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« IPBA Trade Committee Framework for Panel(s) Discussion:

With IP - Sustainable Intellectual Property Rights in a Trans-Pacific
Partnership World —

As the negotiations in the Trans-Pacific Partnership (TPP) progress, the
intellectual property provisions being adopted are intended to bring greater
harmonization between the IP laws of the various signatory countries. Such
provisions are foreseen as going beyond the harmonization already adopted
under WIPO and the TRIPS agreement. However, some of those TPP
provisions upon ratification in the individual countries may in turn have
unintended consequences that could be inconsistent with or worse
contrary to the current practices or traditions of certain signatory
countries. This panel session will explore the potential effects of the IP
provisions in the TPP on various country jurisdictions with respect to each of
the various types of intellectual property, namely patents, trademarks,
copyrights and trade secrets. Among the issues that will be raised will be
whether the harmonization intended by the IP provisions of TPP can
result in a sustainable IP regime consistent with the commercial,
economic, health and environmental needs of the individual signatory
countries.

l. Overview/Background:

There are currently 12 TPP negotiating Parties, including the United States - Australia, Brunei
Darussalam, Canada, Chile, Japan, Malaysia, Mexico, New Zealand, Peru, Singapore, and
Vietnam. TPP Parties have bilateral and regional Free Trade Agreements (“FTAS”) in effect
with other TPP negotiating partners, and are in the process of negotiating FTAs with other TPP
Parties. The resulting ‘spaghetti bowl” of agreements" appears as follows:

! See lan F. Fergusson, William H. Cooper, Remy Jurenas, and Brock R. Williams, The Trans-Pacific Partnership
Negotiations and Issues For Congress, Congressional Research Service Report R42694 (Aug. 21, 2013), at Figure
2, available at: http://www.fas.org/sgp/crs/row/R42694.pdf.
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o U.S. - has FTAs with Australia, Canada, Chile, Mexico, Peru, and Singapore;

o Australia - has FTAs with Chile, Malaysia, New Zealand, Singapore, the U.S. and
ANZ-ASEAN, and is currently negotiating FTAs with Japan;?

o New Zealand has FTAs with Australia, Malaysia and ANZ-ASEAN:?

o Canada has FTAs with Chile, Peru and the U.S., and is currently negotiating FTAs
with Japan and Singapore;*

o Singapore has FTAs with Australia, Japan, New Zealand, Peru, U.S., ANZ-ASEAN
and ASEAN, and is currently negotiating FTAs with Canada and Mexico;®

o Mexico has FTAs with Chile, Japan, Peru and the U.S., and has Investment and

Promotion Agreements in place with Australia and Japan:®

Chile has FTAs with Australia, Japan, Malaysia, Mexico, Peru, and the U.S.;’

Japan has FTAs with Brunei Daraussalam, Chile, Malaysia, Mexico, Singapore,

Vietnam and ASEAN, and is currently negotiating an FTA with Canada;®

Malaysia has FTAs with Australia, Chile, Japan, New Zealand, and ANZ-ASEAN;®

Brunei Darussalam has FTAs with Japan, ANZ-ASEAN and ASEAN;™

Peru has FTAs with Japan, Singapore and the U.S.;*

Vietnam has FTAs with Japan, ASEAN-Japan, ANZ-ASEAN and ASEAN."

o O

o O O O

Furthermore, current TPP Parties include 4/10 members of the Association of Southeast Asian
Nations (“ASEAN”) — Brunei Darussalam, Malaysia, Singapore, and Vietnam.** And, ALL

2 See Australian Government, Australia’s Trade Agreements, available at: http://www.dfat.gov.au/ftal.

® See New Zealand Ministry of Foreign Affairs and Trade, Trade Relationships and Agreements, available at:
http://www.mfat.govt.nz/Trade-and-Economic-Relations/2-Trade-Relationships-and-Agreements/index.php.

* See Government of Canada, Foreign Affairs, Trade and Development Canada, Negotiations and Agreements,
available at: http://www.international.gc.ca/trade-agreements-accords-commerciaux/agr-acc/fta-ale.aspx?lang=eng.
> See Singapore Government, Singapore’s FTA Network: Expanding Markets, Connecting Partners, available at:
http://www.fta.gov.sg/.

® See Government of Mexico, Secretary of the Economy, International Trade Negotiations, available at:
http://www.economia.gob.mx/trade-and-investment/foreign-trade/international-trade-negotiations.

