents.

Existing Flexibility: The TRIPS agreement imposes no restrictions on filing an opposition to the granting
of a patent ¢ either before it has been granted (pre-grant opposition) or after (post-grant opposition).

What the U.S. Wants: ¢ KS | { ¢ wQa LINE L] &4 SR pleljtdhtdobdbsitiany ia TP 2 dzf R T
countries, even those that already have the mechanism incorporated in their national laws.** This would

mean that third parties will have to wait until the patent is granted to challenge a weak or invalid

patent. Forbidding pre-grant patent oppositions not only makes it more costly and cumbersome to

oppose a patent, but also deprives patent offices of the benefit of the expertise of third parties or even

competitors to the applicant, who may be able to identify inaccuracies in the application before a patent

is approved.
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Impact on Access to Medicines: Pre-grant oppositions have successfully precluded granting of patents
on several life-saving drugs, thus expanding access by allowing lower cost generics to enter the market.
The use of this safeguard has resulted in rejection (or withdrawal) of key patent applications on
important HIV/AIDS medications, including tenofovir, darunavir, nevirapine syrup and
lopinavir/ritonavir, allowing generic companies in India to continue to manufacture, supply and export
these HIV medicines to other developing countries. Patent oppositions are an essential public health
safeguard that can accelerate the entry of generic competition, improve the patent system through
public oversight, and help reduce over-patenting.

Example: How Pre-Grant Oppositions Can Preempt Granting of Invalid Patents

After India introduced patent protection for pharmaceutical products in 2005, Boehringer Ingelheim (BI) applied
for a patent on the hemihydrate form pediatric suspension of Nevirapine (NVP), a widely-used HIV drug. Civil
society groups filed a pre-grant opposition, and in June, 2008, the patent application was rejected by the Indian
patent office, allowing for unrestricted competition on the pediatric formulation.

Tenofovir Disoproxil Fumarate (TDF) is a key component of the preferred WHO-recommended first-line HIV drug
regimen. The basic patent has now expired in most countries, but Gilead has applied for additional patents.
Thanks to generic production that started in India in 2005 and to the patent oppositions filed by civil society
groups in 2006 and 2007 to safeguard production, the price of TDF fell dramatically between 2005 and 2010. In a
major victory for access to medicines, Ay . NI T Af X OAQGAt a20ASdG& 3INERdzLIA
application in December 2006. In September 2008, the Brazilian patent office agreed and published the patent
rejection. However, in January 2010, Gilead launched a legal challenge against the decision. Gilead also requested
a divisional patent, which was opposed by civil society groups in a pre-grant opposition and which was rejected in
May 2011.

Source for both: MSF Untanalina the Web of antiretroviral Pricedieds. 15th Edition. Julv 2012

3) Expanding data exclusivity: the U.S. is seeking to grant a backdoor route to monopoly
status.

Existing Flexibility: Data exclusivity is not currently required in international law. The TRIPS agreement
requires Member States to protect clinical data, but there is no obligation to grant any period of
monopoly or exclusivity in the use of these data.

When a second entrant or generic manufacturer applies to register and sell a generic version of a
previously-registered medicine, the manufacturer has to provide data showing that their product is
bioequivalent to the original registration.”” The drug regulatory agency already has the necessary
clinical data for safety and efficacy, submitted by the originator, and must only assess if the generic
version meets bioequivalence standards.

The introduction of data exclusivity prevents drug regulatory agencies from referring to existing clinical

RFEGE G2 FLLINRPGS NBIAAGNT GA2Yy 2F 3 SaydSdNdr Oper@SoNE A 2 YV &
years, shutting down the entry of price-lowering generic competition for the duration. Data exclusivity

essentially creates a new system for granting monopolies in order to prevent generic competition.

DSYSNAO YIydzFl OGdzNENAR FFNBE FT2NOSR (2 gl Al F2N GKS
unpatented, and even when a compulsory license is issued to override the patent. The only way a

generic manufacturer can get a drug registered without access to existing clinical data is to repeat the

clinical trials. However, duplicating clinical trials is not only extremely costly, but also unethical, since

safety and efficacy has technically already been established, rendering further clinical trials medically

unnecessary.
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Many experts and UN agencies, including WHO, UNDP and UNAIDS, have recommended developing
countries do not incorporate data exclusivity in their national laws (see Appendix B

What the U.S. Wants: The USTR is currently
proposing at least five years of data exclusivity
for new chemical entities and at least three years
of data exclusivity for drugs containing an
already approved active ingredient.”®

Moreover, the placeholder text calling for data

Examples: How Data Exclusivity Keeps Prices
High and Delays Generic Introduction

Data exclusivity, when implemented in national law,
provides a distinct monopoly from patent rights that
often results in high prices and a delay in market entry
of generics.

