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Number of HIV/AIDS Death and
Cumulative ARV patients by Year
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@ongress of the United States

ashington, BE 20515
January 10, 2007
The Honorable Susan C. Schwab
United States Trade Representative
600 17" Street, NW
Washington, DC 20508
Dear Ambassador Schwab:

We are writing to mge that the United States respect the decision of the Thai government
to tssue a compulsory license on the AIDS drug efavirenz.

Thailand’s HIV/AIDS treatment initiative has been recognized as among the most
successful in the developing world. By producing genetic first-line antiretroviral (ARV)
therapies sice before the medicines were patented in the countty, Thailand’s Government
Phammacentical Organization (GPO) has made treatment widely accessible to tens of thousands
of patients in government clinics and hospitals.

However, increasing numbers of Thai HIV/AIDS patients need access to newer, second-
line treatment options because they have developed resistance to, o1 severe side effects from, the
first-line regimens. Because second-line drugs, including efavirenz, are under patent in
Thailand, they are currently only available from their brand name producers. The high price of
these medicines has created a significant obstacle to the expansion and sustamablhty of the Thai
program.

Thailand’s November 29 announcement of its intent to issue a government-use
compulsory license on efavirenz is a demonstration of its commmnent to improve treatment
options for the nearly 600,000 Thai citizens hvmg with HIV.! As has been demonstrated in
many other contexts, the availability of generics greatly lowers the price of HIV drugs over time
and increases access to these life-savings medications.

Further, Thailand’s action is entirely consistent with international trade rules. The World
Trade Organization’s 1994 Agreement on Trade Related Aspects of Intellectual Property
(TRIPS) specifically permits compulsory licensing, and the 2001 Doha Declaration reefﬁxmed
each country’s “freedom to determine the grounds upon which such licenses are granted_
Under TRIPS, Thailand is not required to negotiate in advance with the patent holder because the
drug will be produced in the near-term ﬁ.ltme by the GPO and distributed for non-commercial
public use by Thailand’s national program.’

' Burean of AIDS, 1B, and ST1, Department of Disease Control, Thailand Ministry of Public Health,
www.aidsthai org.

* Paragraph 5(b), ‘Declaration on the TRIPS Agreement and Public Health’, WO Ministerial Conference — Fowth
Session, WI/MIN(01)¥DEC/2, 20 November (2001)

? World Trade Organization, Agreement on Trade-Related Aspects of Intellectual Property

Rights (1994), Article 31.

PRINTED ON RECYCLED PAPER
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Thailand/efavirenz, p. 2

Unforhmately, it is our understanding that the United States goveinment may be
attempting to intervene in the Thai government’s decision to issue and implement the
compulsory license for efavirenz. As you are aware, the Irade Promotion Authority Act of 2002
mandates that United States trade policy respect other nations” public h2alth initiatives under
Doha.! We therefore call on you to respect the rights of Thailand and other nations to implement
important and permitted public health safeguards

7~

Tom Allen
Membez of Congress

Sincerely,

YA W
Member of Congress

L 1o

Fortney Pete Stark
Member of Congress

Member of Congress

Gl

Charles A Gonzalez
Member of Congress Member of Congress

‘U S. Trade Promotion Authority Act (P L. 107-210), August 6, 2002 § 2102(bX4)C)
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Thailand/efavirenz, p. 3

" e 0L

Betty MeCollum
Membez of Congress

B. Malone
Member of Congress

o} i

Dennis J. Kucinich
Member of Congress

Wkl ¥ IWosbn )

Michael H. Michaud
Mermaber of Congress

Jghn F. Tiemey
ber of Congress
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Linda T. Sanchez
Member of Congress

dea Sohis

Member of Congress

Ponbpo fee

Barbara Lee
Member of Congress

Loretta Sanchez
Member of Co:

ngress

S, &(/d%f

Maxmc Whters

Member of Congress



EXECUTIVE OFFICE OF THE PRESIDENT
THR UNITED STATES TRAOE REPRESENTATIVE
WASHINGTON, D.C. Z030@

The Honorable Sander M. Levin 17
U.S. House of Representatives ~ AN : 20
Washington, D.C. 20515

Dear Congressman Levin:

Thank you for your letter concerning the Thai Government’s announced intention to issue a
compulsory license on the AIDS drug efavirenz.

The Administration’s trade policy continues to advocate strong protection of intellectual property
rights as an essential element in fostering innovation in the development of life-saving
medicines, including those medicines necessary in the global fight against HIV/AIDS. Countries
like Thailand, facing major public health criscs, need to play a role in and benefit fully from the
development of new and more advanced treatments. Strong protection of intellectual property,
including through patents, remains a vital part of that process.