" See Organization of American States, SICE — Foreign Trade Information System, Trade Agreements in Force,
available at: http://www.sice.oas.org/agreements_e.asp.

8 See Government of Japan, Ministry of Foreign Affairs of Japan, Free Trade Agreement (FTA) and Economic
Partnership Agreement (EPA), available at: http://www.mofa.go.jp/policy/economy/fta/index.html.

°See Government of Malaysia, Ministry of International Trade and Industry, Free Trade Agreement — Malaysia’s
FTA Involvement, available at:
http://www.miti.gov.my/cms/content.jsp?id=com.tms.cms.section.Section_8ab55693-7f000010-72f772f7-46d4f042.
19°See Government of Brunei Darussalam, Ministry of Foreign Affairs and Trade, Brunei Darussalam’s FTA Policy,
available at: http://www.mofat.gov.bn/index.php/free-trade-agreements-ftas/brunei-darussalam-s-fta-policy.

1 See Organization of American States, SICE — Foreign Trade Information System, Trade Agreements in Force,
supra.

12 See Socialist Republic of Vietnam, Ministry of Industry and Trade, Free Trade Agreements, available at:
http://webtr.vecita.gov.vn/.

13 See Association of Southeast Asian Nations, ASEAN Member States, available at:
http://www.asean.org/asean/asean-member-states.
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current TPP Parties are members of the 21-country Asia-Pacific Economic Cooperation
(“APEC”).14

Moreover, TPP Parties have entered into a number of bilateral investment treaties (“BITs”) with
other TPP negotiating Parties, as follows:

o Australia has entered into BITs with Chile, Peru and Vietnam, but has signed but not

ratified a BIT with New Zealand;*®

Canada has entered into BITs with Peru and Singapore;®

Chile has entered into BITs with Australia, Malaysia and Peru, and has signed but not

ratified BITs with New Zealand and Vietnam;*’

Japan has entered into BITs with Peru and Vietnam;*®

Malaysia has entered into BITs with Chile, Peru and Vietnam;*®

Mexico has entered into BITs with Australia and Singapore;”

New Zealand has signed but not ratified BITs with Australia and Chile;**

Peru has entered into BITs with Australia, Canada, Chile, Japan, and Malaysia, and

has signed but not ratified a BIT with Singapore;

Singapore has entered into BITs with Canada and Mexico;*

Vietnam has entered into BITs with Australia, Japan, Malaysia and Singapore, but

has signed and not ratified a BIT with Chile;**

o The U.S. “typically includes investment provisions in its FTAs, as with each of the
six existing FTAs between the United States and TPP participants.”?

o O

0O O O O O

o O

4 See Asia-Pacific Economic Cooperation, About APEC-Member Economies, available at:

http://www.apec.org/about-us/about-apec/member-economies.aspx.

5 See United Nations Conference on Trade and Development, Australia - Full List of Bilateral Investment
Agreements Concluded 1 June 2013, available at: http://unctad.org/Sections/dite_pcbb/docs/bits_australia.pdf.

16 See United Nations Conference on Trade and Development, Canada - Full List of Bilateral Investment
Agreements Concluded 1 June 2013, available at: http://unctad.org/Sections/dite_pcbb/docs/bits_canada.pdf.

'7"See United Nations Conference on Trade and Development, Chile - Full list of Bilateral Investment Agreements
concluded, 1 June 2013, available at: http://unctad.org/Sections/dite_pcbb/docs/bits_chile.pdf.

18 See United Nations Conference on Trade and Development, Japan - Full list of Bilateral Investment Agreements
concluded, 1 June 2013, available at: http://unctad.org/Sections/dite_pcbb/docs/bits_japan.pdf.

9 See United Nations Conference on Trade and Development, Malaysia - Full list of Bilateral Investment
Agreements concluded, 1 June 2013, available at: http://unctad.org/Sections/dite_pcbb/docs/bits_malaysia.pdf.

% See United Nations Conference on Trade and Development, Mexico - Full list of Bilateral Investment Agreements
concluded, 1 June 2013, available at: http://unctad.org/Sections/dite _pcbb/docs/bits_mexico.pdf.

2! See United Nations Conference on Trade and Development, New Zealand - Full list of Bilateral Investment
Agreements concluded, 1 June 2013, available at: http://unctad.org/Sections/dite_pcbb/docs/bits new_zealand.pdf.
%2 See United Nations Conference on Trade and Development, Peru - Full list of Bilateral Investment Agreements
concluded, 1 June 2013, available at: http://unctad.org/Sections/dite_pcbb/docs/bits_peru.pdf.