exclusivity for W6 A 2 f 2 3 A Odthe YEP R A QsAa XaSév?the U.S.-Jordan FTA, Jordan implemented

especially alarming. Pharmaceutical firms are
lobbying for the data exclusivity period for
biologics to be set at a minimum of 12 years.”
Because biologics are structured differently than
traditional chemical medicines, second-entrant
GASYSNRO¢E 6 A 2 tWdshilaBQor
GF2Rfy2o0A2f 231 0ax¢
regulatory approval process. This would be the
first time the U.S. has included a demand on
biologics in a trade agreement, and if
incorporated in the TPP, it would considerably
delay the market entry of biosimilars.

It is unclear if the U.S. will renege on the public
health safeguards specified in the May 10
Agreement, where exceptions were allowed in
order to ensure governments could still
effectively implement public health safeguards,
including compulsory licenses, caps and
concurrent periods of exclusivity (vs. effectively
longer WonsecutiveCberiods of exclusivity).

Impact on Access to Medicines: Data exclusivity
can delay the registration of generic or biosimilar
versions of a medicine for many years. Some of
the newest breakthrough medicines are biologics
sold at extremely high prices. The introduction
of data exclusivity for biologics will delay the
introduction of affordable versions of these
medications. The need for low-cost biosimilar
alternatives to highly expensive lifesaving drugs,
including pegylated interferon to treat Hepatitis
C and herceptin to treat breast cancer, is acute.

by

data exclusivity. A 2007 study by oxfam™ found that
of 103 medicines registered and launched since 2001
that had no patent protection in Jordan, at least 79
percent had no competition from a generic equivalent
as a consequence of data exclusivity. The study also

B fwﬁj thaé Pri[:est <§ |§\hese medicines under data
I_x‘;axcluﬂl\(gyl-

neighboring Egypt.

A 2010 CPATH study determined that once
Guatemala enacted data exclusivity, some medicine
prices rose as much as 846 percent ¢ even though just
a handful of medicines were under patent protection.

(2)

Data exclusivity raises the price of medicines even
when no patent exists. For example, in the U.S., the
price of colchicine, a treatment used mainly for gout,
rose more than 5000% after data exclusivity was
enacted.”’ Colchicine has been in use for thousands
of years, costs almost nothing to produce, and cannot
be patented. Therefore, generic formulations of the
tablet have been widely available since the 19th
century. However, a new monopoly on colchicine was
created in 2009 when the FDA accepted clinical data
from a one-week trial of the drug and granted data
exclusivity to URL Pharma. URL Pharma subsequently
sued to force other manufacturers off the market, and
raised prices from $0.09 to $4.85 per pill.

Sources: (IPXFAMAII Costs, No Benefits: How TRA®
intellectual property rules in the U-$ordan FTA affect access to

medicines 2007;(2) Kesselheim, A., Solomon,|Bcentives for Drug

Development Incentives for Drug DevelopmentThe Curious

Case of Colchicin8lEngl J Med 2010; 362:202047; (3) Shaffer,
E., Brenner,J, ¢ NI} RS ! INBSYSyiQa
Drugs Health Aff September/October 2009 vol. 28 no. 5 w8988

EE N'B to | soo%ﬁ R'&'eﬁ: §hN}B i{)’ ..

z

u

L YL

Some Members of U.S. Congress have expressed formal opposition to the inclusion of any data
exclusivity relating to biologics in the TPP.?® In fact, the U.S itself is considering reducing its current data
exclusivity provision for biologics from 12 to 7 years, in order to reduce the cost of medicines.” In
addition, the Federal Trade Commission (FTC) has even recommended eliminating data exclusivity for

biologics in the U.S.*
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4) Requesting patent term extensions: the U.S. is seeking to keep generic competitors out of
the market, for longer

Existing Flexibility: The TRIPS Agreement requires patents to last 20 years, but imposes no additional
provisions to extend monopoly rights further.

What the U.S. Wants: ¢ KS ! o{ ®Qa LINRLI2ZASR GSN¥Xa Ay GKS
companies to lengthen this period by requiring countries to grant patent extensions of at least 5 years to
compensate for administrative delays in the regulatory or patent approval process.** Even though the
May 10 Agreement recognized the harmful impact of patent term extensions on access to medicines,
and made them voluntary/optional for countries negotiating trade agreements with the U.S., the U.S. is
demanding that patent term extensions in the TPP be mandatory.