The Administration also remains fully committed to the flexibilitics established within global
and national intellectual property regimes enabling countries to address effectively significant
public health emergencies. As recognized in the 2001 Doha Declaration, these flexibilities
include recourse to the issuance of compulsory licenses. We are continually striving to strike the
right balance between strong intellectual property protection as a means of promoting
innovation, and appropriate use of flexibilities to address urgent situations. These objectives are
both achievable.

With respect to the recent anmouncement of the Thai Government, we have taken care to respect
fuily the Thai Government's ability to issue compulsory licenses in accordance with its own law
and its obligations as a member of the World Trade Organization (WTQ). We have not
suggested that Thailand has failed to comply with particular national or international rules. We
have indicated that it would be appropriate for the Thai authorities to respond to any requests for
direct discussions by concerned stakeholders, including, among others, the patent holder; we
have not sought to insert the U.S. Government into any such discussions.

Our trade policy dialogue with Thailand will continue to emphasize the importance of effective
intellectual property protection as an element in that country’s effort to strengthen its investment
climate and promote economic development We will stress the importance to Thailand of
abiding fully by its WTO obligations, but — as we have done to date — within the context of a
full respect for the Doha Declaration and for Thailand’s ability to make appropriate use of the
flexibilities embodied in WTO rules.

Again, thank you for your letter and for your views on this important and sensitive issue.

Sincerely,

Cnn O G

Susan C. Schwab
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} World Health
# Organization

20, AVENUE APPUA— CH-1211 GENEVA 27 — SWITZERLAND — TEL CENTRAL +41 22701 2111 ~ FAX CENTRAL +41 22 791 31,

Tel. direct +~41 22 791 2797 Mr Mongkol Na Songkhla
m;fﬁ +41 22 791 4846 Minister of Public Health
' Ministry of Public Health
In repiy please Royal Thai Government
refer to: DGO Tivanond Road
Nonthaburi 11000
Your reference; Thatlande
7 February 2007

Dear Minister,

It was a pleasure to meet you last week in Bangkok, antd I must express my deep
appreciation to you and your staff for the warm welcome, hospitality and great efficiency
demonstrated throughout my brief visit to Thailand.

It was a great honour for me to have an audience with His Majesty the King, and with her
Royal Highness Princess Maha Chakri Sirindhorn, in her capacity as Chair of the Board of
Trustees and President of the Prince Mahido! Award Foundation.

I was particularly impressed with the field visit, which provided me with an opportunity
to witness the work of dedicated health professionals and the community in Khon Kaen and Nam

Phong. The pride and professionalism of the staff and the support of the community was obvious
and most encouraging.

I also appreciated the opportunity to hear more about the work of the National Health
Security Office and the National Health Promotion Foundation. I was pleased to witness the
commitment of the Royal Thai government to universal coverage with effective health care
services, and to the health of the people of Thailand. I welcome the increasing budget for the
universal coverage scheme, which I know understand amounts to close to 2,000 baht per person
per year, and includes treatment for people with HIV/AIDS with antiretrovirals,

cc The Minister of Foreign Affairs of Thailand, Bangkok
Permanent Mission of Thailand to the United Nations Office at Geneva and the
Specialized Agencies in Switzerland

>

Aot Aot datans - AT HLRIN
Organisation mondiale de la Santé « BeemmupHan opraHM3aLnA 3npapooxpadeHun = Organizacion Mundial de la Salud
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Minister of Public Health, Thailand Page 2

1 deeply regret that my comments at the close of the briefing at the National Health
Security Office were misrepresented in the media, and may have caused embarrassment to the
government of Thailand. They should not be taken as a criticism of the decision of the Royal
Thai government to issue compulsory licences, which is entirely the prerogative of the
government, and fully in line with the TRIPS agreement.

Thailand is making good progress towards increase budget allocations for health, while
simultaneously control rising health care cqsts with greater efficiency. Medicines are a
substantial element of health care costs, and it is entirely appropriate and necessary for the

government of Thailand to find means of reducing these costs to efisure sustainable financing of
health care.

-

As I mentioned in the recent Executive Board, I firmly believe that the pharmaceutical
industry - generic manufacturers and R&D companies - are part of the solution. I am committed
to dialogue with industry to find ways of ensuring that access to high quality essential medicines
is not limited by cost considerations. I am equally committed to dialogue with people who suffer
from HIV/AIDS and other conditions, and with civil society groups and NGOs.