% See United Nations Conference on Trade and Development, Singapore - Full list of Bilateral Investment
Agreements concluded, 1 June 2013, available at: http://unctad.org/Sections/dite_pcbb/docs/bits_singapore.pdf.

# See United Nations Conference on Trade and Development, Vietnam - Full list of Bilateral Investment
Agreements concluded, 1 June 2013, available at: http://unctad.org/Sections/dite_pcbb/docs/bits_vietnam.pdf.

% See Brock R. Williams, Trans-Pacific Partnership (TPP) Countries: Comparative Trade and Economic Analysis,
Congressional  Research ~ Service Report R42344 (June 10, 2013) at p. 12, available at:
http://www.fas.org/sgp/crs/row/R42344.pdf.
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The proposed TPP seeks to build on the existing Trans-Pacific Strategic Economic Partnership
(P-4), a free trade area among Brunei, Chile, New Zealand, and Singapore (not rising to the level
of an FTA).

The IP chapter of the TPP has been quite controversial given its adherence to the USTR’s
previously expressed trade negotiating objectives incorporated into the last US trade promotion
authority legislation passed by Congress. P.L. 107-210 (The Trade Act of 2002)*® covered the
five-year period spanning 2002-2007. These objectives included seeking:

o Accelerated implementation of the WTO TRIPS Agreement’s enforcement
provisions;?’

o Strong enforcement of IP rights, including through accessible, expeditious and
effective civil, administrative and criminal enforcement mechanisms;*®

o Assurance that trade negotiations “reflect a standard of protection similar to that
found in U.S. law”,%® which objectives have since largely tracked the terms of the US-
Korea FTA, which many governments and activists now refer to as “TRIPS-plus”
standards;*°

o Application of existing IPR protection to digital media;*

o Strong protection for new and emerging technologies and new methods of
transmitting and distributing IP-embodying products;* and

o Respect for the Declaration on the TRIPS Agreement and Public Health.*

Given the lack of transparency surrounding TPP negotiations since the U.S. formally joined them
in 2008, several nongovernmental interest/activist groups have obtained, critiqued and posted on
the web leaked copies of TPP Party negotiating texts. Such leaked texts, including those of the
Government of New Zealand (Dec. 4, 2010*%) and the USTR (February 2011*®) and September
2011%), have thus far reflected USTR’s TRIPS+ objectives, which have triggered government

% See Public Law 107-210, An Act to extend the Andean Trade Preference Act, to grant additional trade benefits
under that Act, and for other purposes (“Trade Act of 2002”), § 2102, 116 Stat. 933, 995-996 (codified at 19 U.S.C.
§ 3802) available at: http://www.gpo.gov/fdsys/pkg/PLAW-107publ210/html/PLAW-107publ210.htm.

27 sec. 2102(b)(4)(A)(i)(1).

%8 Sec. 2102(b)(4)(A)(V).

% This negotiating objective, alone, has triggered protestations from legal academics and nongovernmental activist
groups. See e.g., Sean M. Flynn, Brook Baker, Margot Kaminski and Jimmy Koo, The U.S. Proposal for an
Intellectual Property Chapter in the Trans-Pacific Partnership Agreement, 28 AM. U. INT’L L. REV. 105, 106-
107, available at: http://digitalcommons.wcl.american.edu/cgi/viewcontent.cgi?article=1775&context=auilr

%0p . 107-201, Sec. 2102(b)(4)(A)(i)(I).

#1 Sec 2012(b)(4)(A)(iv).

%2 Sec. 2102(b)(4)(A)(ii).

¥ Sec. 2102(b)(4)(C).

% See New Zealand, Proposed Text for an Intellectual Property Chapter  http:/infojustice.org/download/tpp/tpp-
texts/New%20Zealand%20Proposal%20for%20Intellectual%20Property%20Chapter,%20February%202011.pdf.

% See United States, Proposed Text for an Intellectual Property Chapter at: http://infojustice.org/download/tpp/tpp-
texts/tpp%201P%20chapter%20feb%20leak.pdf.