Impact on Access to Medicines: The extra years added to the patent are extra years in which the patent
holder can maintain a monopoly position and continue to charge artificially high prices for the drug, free
from generic competition. Patent term extensions further delay the entry of generic medicines. Both the
patent office and the drug regulatory authority have crucial roles to play in examining thousands of
patent applications and making sure that registered medicines are safe and of good quality. Based on
the provision that the US is proposing, the time taken to process patent and regulatory applications in
developing countries could extend patent monopolies unduly.

5) Requesting patent linkage: the U.S. is seeking to turn drug regulatory authorities into
WLI GSy G LI2tAOSQ

Existing Flexibility: Patent linkage is not only absent from international law, but is not even permitted in
many developed countries. For example, most countries in Europe do not impose linkage between
patent status and drug registration.

! RNXz3 Q& LJ S yegistratiofi btafusiwdits appyowal tohnllaéket the drug in a particular
countryT are separate, each handled by separate government agencies with specific areas of
competency. Patent offices assess whether a drug is innovative and novel enough to be patented, and
national drug regulatory authorities assess whether a drug is of a high qualityt safe and effective
enough to be registered for use by the population they are responsible for.

Patent linkage is a TRIPS-plus provision that forces drug regulatory authorities to assess whether a
generic drug could potentially infringe existing patents before approving its registration, but drug
regulators are simply are not equipped to evaluate patent validity; furthermore, it is up to the patent
owner itself to identify and pursue potential patent infringements through the judiciary, a practice
which ensures that the validity of a patent can be publicly questioned and held up to scrutiny before it is
enforced.

What the U.S. Wants: The USTR has proposed that patent linkage be required of TPP countries,
imposing more restrictive conditions for the registration of generic medicines in low-income nations
than are found in Europe, and creating an important new and burdensome role for national regulatory
authorities.

With this demand, the USTR is reneging on the May 10 Agreement, which made patent linkage optional
for countries negotiating trade agreements with the U.S.

¢t
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Impact on Access to Medicines: Patent linkage provisions delay the market entry of generic
medications. By requiring drug regulatory authorities to take on the responsibility of policing patents,
this aggressive TRIPS-plus provision hinders generic drug registration while circumventing patent dispute
processes between the patent holder and the patent authorities.

6) Imposing new forms of IP enforcement: the U.S. wants to allow customs officials to seize
shipments of drugs on mere suspicion of IP infringement and to delay generic competition
through threats of increased damages

Existing Flexibility: The TRIPS agreement
allows for considerable flexibility in
designing national mechanisms of IP
enforcement and permits exclusion of
border measures on patented products.

Example: How New Forms of I[P Enforcement Cause
Unnecessary Drug Supply Interruptions

During 2008 and 2009, at least 19 shipments of generic
medicines from India to other countries were impounded
while in transit in Europe on grounds that the shipments were
. suspected of infringing trademark and patent rights in Europe.
If pharmaceutical products are However, the shipments were bound for countries where the
considered to be infringing trademarks,  products would not infringe patent rights.

the TRIPS Agreement only requires

- In one instance, German customs authorities wrongfully seized
governments to ensure customs officials

. . I RNHz &aKALIYSYyd 2F &! Y2ZEA!
ca_n seize drugs if thgy are the pl.’oduct of AVINAY ISR GKS 0 ditheydReo wab dbtSined
willful and commercial scale actions (e.g. for four weeks while further investigation took place,
drugs that misrepresent their source and  eyentually revealing that there was no trademark
may have been purposefully adulterated infringement at all.

and are dangerous for public health). : - .
& P ) In another instance, the Dutch customs authorities seized a

Also, governments can limit damages or shipment of the AIDS drug abacavir sulfate while it was en
the availability of injunctions (which route (via Europe) from India to a Clinton Foundation project
might otherwise prohibit a generic Nigeria. The result was a disruption in the supply chain of
company from marketing a drug) in the legal generic drugs.

interest of public health. Sources: WTCEuropean Union aha Member Stateg Seizure Of Generic
Drugs in TransitMay 19, 2010. Zarocostas, Brazil and India file complaint
What the U.S. Wants: ThS : [0) {@@i_ret gu over seizure of generic drugfelJ 2010;340:c2672

proposed terms would eliminate some of

these flexibilities. The U.S. is demanding that TPP countries implement and apply stronger enforcement

measures than required by international law.

The U.S. is requesting that TPP countries grant customs officials the ex-officio right to detain shipments
of medicines at the border, even for generic medicines in transit to developing countries, when they are
suspected of civil, non-counterfeiting trademark infringement.* But customs officials are not equipped
G2 FLILX & NI RSY!I Nactof tests.(The U.Q Dripodbl Sdnflates gzfrelicdmmercial
trademark disputes and criminal offenses, such as production of counterfeit, falsified, or substandard
medicines.® The result is a policy that could harm, rather than help, public health, by delaying legitimate
medicines en route to people who need them in developing countries.