WHO unequivocally supports the use by developing countries of the flexibilities within
the TRIPS agreement that ensure access to affordable, high quality drugs. This includes the use
of compulsory licensing, as described in paragraph 6 of the Doha Declaration on the TRIPS
Agreement and Public Health. The decision whether to issue a compulsory license for a
pharmaceutical product is a national one. There is no requirement for countries to negotiate with
patent holders before issuing a compulsory licence. As a global community we need to ensure
the right balance between the immediate and urgent pressing need to provide affordable
medicines to the many that need them, and the need to provide continuous incentives for
innovation. It is in this regard that I noted that prior negotiations with industry is a pragmatic
approach that may ensure countries have access to high quality medicines at affordable prices.

Where there are urgent needs, the bottom line is that people need access to medicines

1 trust this clarifies the position of WHO conceming compulsory licensing of medicines,
and [ look forward to further opportunities to discuss these important issues with you in the
future

Yours faithfully,

’Wm

Dr Margaret Chan -
Director-General

dand bl dovad! dokans « A DA4RE
Organisation mondiale de la Santé » Beemwpran opraHn3alUmWA appasooxpanekna « Organizacion Mundial de la Salud
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20 AVENUE APPLA
1211 GENEVA Z7
SWITZERLAND

Tel 41 22 791 b
Fox =41 12 791 4187
weww_ N aidis.org
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@ UNAIDSZ

Execulive Director

Referance: EXO/PP/TWsh H.E. Mr. Mongkol Na Songkhla
Pubtic Healtn Minister
Thano Tiwanond

Amphoe Muang
Nontfaburl 11000
Thalland

28 December 2006
Excellency,

| would fike to take this opportunity to commend you and the Government of Thakan
for your strong and steadfast sfforts to provide access to antiretroviral treatment, Including
through the local mamufacturing of generic medicines, to people [iving with HIV.

Your latest decision to import generic Efavirenz until Thalland is able to man
the drug tisell, Is a good example of that commitment. It Is also a sign of the need to
urgently and consistently lower the cost of antiretroviral treatment in developing countries
that it not only becomes morae affordabile, but financlally sustainabie

Please accept, Excaliency, the assurancea of my highest consieration.
. V_
Lo

Dr Peter Piot

c.c.: Dr. Suwit Wibulpoiprasert, Senior Advisor on Health Economics, Ministry of Public
Health, Thailand
H.E. Mr Chalyang Satjipanon, Ambassador & Permanent Representative, Thal Mission,
Genava

Uniting the world against AIDS



. . 333 Seventh Avenue, 2 Fioor
New York, NY 10001-5004

Tel: (212) 679-6600

Fax: (212) 879-7016
msammmmms . ‘
DOCTORS WITHOUT BORDERS Web www. doctorswithoutborders.on

Honorable Condoleezza Rice, Secretary of State
U.S. Department of State .

2201 C Street NW

Washington, DC 20520

Ambassador Susan Schwab, United States Trade Representative
800 17th Street, N.W.

Washington, DC 20508

United States of America

New York, December 29, 2008

Dear Secretary Rice and Ambassador Schwab:

| am writing to express Doctors Without Borders/Médecins Sans Frontidres (MSF)'s concem that the
Unlted States Department of State and the United States Trade Representative have intervened in the
decision by the government of Thalland to issue a compulsory license on patents for the AIDS drug
sfavirenz, and to explain why the US govemment should refraln from such actions.

The US government is reportedly asking the Thai government to engage in prior negotiation with patent
owners before issuing compulsory licenses. Not only Is this not required under the World Trade
Organization (WTC) rules when the compulsory license is for govemnment use, It is not required under US
law. What the WTO does require is that Thailand "promptly" notify the patent owner when it issues a
compulsory license. Thailand has clearly done this. The US govemnment should not be overseeing the
management of Thailand's dealing with the patent owners as long as Thailand abides by its WTO TRIPS
pbligations.

In 2001, the United States government and every other member of the World Trade Organization (WTO)
nounced the signing of the Doha Declaration on TRIPS (Trade-related Aspects of Intellectual Property
‘Rights) and Public Health. This historic agreement said:

<start quote>

o agree that the TRIPS Agreement does not and should not prevent members from taking measures to
ect public health. Accordingly, while reiterating our commitment to the TRIPS Agreement, we affirm
that the Agreement can and should be interpreted and implemented in a manner supportive of WTO

bers' right to protect public health and, in particular, to promote access to medicines for all.