% See United States, Proposed Text on IP and Medicines, at: http://infojustice.org/download/tpp/tpp-
texts/U.S.%20Proposed%20Text%200n%201P%20and%20Medicines,%20dated%20September%202011,%20leake
d%200ctober%202011.pdf.
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(e.g., Vietnam®) and civil society stakeholder objections that have slowed down TPP
negotiations.

The leaked TPP IP Chapter negotiating texts reveal that the TPP largely follows the terms of the
Korea-U.S. Free Trade Agreement (“KORUS”),*® the provisions of the Anti-Counterfeiting
Trade Agreement (ACTA)® not yet in force, and the US Digital Millennium Copyright Act
(DMCA).” Certain legal/academic commentators have alleged that, if successful, U.S. efforts to
establish a TRIP+ TPP framework would impose an unbalanced view of IP rights throughout the
Asia region which would adversely affect competing industries in other TPP Parties, the “public
interest”, both in the U.S. and such TPP Parties, and would also severely impair access to health,
information and technology in developing countries.

“QOur ultimate conclusion is that the U.S. proposal, if adopted, would upset the
current international framework balancing the interests of rights holders and the
public. It would heighten standards of protection for rights holders well beyond
that which the best available evidence or inclusive democratic processes
support.[fn] It contains insufficient balancing provisions for users, consumers, and
the public interest.[fn] The provisions would be particularly harmful for
developing countries, where the risks and effects of exclusionary pricing by
intellectual property monopolists are often most acute.[fn] The general thrust of
the proposal conflicts with the ‘development agenda’ being debated in WIPO,
which has a much stronger focus on the harmonization of limitations and
flexibilities in international intellectual property law. The proposal also conflicts
with the overwhelming trend in multilateral institutions toward protection of
TRIPS flexibilities for developing countries to promote access to affordable
medications.[fn] The proposal would make these changes in the context of a new
and powerful dispute resolution system that would greatly expand the standing,
venue, and causes of action that could be used to challenge domestic policies,
including through actions by corporations directly against states.[fn]”*!

. Substantive Outline of Law & Policy Issues — Intellectual Property Chapter:

%7 See Hoang Phi, Intellectual property a hindrance in TPP negotiations, Saigon Times (Sept. 11, 2013), available
at: http://english.thesaigontimes.vn/Home/business/other/30978/Intellectual -property-a-hindrance-in-TPP-
negotiations.html.

% See Office of the United States Trade Representative, Korea-U.S. Free Trade Agreement, at:
http://www.ustr.gov/sites/default/files/uploads/agreements/fta/korus/asset upload file273 12717.pdf.

% See Government of Japan, Final Text of the Anti-Counterfeiting Trade Agreement (May 2011), available at:
http://www.mofa.go.jp/policy/economy/i_property/pdfs/actal105 en.pdf; Government of Japan, Joint Press
Statement of the Anti-Counterfeiting Trade Agreement Negotiating Parties, Press Release (Oct. 2011), available at:
http://www.mofa.go.jp/policy/economy/i_property/pdfs/actal110.pdf.

“° See  Public Law  105-30, Digital  Millennium  Copyright  Act,  available  at:
http://www.copyright.gov/legislation/pl105-304.pdf.

1 See Sean M. Flynn, Brook Baker, Margot Kaminski and Jimmy Koo, The U.S. Proposal for an Intellectual
Property Chapter in the Trans-Pacific Partnership Agreement, 28 AM. U. INT’L L. REV. 105, 119-120.
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The leaked and critiqued TPP Intellectual Property Chapter negotiating texts address a number of
substantive matters, including: copyright and related rights; patents; trade secrets; trademarks;
civil and criminal enforcement. All TPP article references are to proposed TPP articles as
revealed in the leaked texts of the proposed TPP Intellectual Property chapter.

1.

Copyright and Related Rights

a. TPP Art 4.1 — Right to Preclude Unauthorized Reproductions of Work —
Commentators observe that this provision is identical to KORUS Art. 18.4.1 and
resembles exclusive rights provided under US Copyright Act Sec. 106(1).*
However, since it prohibits unauthorized reproduction of “permanent or
temporary including temporary storage in electronic form”, questions remain
concerning what may be considered an unauthorized “copy” of a copyrighted
work.

b. TPP Art. 4.5 — Term of Copyright — Commentators observe that while this
provision resembles US Copyright Act Sec. 302, it sets the “life of the author and
70 years after the author’s death” as a minimum level of protection rather than as
the standard. It has also been alleged that this provision’s addressing of the
presumption of author death standard and the author’s failure to publish within 25
years of creating the work, closely resemble KORUS Art. 18.4.4.%3