The US also seeks to require mandatory injunctions for alleged IP violations. This runs counter to
provisions in TRIPS that allow for the possibility of judicially authorized licenses and royalty payments as
damages. Furthermore, the U.S. is requesting TPP countries to mandate that judicial authorities consider

gl tdzAiy3 RIEYIFASa o0FaSR 2y alKS & dz#seSalie SuBmittddby | A

0KS NAIKG K2f RSNE Ay OFasSa 27 RaynfethdngndtRat’sGopgly
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http://trade.ec.europa.eu/doclib/docs/2011/january/tradoc_147464.pdf
http://trade.ec.europa.eu/doclib/docs/2011/january/tradoc_147464.pdf
http://www.bmj.com/content/340/bmj.c2672.extract
http://www.bmj.com/content/340/bmj.c2672.extract

favors the rights holder and increases damage amounts. Each country should have the flexibility to
individually determine the appropriate remedy and measure for damages for IP infringement.

Impact on Access to Medicines: Increased enforcement of IP laws has already been used to limit
legitimate trade in generic medicines between developing countries. Extending IP enforcement rules
beyond the enforcement measures required in the TRIPS agreement, and without safeguards against
abuse, widens opportunities to disrupt legitimate trade in generic medicines. Customs and border
officials often do not have the necessary expertise to make accurate assessments with regard to
intellectual property disputes, yet will be granted the power to seize medicines on a mere suspicion or
allegation of IP infringement. Unwarranted interception of legitimate in-transit pharmaceutical supplies
can undermine legitimate trade in generic medicines. Furthermore, MSF purchases and stores medicines
for use in our medical operations in different countries and such rules, if implemented, may affect our
operations. If¢ t t O2dzy G NRA Sa& | 3 NED valliirz dathdgeS, théirquflicdeawilllhiNe LJ2 & | f
their hands tied and will no longer be able to balance intellectual property rights with public health.

Enacting ACTA Provisions Through the Back Door Via TPP

Many have expressed concerns about the Anti-Counterfeiting Trade Agreement (ACTA) and the impact it could
have on access to generic medicines. Although several countries signed the agreement, so far no signatory has
ratified it, and in July 2012, the European Parliament voted by an impressive majority to reject it. In addition, the
PdzaGNI f ALY tIFNIAFYSYGQa WahasshutionéddgainstRhe sstlicatioRo¥ACTRA.G G S

ACTA was purported to protect against counterfeiting across a number of industries, including for medicines,
where it was promoted & | gl & 2F of 201Ay 3 LGSy iButtde bravisidad im.
ACTA actually threatened fair, legitimate trade in generics, while failing to address the need to strengthen
regulatory authorities in combating substandard medicines.

MSF strongly supports efforts to ensure that medicines meet accepted international standards of quality, safety,
and efficacy; K2 6 SOSNI ! / ¢! Q& SEOSa asheft $oo SufhFraoMIios &frBryand did B
address the underlying public health problem of poor quality, substandard medicines.

The numerous threats that ACTA would pose to access to medicines include:

I ACTA would impede access to generic medicines while extending IP protection and enforcement measures
in ways that curb access to affordable treatment, to the detriment of patients and treatment providers alike

f  ACTA would allow border detention of in-transit medicines destined for developing countries, which leaves
legitimate trade in generic medicines open to unwarranted disruption

 The stringent provisions in ACTA would also target third parties ¢ including treatment providers like MSF ¢
by exposing them to the risk of punitive action in infringement allegations

f  ACTA would be deterrent to generic medicine production and trade by shifting the risk of excessive
punishments entirely on to generic manufacturers, and granting few protections against abuse

9 ACTA is a cynical exploitation of concerns about unsafe medicines, and is not a legitimate response to the
public health problem of substandard medicines

Yet similarly harmful provisions are still being pursued in the TPP. If they are accepted, the effect on access to
medicines will be chilling.

Source: http://www.msfaccess.org/content/actmd-its-impactaccessmedcines
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This briefing note has primarily addressed the U.S. government demands on patents and intellectual
property, but the TPP contains other chapters that, if accepted, would also negatively affect access to
medicines in developing countries. The following two provisions, from the pharmaceutical pricing and
investment chapters, could have a detrimental effect on access to medicines.

7) Pharmaceutical pricing chapter: the U.S. is seeking to assist pharmaceutical companies in
locking in high prices

According to the leaked text, tK S ! { ¢ wQa LINBL}ZASR (GSN¥a ¢2dz
reimbursement or price control programs that exist in some countries to reflect the & Y NJ S {
drugs, thereby increasing the purchase price and restricting the capacity of governments to negotiate
discounts or price reductions.