C. TPP Art. 4.9(a) — Legal Protections for Circumvention of Technological
Measures to Control Access to Works — Commentators observe that this provision
closely resembles provisions found in the Anti-Counterfeiting Trade Agreement
(ACTA), KORUS and the US Digital Millennium Copyright Act (DMCA). It
also resembles KORUS Art. 18.4.7, but does not limit violation to ‘knowingly or
having reasonable grounds to know’ — rather, goes beyond said language to
resemble ACTA Art. 27.5. It also closely resembles DMCA Sec. 1201(a) and
ACTA Art. 27.6, but applies to “any” effective technological measure. Unlike
ACTA Art. 27.6, circumvention does not have to be carried out knowingly or with
reasonable grounds to know that it will result in infringing activity. TPP Art 4.9
alleged to go beyond ACTA Art. 27.6 which covers only offering to the public.
Allegedly, any act undertaken “for the purpose of circumvention of any effective
technological measure” could be deemed infringing, not merely “use in
circumventing under DMCA Sec. 1201(a) or “as means of circumventing under
ACTA Art. 27.6(a) Other language goes beyond DMCA and ACTA.*

%2 See Jimmy Koo, Trans-Pacific Partnership — Intellectual Property Rights Chapter February Draft — Section by
Section Analysis American University Washington College of Law Program on Information Justice and Intellectual
Property (2011), at p. 10, available at: http://infojustice.org/wp-content/uploads/2011/04/Koo-TPP-Section-by-
Section-Analysis-April-2011.pdf.

“1d., at pp. 11-13.
“1d., at pp. 14-16.
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d. TPP Art. 4.9(d) — Exceptions to Implementing Legal Protections for
Circumvention of Technological Measures to Control Access to Works — This
provision directly reflects various exceptions and limitations in DMCA Sec. 1201,
including ‘reverse engineering’, ‘encryption research’, ‘protection of minors’,
‘protection of personally identify information’, ‘government activities’ and
‘library” exceptions.*®

e. TPP_Art. 410 — How to Protect Rights Management Information —
Commentators observe that this provision closely resembles substantively
KORUS Art. 18.4.8, ACTA Art. 27.7 and DMCA Sec. 1202, except that no
“knowing and intentional” infringement is required. While DMCA Sec.
1202(b)(7) prohibits a person from ‘distributing, importing for distribution, or
publicly performing’, TPP alleged to go beyond DMCA by also prohibiting a
person from ‘broadcasting, communicating or making available to the public’.
TPP consists of civil remedies of DMCA Sec. 1203 combined with criminal
procedures of DMCA Sec. 1204. TPP Art. 4.10(b)’s definition of ‘rights
management information’, while identical to KORUS Art. 18.4.8(c), is broader
than DMCA Sec. 1202(c).*

f. TPP Art. 6 — Rights to Producers and Performers of Phonograms —
Commentators observe that this provision incorporates various provisions from
the WIPO Performances and Phonograms Treaty (WPPT) and KORUS Art. 18.6.
However, it goes beyond same by adding that a performance or phonogram shall
be considered first published in a Party’s territory within 30 days of its original
publication there, and limits the WPPT’s definition of ‘broadcasting’ by
excluding transmissions over computer networks and transmissions the time and
place of which can be individually chosen by members of the public.*’

g. The Three-Step Test Circumscribing Copyright Limitations and
Exceptions - During the San Diego Round of TPP negotiations that took place
during July 2012, USTR proposed certain limitations on/exceptions to copyrights
consistent with a ‘three-step test’. The exception must: 1) be consistent with
domestic copyright law; 2) not conflict with the normal exploitation of the work;
3) not unreasonably prejudice the interest of the rights holder; and 4) be
incorporated into domestic copyright law.*®

h) NGO Protestations - There are claims that treaty text would require
significant changes in U.S. and/or other signatory’s copyright law.*®  For
example, commentators have alleged that:

*d., at pp. 17-18.

“®1d., at pp. 19-20.

“71d., at pp. 21-22.

*8 CRS Report for Congress at p. 36.

%% See David S. Levine, The Most Important Trade Agreement That We Know Nothing About, Slate (July 30, 2012),

available

at:

9



)} the TPP “would force...adoption of the US DMCA Internet
intermediaries copyright safe harbor regime”, thereby requiring countries
such as Chile to rewrite their 2010 copyright law “that currently
establishes a judicial notice-and-takedown regime which provides greater
protection to Internet users’ expression and privacy than the DMCA.”*

i) the TPP would “[t]reat temporary reproductions of copyrighted
works [as found in temporary copies of programs found in computer files]
without copyright holders’ authorization as copyright infringement”,
expand copyright terms beyond the author’s life + 50 years term contained
in TRIPS to author’s life + 70 years for individuals’ creations and to either
95 years after publication or 120 years after creation for corporate-owned
works;>!

iii) the USTR’s three-step test would allegedly place ‘fair use’ at risk,
and that TPP would “compel signatory nations to enact laws banning
circumvention digital locks (technological protection measures or TPMs)
that mirror the DMCA and treat violation of the TPM provisions as a
separate offense even when no copyright infringement is involved.”*

2. Patents

a. TPP Art. 8.1 — Patentability — TPP expands KORUS Art. 18.8.1 which it
closely resembles by adding that “any new forms, uses, or methods of using a
known product” [and any] “new form, use or method of using a known product
may satisfy the criteria for patentability, even if such invention does not result in
the enhancement of the known efficacy of that product.” Commentators have
observed that such terminology “significantly lowers the standard of patentability
for ‘new forms, uses, or methods of using a known product.”’53

b. TPP Art. 8.2 — Patentability of Life Forms — Unlike TRIPS Art. 27.3,
which permits WTO Members to exclude from patentability “diagnostic,
therapeutic and surgical methods for the treatment of humans or animals...plants
and animals other than micro-organisms, and essentially biological processes for
the production of plants or animals other than non-biological and microbiological
processes”, TPP Art 8.2 obligates Parties to make patents available for such life

http://www.slate.com/articles/technology/future_tense/2012/07/trans_pacific_partnership_agreement tpp could_rad
ically alter intellectual property law.html. “The owner of the copyright in a song or movie could use a
“technological protection measure”—what are often called “digital locks”—to prevent your access to it, even for
educational purposes, and regardless of whether the owner had the legal right to do so. Your very ability to read this
article, with hyperlinks in it, could be affected by TPP. So, too, might your access to works currently in the public
domain and available free of charge.” Id. See also Electronic Frontier Foundation, Trans Pacific Partnership
Agreement, at:

22 See Electronic Frontier Foundation, Trans Pacific Partnership Agreement, at: https://www.eff.org/issues/tpp.
1q

¥ 1d., at p. 23.
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forms, methods and processes. TPP Art. 8.2 goes beyond even KORUS Art.
18.8.2, which goes beyond TRIPS Art. 27.3 by preventing exclusion of plants and
animals from patentability. TPP Art. 8.2, also prevents Parties from excluding
from patentability “diagnostic, therapeutic, and surgical procedures for the
treatment of humans or animals.”**

C. TPP Art. 9 — Measures Related to Certain Regulated Products —
Considerable debate continues over the IP protections to be accorded
pharmaceuticals while ensuring access to medicines. In particular there is
disagreement over whether the more IPR-protective provisions of KORUS should
be adopted instead of “the somewhat looser ‘May 10" Agreement’ provisions the
U.S. agreed to in the Colombia, Peru and Panama” US-FTAs. The May 10"
Agreement relaxed provisions on patent term extensions, patent linkages and data
exclusivity. In other words, difference of opinion remains among Parties
concerning whether there should be different IPR standards for developed and
developing country TPP Parties with respect to pharmaceuticals.

I USTR’s “TEAM” Proposal - USTR tabled its proposal (“Trade
Enhancing Access to Medicines” (TEAM)) at the September 2011 round
of TPP negotiations in Chicago. It “reportedly would encourage
companies to market innovations in TPP markets more quickly by making
stronger patent term extensions, data exclusivity and patent linkage
provision available to firms who apply for marketing approval for their
products through a ‘TPP Access Window.”” If pharma companies bring
their drugs to market within this TPP Access Window, they would be
entitled to “a KORUS standard of five years of data exclusivity,
mandatory patent linkage and patent term extension provisions”. This
would arguably undermine the May 10" Agreement commitments “that
capped data exclusivity at five years from US market approval, had
optional patent linkage and patent term extension provisions” (emphasis
added).®® USTR has represented that this would “allow for expedited
introduction of generic medicines.”’