The U.S. proposal for the TPP mandates that governments buy medicines at much higher fixed prices,
allows pharmaceutical companies to be part of the decision making process, and even allows
pharmaceutical firms to challenge government decisions. The TPP agreement would be the first trade
agreement where the U.S. is known to be proposing a standard that would restrict the operation of non-
discriminatory domestic pharmaceutical price policies in developing countries. And the U.S. is proposing
GKSaS YSIada2NBa Ay Iy aINBSYSyild Al RS&EONROGSaE

8) Investment chapter: the U.S. wants to allow pharmaceutical companies to sue
governments and limit their ability to effectively set medicines prices

The leaked TPP investment chapter
contains provisions that would give private
corporations the right to sue governments
if the regulatory environment negatively Investor-state tribunals have proven to be extremely
F¥F¥S00a 0KSAN a7y orOHemaycs ynderaiging legislative Gpinipikratiyegand

expected profits judicial decisions to protect other public health issues.

Example: Challenging Public Interest Regulations
Through Investor-to-State Arbitration

The tobacco company Philip Morris is currently capitalizing
¢KS RSTAYAGAZ2Y TA DS ¥n infeRmend julss BhSradd 364 yolis@® Ukgyay adk
TPP encompasses intangible investments, Australia for introducing packaging laws banning branding
including intellectual property.35 Granting on cigarette packaging as part of their public health
companies these rights could therefore campaigns against smoking. Philip Morris claims that by
dzy RSNX¥AyS ¢ttt 3208 hfg;"ette %‘;EL FPegiic feaghy ‘f’arig Fpsp are fpguded on

. . . aging and removing branding from cigarette
issue regulations to protect public health

o packaging, governments are infringing on the tobacco
and promote access to medicines, and

compay @ Q&4 GNF RSYFN)] FYyR Ay@S
expose them to lawsuits from corporations

that claim their IP rights are being infrineed Sources: http://www.bbc.co.uk/news/wordsia15815311,
g . g g http://en.mercopress.com/2012/03/19/philipnorris-suesuruguay
upon by government action. cigarettelabelingclaimingviolation-of-investmenttreaty.

This could happen if, for example, a government decided to regulate drug prices. A company could then
caimthati KS 32 @SNy YSyidiQa FO0lAzy yS3araim@BSte AYLI

To resolve disputes, the TPP proposal creates extra-judicial international investor-state tribunals that
bypass national judicial systems and even WTO-based dispute settlement mechanisms, can override
national laws and issue penalties for failure to comply with its rulings, and that make decisions via
closed-door processes that are usually unappealable.

R T2NX
f dzS ¢

1)
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APPENDIX A: Summary of TRIPS, 2007 New Trade Policy, and TRIPS-plus policies

Policy TRIPS flexibilities for public health 2007 New Trade Policy | O{ ® Bt dzdb € { LINRLIZALF T A F2NJ ¢ttt
Countries have the right to define USTR leaked position expands scope of patentability to include:
Scope of patentability criteria; for ex§mp|e, 'Fo _ - newvfornfls & ijseAs, methods 9f using arld neyv“form'ula'tigns' even if no o
patentability only grant patents for truly innovative No mention AYONBIFasS Ay STFAOIOE O0GSOSNAENBSY
products and to exclude certain products - patenting of plants & animals, and diagnostic, therapeutic, & surgical
from patentability methods
Countries have the right to create patent
Patent challenge mechanisms. The TRIPS
challenges agreement contains no limits on the No mention USTR leaked position prohibits pre-grant patent challenges
possibility of pre- or post- grant patent
challenges
USTR leaked position imposes new mechanisms of enforcement:
Countries can define intellectual - more lenient standards for seizures of drug shipments (even in transit
property enforcement mechanisms . countries when products are legal in origin & destination countries)
Enforcement No mention

within broad confines of TRIPS
agreement

- defines IP damages based on retail price of drugs
- requires that patent validity is presumed until proven otherwise
- requires injunctions in some cases

Data exclusivity

Countries have the right to define data
protection provisions that do not grant
market exclusivity or monopolies; data
exclusivity is not included in the TRIPS
agreement

Mandated, but for a maximum
of five years; exceptions
allowed for public health

USTR position requires that countries provide:

- 5 years data exclusivity over clinical trial information relating to drugs
containing new chemical entities

- 3 years data exclusivity over clinical trial information relating to drugs
containing already approved active ingredient

- placeholder in text reserves space to include data exclusivity provision for
biologics (potentially 12 years)