USTR’s TEAM proposal incorporating a TPP Access Window has proved
controversial and “text-based negotiations concerning pharmaceutical IPR
reportedly have not occurred since the Melbourne round in March

*1d., at p. 24.

*®> CRS Report at pp. 36-37.

*®|d., at p. 37.

> 1d., citing USTR, Trans-Pacific Partnership Trade Goals to Enhance Access to Medicines, Whitepaper, available
at: http://www.ustr.gov/webfm_send/3059. “[A] a ‘TPP access window’ [would p]romote the availability of life-

saving and life-enhancing medicines in TPP markets and simultaneously establish a pathway for generics to enter
those markets as quickly as possible by conditioning obligations to apply certain pharmaceutical-specific intellectual
property protections on the requirement that innovators bring medicines to TPP markets within an agreed window of

time.” Id., at p. 1.
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2012.”°® “The U.S. proposal, which focuses on the concept of an ‘access
window,’ has been roundly rejected by many TPP partners. In response,
the U.S. is now in a period of reviewing its proposal, and stakeholders are
eager whether and how the U.S. opts to alter its proposal to make it more
palatable to other TPP members.”® For example, “Peru, which ha[d] the
ability to set the agenda for the May [2013] round [of negotiations], ha[d]
refused to allow a discussion on a revised U.S. proposal at that round, and
want[ed] to stick only to information exchange on this topic.”®® More
recently, “Peru publicly...indicated that it will not agree to proposed IPR
provisions that go beyond the May 10, 2007 provisions that are enshrined
in the U.S.- Peru FTA.”®

ii. PhRMA Access Window Study - PhRMA is alleged to have
released a study calling for a six year [TPP Access Window] period,”® but
has not generally expressed accord with the USTR Access Window
objectives. The PhRMA study evaluated “896 marketing approval filings
by large pharmaceutical companies in 15 emerging economies between
2000 and 2010 (Argentina, Brazil, China, Egypt, India, Indonesia,
Malaysia, Mexico, Russia, Saudi Arabia, Singapore, South Africa, South
Korea, Taiwan, and Turkey)”. It has been alleged that pharmaceutical
companies’ delays in applying for marketing approval were based on
various reasons including “country-specific regulatory reasons
(presumably idiosyncratic registration procedures and practices), product-

*8 Id., at p. 38, citing TPP Countries Slowly Restart Formal Talks On Pharmaceutical IP Protections, Inside U.S.
Trade, (March 15, 2013), available at:
http://www.eatg.org/news/167875/TPP_countries_slowly restart formal_talks on_pharmaceutical IP_protections_.
(“After roughly a year hiatus, countries participating in the Trans-Pacific Partnership (TPP) talks here restarted
formal 11-party talks on pharmaceutical intellectual property rights (IPR), although the nature of that conversation
was fairly basic.”). 1d.

%% See TPP Countries Slowly Restart Formal Talks On Pharmaceutical IP Protections, Inside U.S. Trade, (March
15, 2013), supra. See also James Politi, Drug Groups Set for TPP Trade Clash, Financial Times (July 21, 2013),
available  at: http://www.ft.com/intl/cms/s/0/606fch32-efc7-11e2-8229-00144feabdc0.html#axzz2hQQZVIKz
(“The US tried to bridge the gap in the pharmaceutical debate two years ago with a plan that sought to establish a
“TPP access window’, which would give greater legal certainty for generic manufacturers, and reduce customs
obstacles and duties on medicines. But other TPP countries rebuffed the plan, with the poorest such as Vietnam seen
to be most adversely affected. This issue is under discussion in Malaysia but the US has not submitted a revised
offer.”). Id.

g,

81 CRS Report at p. 38. See also Minister Silva: Do not Negotiate More About Intellectual Property in the FTA with
U.S., La Republica (June 12, 2013) (english translation), available at:  http://www.larepublica.pe/12-06-
2013/ministro-silva-no-se-negociara-mas-alla-de-lo-establecido-en-el-tlc-con-eeuu (“The Ministry of Foreign Trade
and Tourism (Mincetur) said today that there will be no more negotiations of those it has with the United States on
the issue of intellectual property within the Free Trade Agreement (FTA) that you have with that country. This, after
a group of organizations alerted that within the Trans-Pacific Partnership Agreement (TPP for its acronym in
English), the United States wanted to tighten some rules that had already signed with Peru in that trade agreement,
particularly on the issue of drugs and patents.”). Id.