Patent term
extensions

TRIPS agreement only requires 20-year
patent terms; term extensions are not in
the TRIPS agreement

Term extensions for regulatory
delays are optional

USTR position requires countries to extend 20-year patent terms to
compensate for delays in regulatory or patent approval processes

Patent linkage

Countries have the right to grant
regulatory approval of generic medicines
independent from patent status; patent
linkage is not in the TRIPS agreement

The implementation of patent-
linkage is optional

USTR position requires countries to mandate that regulatory authorities
check for patent infringement before granting regulatory approval of a drug

Countries can issue compulsory licenses
and can authorize the use of a patented

Recognizing that data
exclusivity can eliminate
effectiveness of compulsory

Compulsory . o . . No mention in leaked USTR position, but several provisions could potentially
. product without the authorization of the | licenses by delaying entry of . . .
licenses . . . make compulsory licenses ineffective
patent holder for a variety of reasons, generics, a public health
including public health exception to data exclusivity is
allowed
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APPENDIX B: What Others Are Saying About the TPP

Global Commission on HIV and the Law: Risks, Rights and Health, July 2012.%

GCNBES GNIRS FaINBSYSyda occe!ao yR SO02y2Yud LI NI
standards also threaten access to medicines. A case in point is the UnitedStatested Transpacific

Partnership Agreement (TPPA). Amootper terms friendly to the United States pharmaceutical

industry, the proposed patenting standards would allow patenting of new forms, new uses and new
formulation of existing medicine; extend patent terms; and restrict the use of price control mechanisms

In another example, the proposed Hidia FTA would shrink the latitude of countries to adopt policies
promoting the production and distribution of generic medicines. The United States trade stance, which
threatens access to affordable medicines forimlly & 2 F G KS 62NI RQa L222NBad |
t NBaARSYyd .IFNXO1 holYlIQa LINRPFTSaasSR O2YYAlYSyida (2
OFNB Ay GKS ! yAGSR {dlIdSaop &

UNDP, UNAIDS Issue Brief, The Potential Impact of Free Trade Agreements on Public Health, 2012.3’

"Assertions are often made about the amvages of TRIR8us protection but there has been little

evidence of the beneficial effects of TRIRS measures either in the form of increased foreign
investment or increased innovation."

G¢2 NBGFIAY (GKS 06SySTAlda ares, a mihirnun sHodd\akof €reying ind f SEA o
FTAs that contain TR dza 206t AJF GA2ya GKFG OFy AYLI OG 2y LKI

UNAIDS, UNDP, WHO Joint Policy Brief, Using TRIPS flexibilities to improve access to HIV treatment,

2011.%®

The document reiterates the WHO Global Strategy and Plan of Action recommendation that Member

{GF G338 Sa Ayi2 imeaddrziblix healti Bhen considering adoption or implementing

more extensive intellectual property protection than is required by the Agreement on-Redated

Aspects of Intellectual Property Rights.

The document cites a number of TRIPS-plus provida A 2 tfiad may have an impact on public health or

may hamper the use of TRIPS flexibilities, including: test data protection [data exclusivity]; requiring
countries to loosen the criteria for patentability; providing for the possibility of extensioesna$ for
AYVRAGARdIzZEf LI GSyda X G2 O2YLISyalaS F2NJ RStleéa Ay
which a patent may be revokéd€

The document recommends that ¢high-income governments should ensure that free trade agreements

with middle orlov-A y O2YS O2dzy NASA O2YLX & gAGK (KS LINRYOA LX

Global Fund to Fight AIDS, Tuberculosis and Malaria: Report of the Market Dynamics and
Commodities Ad Hoc Committee,*® May 11-12, 2011.

The report expresses concern about the potential impact of the proposed EU-India FTA on prices of, and
access to, HIV treatment. The report emphasized that countries should use TRIPS flexibilities to achieve
the lowest possible prices for products of assured quality

UNAIDS Press Release, December 9, 2010: Trade agreements should not hinder efforts towards
universal access to HIV prevention, treatment, care and support.*

GLY GKA& OdaNNByYyid SO02y2YAO0 OfAYFGST NBa2dzNOSa F2N
continues to outstrip supply. Trade agreements that place additional burdenseomdamufacture,

import or export lifesaving mediciresoOl t f SR We¢wlLt { LJ dzaQ Y S® andzNB &
AYO2NNBOG AYUSNIINBOFGA2ya 2F GKS GSN)Y wO2dzyi SNF

a d:
SA
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http://www.hivlawcommission.org/resources/report/FinalReport-Risks,Rights&Health-EN.pdf
http://www.unaids.org/en/media/unaids/contentassets/documents/unaidspublication/2012/JC2349_Issue_Brief_Free-Trade-Agreements_en.pdf
http://www.unaids.org/en/media/unaids/contentassets/documents/unaidspublication/2011/JC2049_PolicyBrief_TRIPS_en.pdf
http://www.unaids.org/en/media/unaids/contentassets/documents/unaidspublication/2011/JC2049_PolicyBrief_TRIPS_en.pdf
http://www.theglobalfund.org/documents/board/23/BM23_09MDC_Report_en/
http://www.theglobalfund.org/documents/board/23/BM23_09MDC_Report_en/
http://www.unaids.org/en/resources/presscentre/pressreleaseandstatementarchive/2010/december/20101209pstrips/
http://www.unaids.org/en/resources/presscentre/pressreleaseandstatementarchive/2010/december/20101209pstrips/

UN Special Rapporteur, Annual Report to the Human Rights Council, A/HRC/11/12, March 2009.*

dThese agreements are usually negotiated with little transparency or participation from the public, and

often estalish TRIRBlus provisions. These provisions undermine the safeguards and flexibilities that
developing countries sought to preserve under TRIPS. Studies indicate thailiR&eSdards increase

medicine prices as they delay or restrict the introdyttio2 ¥ ISYSNA O O2YLISGAGA2Yy d¢
Some of the recommendations included:

GmMmnn® 5S@St2LAyYy3a O2dzy iNAS&a |yR [5/a akKz2dzZ R Sadl o
exclusions from patentability, such as new forms and new or second uses, and combimaticdes, to

address evergreening and facilitate generic entry of medicines.

105. Developing countries and LDCs should establish libergrgme postgrant opposition and

revocation procedures, which can be taken advantage of by all concerned stakehdtdéuding

LI GASYG&aQ 3INRJzZLIA D

108. Developing countries and LDCs should not introduce-plR$PSandards in their national laws.

Developed countries should not encourage developing countries and LDCs to enter infduSFHIPAS

and should be mindfufo I QG A2y ad GKAOK YI@& AYFNARY3AS dzZlry (G(KS NI

WHO, Briefing Note: Access to Medicines, March 2006.*

oFrom the perspective of public health and accessnaglicines, it is preferable not to grant data
exclusivity. Moreover, there is no requirement under international law that countries grant data
SEOf dzaAOAGET O2dzy iNASE 2yfeée KIFE@S (2 LNRPROARS F2NJ
times beenincorporated in bilateral or regional free trade negotiations, in bilateral investment
agreements and in other international agreements and treaties. From the perspective of access to
medicines, this is a worrying trend; countries should therefore bk kigi G ' YR aK2dzZ R y 2
GKSANI LIS2L) SQa NAIK®Peéd2 KIS | 0O0Saa G2 YSRAOAYS

4

¢ =

U.S. Congressional Support for Ensuring Access to Medicines is Protected in the TPP:

Senator Bernie Sanders (I-VT): Letter to Ambassador Ron Kirk, December 1, 2011.*

Senator Sanders objects to USTR's position with regard to access to medicines in the TPP and the

apparent retreat from the May 10th Agreement. Senator Sanders also objects to the secrecy of the

negotiations and calls for the public release of the TPP negotiating texts.

GL 22AY 20KSNJ YSYOSNI 2F /2y 3INBaAa dnyhthBinégbtiatignrd F 2 NJ
AYyOf dzZRAY3a GKS AYO2NLRNIGAz2Yy 2F GKS alé& wmn ! ANBSYS
{SYylFrG2N y23GSa 0K G 0KS F{¢ewQa ¢ NI RS OYyKIyOAyYy3
GRAAAY3ISyd2dzate yIYS YAGALF GA @S diingsRatBer, R@obld vy 2 (i
SNBEOG S@SYy KAIKSNI AY f SOldzr f LINPLISNI & o6F NNASNA

R A
St

10 Congressional Representatives: Letter to Ambassador Ron Kirk, August 2, 2011.*

Members of Congress expressed concerns that the public health interests of developing countries are

not being effectively addressed.