%2 1d., citing USTR Plan to Table Full TPP IPR Proposal Spurs Pharmaceutical Lobbying, Inside U.S. Trade, April
28, 2011.
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specific characteristics (including the need to carry out additional clinical
trials), and most importantly commercial considerations (including not
having distribution systems for launching a product, low patient numbers
or low purchasing power, and the like).”®

iii. NGO Protestations of Access Window - Access to medicine
activists have argued that PhRMA should have “propose[d] a 2-year
window, which would have been sufficient...This long period of delay is
even more unconscionable when taking into account that the US proposal
on the access window allows applicants to initiate requests for marketing
approval based on ‘any information available to the applicant,” including
evidence of prior approval of the product in another Party (country) (Art.
9.8(a)).”® There is also the “possibility of initiating requests for marketing
approval without a complete dossier, [which] blows apart another excuse
drug companies have used to justified delayed registration, namely the
need to conduct in-country clinical trials. Companies can initiate
applications and still proceed with the small clinical trials that are required
in only a handful of countries.”® “PhRMA prefers to seek marketing
approval when it is poised to exploit a [developed country] market and
maximize its monopoly profits...[As a result, p]atients in poorer and
smaller countries wait the longest for life-saving and life-enhancing
medicines.”® In addition, activists have thus argued that a TPP Access
Window “would delay the introduction of generic medicines” by putting
“forth the fundamentally flawed premise that speeding up market entrance
of brand-name monopoly-priced drugs will, in itself, solve the challenge
of access to affordable medicines.”®’

(\2 USTR’s Non-Proposal on Biologics - USTR has not tabled a
proposal regarding the term of data protection for biologics. The US
biotech industry has called for a 12-year data exclusivity provision,
consistent with the Biologics Price Competition and Innovation Act of
2010 (“BPCIA”) (which is part of the 2010 Affordable Care Act). The
industry argued that a 12-year data exclusivity period is justified because
“the development and approval process[es] for large molecule biologics —
as opposed to small molecule pharmaceuticals — are more complex and
require longer exclusivity periods for a product to be commercially
viable...It is not clear whether biologics will be dealt with separately

% See Brook Baker, PhRMA's Sham Charm Campaign on TPP Access Window, Essentialdrugs.org (May 7, 2012),
available at: http://www.essentialdrugs.org/edrug/archive/201205/msg00015.php.

¢ CRS Report, at p. 37, citing Judit Rius Sanjuan, Trans-Pacific Talks Move Forward at Chicago Meeting, Bridges
Weekly Trade News Digest (Sept. 21, 2011), available at: http://ictsd.org/i/news/bridgesweekly/114215/. See also
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under the TPP,”®® especially considering the opposing positions that
various members of Congress have on the matter.®®

d. TPP Art. 9.5 - Patent Linkage Provisions - Consistent with many U.S.
FTAs (including KORUS), the leaked U.S. TPP negotiating text for IPRs provides
in Art. 9.5 for a U.S.-style patent registration linkage provision. WTO TRIPS
does not contain such a provision; nor do the laws of some TPP negotiating
countries, including Vietnam and Malaysia.”* TPP Art. 9.5 would obligate TPP
Parties to investigate and confirm that a generic drug seeking marketing approval
does not infringe an existing patent claim. If a patent claim exists, the regulatory
authority would have to deny marketing approval for that generic product until the
patent term expires.

I Patent Linkage Concept - The concept of patent linkage “refers
to requirements that safety and efficacy marketing authorities (e.g., the
U.S. Food and Drug Administration) do not register generic copies of
medicines for which there is a patent claimed by another supplier...It
permits them to use patent claims to block the marketing of products
without the need to sue the alleged infringer in courts to enforce the patent
rights. Generics will then be required to challenge the patent claims in
court and wait until the completion of the challenge (for each claim) in
order to reach the market, which may take many years.”’? Patent linkage

% CRS Report at p. 38. See also Lawrence A. Kogan, The U.S. Biologics Price Competition and Innovation Act of
2009 Triggers Public Debates, Regulatory/Policy Risks, and International Trade Concerns, 6 Global Trade and
Customs Journal, Issues 11-2 at pp. 513, 536-538, available at:
http://www.itssd.org/GTCJ_6(1112) Lawrence%20A%20K0gan%20-%20FINAL.pdf; BIO, The Trans-Pacific
Par