G428 INB O2yOSNYSRX G(GKIFIG GKS olFflryOS Aa 2y0OS 3FAyY
and towards the greater protection of intellectual property rights for braathe pharmaceutical
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a ¢ w-plds fprovisions in FTAs have been demonstrated to dramatically increase the cost of medicines in
developing countries, pricing medicines out of reach of the poor and gtraini LJdzo f A O KSIF f 4§ K 0 d:
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http://www2.ohchr.org/english/issues/health/right/annual.htm
http://www.searo.who.int/LinkFiles/Global_Trade_and_Health_GTH_No3.pdf
http://keionline.org/sites/default/files/Sen_Sanders_letter_to_USTR_TPP_negotiations_12-1-2011.pdf
http://infojustice.org/wp-content/uploads/2011/08/Ten-Representatives-on-TPP-08022011.pdf

Representative Henry Waxman (D-CA), Representative Sander Levin (D-MI), Representative John

Conyers Jr. (D-Ml), Representative Jim McDermott (D-WA): Letter to Ambassador Ron Kirk, October

19,2011.%

Members of Congress ask the USTR to ensure that the TPP upholds U.S. commitments to safeguard

access to medicines in the development world.
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may result in higher costs to the U.S. government to rea@-RE treatment goals or could result in
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Representative John Lewis (D-GA), Representative Pete Stark (D-CA), Representative Charles Rangel

(D-NY), Representative Earl Blumenauer (D-OR), Representative Llyod Doggett (D-TX): Letter to

Ambassador Ron Kirk, September 8, 2011.*

Members advocated for improved public health standards in TPP negotiations, especially relating to

global health and access to medicines.
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and access to medicines. The terms agreed to by Congress and President Bush on May 10, 2007 should
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with public health interests regarding the potential impact of IP and pharmaceutical provisions on U.S.
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U.S. Congressional Support for Ensuring More Transparency in the TPP:

132 Congressional Members: Letter to Ambassador Ron Kirk, June 27, 2012."

Congressmen asked for more transparency in the TPP negotiations. Chief among their concerns was the

lack of consultation with Congress.
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access to both USTR negotiators and the negotiating text. However, Amearitall business, civil

society, and other interests who have a direct and {mrg interest in the outcome of these
negotiations have little meaningful input. In the past, most important U.S. trade agreement texts have

not been made available until aft¢hey were signed and changes were all but impossible. If Congress

and the public are not informed of the exact terms of the agreement until the conclusion of the process,
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Senator Sherrod Brown (D-OH), Senator Ronald Wyden (D-OR), Senator Jeff Merkley (D-OR), Senator

Bob Menendez (D-NJ): Letter to Ambassador Ron Kirk,* June 25, 20120, and Press Release,” June 27,

2012.

Senators ask for greater congressional access to negotiations. From the press release:
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http://infojustice.org/wp-content/uploads/2011/09/Four-Democrat-Reps-10192011.pdf
http://infojustice.org/wp-content/uploads/2011/09/Five-MOCs-September-8-2011.pdf
http://infojustice.org/wp-content/uploads/2011/09/Five-MOCs-September-8-2011.pdf
http://www.publicknowledge.org/files/TPP%20Letter%20FINAL.pdf
http://www.wyden.senate.gov/download/letter-to-ustr-kirk-demanding-transparency-in-international-talks-tpp
http://www.brown.senate.gov/newsroom/press/release/with-trans-pacific-partnership-negotiations-set-to-continue-in-california-next-week-senators-call-for-increased-transparency-including-broader-consultation-on-internet-freedom

ongoing negotiations regarding the TraRsacific Partnershipan agreement that may become a
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From anews articlé’ quoting Senator Wyden: "The majority of Congress is being kept in the dark as to
the substance of the TPP negotiations, while representatives of U.S. corporatiiteesHallibuton,
Chevron, PhRMA, Comcast and the Motion Picture Association of Amareabeing consulted and
made privy to details of the agreement," said Wyden.

Representative Darrell Issa (R-CA): Letter to U.S. Trade Representative Ron Kirk, June 26, 2012.**
Senator Issa requested permission to observe the TPP talks that took place in California in July, 2012,
with the hope that observing the negotiating process would alleviate some concerns about the process
through which the agreement is being negotiated. His request was ultimately denied.

Senator Ronald Wyden (D-OR): Legislation on trade agreement transparency, May 23, 2011.%

Wyden, chair of the Senate Finance Subcommittee on International Trade, introduced new legislation
that would require the White House to share trade documents with all members of Congress and their
qualified staff.

Representative Darrell Issa (R-CA): On May 15, 2012, House Oversight Committee Chairman Darrell Issa
called for more transparency in the negotiation process and leaked one of the draft intellectual property
chapter from the Trans-Pacific deal to the public on his website.>*

Senator Al Franken (D-MN): Letter to Ambassador Ron Kirk, May 8, 2012.>

Franken urges transparency on the TPP.
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history. That makes it all the more important that the agreement be crafted in the most transparent and
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substance of the proposals you have tabled public and continue to do so at the conclusion of each
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6 http://www.unaids.org/en/resources/campaigns/togetherwewillendaids/index.html
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8 http://www.pepfar.gov/press/remarks/2011/160817.htm
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