this connection, we reaffim the right of WTO members to use, to the full, the provisions in the TRIPS
ment, which provide flexibility for this purpose.
d quote>

liand is obviously trying to do exactly what the Doha Declaration promised it could. Respecting
iland's decision to exercise its ight under the Doha declaration is a matter of urgent concemn for Thai
in need of affordable AIDS treatment.

drug efavirenz, which is recommended by the World Health Organization {(WHOQ) for HIV/AIDS
nt, is currently patent protected in Thailand, and the monopolistic situation has affected both
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supply and affordability in the country. The price the patent holder Merck charges in Thailand (1,400
baht/month — US $39) is double of what Indian generic manufacturers charge for the drug (650
baht/month — US $18). In addition, on several cccasions, Merck has been unable to supply the drug in
Thailand. It is estimated that at least 12,000 people in Thailand currently need efavirenz, but that due to
cost and supply difficulties, the number recelving the drug is significantly lower.

MSF has worked in Thailand since 1976. The organization began providing ARV treatment to people with
HIV/AIDS in 2000 and we have witnessed the development of the Thal AIDS treatment program. Generic
production is the comerstone of Thailand's universal HIV/AIDS treatment program. Befaore generic
production, the cost of standard HIV/AIDS treatment in Thailand was over 33,330 baht per patient per
month (US $824), and only 3,000 people were getting treatment. In 2002, Thailand launched a generic
version of HIV/AIDS triple therapy, resulting in an 18-fold drop in the cost of treatment. Thanks to this,
over 85,000 people with HIV/AIDS are today receiving treatment. UNAIDS reports that Thailand is the
only Southeast Asian country to have over half of the total number of people on AIDS treatment who need
it.

Both the WHO (in August 2005) and the World Bank (in August 2008) have predicted dramatically rising
drug costs in Thailand due to the fact that patients need to switch to newer and more expensive drugs in
cases of resistance and toxicity. Both organizations recommend the use of public health safeguards
enshrined in the Doha Declaration on TRIPS and Public Health.

Issuing and executing a compulsory license, allowing both importation and local production, will increase
supply and affordability of efavirenz to the benefit of Thai patients. Creating a competitive generics market
for efavirenz and other newer AIDS drugs that are patented in Thailand and other markets is critical to
maintaining patients under treatment as natural resistance to first-line ARV therapy increases, as well as
to scaling up ARV treatment.

Thailand's decision will have important consequences, not only for Thailand, but for any developing
country that needs to obtain low-cost generic products. If Thailand follows through and begins to buy
from generic suppliers, it will create a larger global market for generic products, stimulate competition,
and lower prices everywhere for the newer products.

While the benefits of expanded generic competition are widely appreciated, many developing countries
have been reluctant to issue compulsory licenses because of fears that the United States govermment will
oppose such actions and exert pressure.

We ask that the United States government refrain from any opposition or interference with the Thai efforts
to use WTO flexibilities to buy generic AIDS medicines — including pressuring or otherwise seeking to
persuade Thailand to engage in negotiations with Merck rather than proceed to execute the compulsory
license it has issued.

Sincerely,

WG

Nicolas de Torrente
Executive Director
Doctors Without Borders/Médecins Sans Frontiéres (MSF-USA)

>

Head of Mission, MSF-Thailand
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Consumer Project on Technology
1621 Connecticut Avenue, NW, Wu.s.h.i_ngton, DC 20009

December 11, 2006

Ambassador Susan C. Schwab
United States Trade Representative
600 17th Street, N.W,

Washington, DC 20508

United States of America

Dear Ambassador Schwab:

We ask that the United States government not interfere with the Thai government
decision to issue a government-use license on patents covering the AIDS drug efavirenz.

There is a concern that the USTR may have suggested to the Thai government that the
WTO TRIPS agreement requires prior negotiations with patent owners before a
compulsory license is issued. If so, the assertion was wrong. Article 31 of the TRIPS
does not require prior negotiation before authonzmg non-voluntary use of a patent, in any
of the following cases: .

(1) a national emergency or other circumstances of extreme urgency,

(2) cases of public non-commercial use, or

(3) where such use is permitted to remedy a practice determined after judicial or
administrative process to be anti-competitive.

In this particular case, the non-voluntary use was a case of a government owned entity
that is providing medicines for a national program to treat AIDS. Under the WTO rules,
there is no obligation for prior negotiation with patent owners in such cases.

There is also no requirement for prior negotiation with patent owners under the various
US bilateral (and regional) trade agreements the United States has recently negotiated.
The reason for this is obvious. In the TRIPS and the bilateral or regional trade
agreements, these sections on prior negotiation were written to accommodate US law and
practice. Our own government is not required to negotiate with patent owners or
copyright owners before authorizing use by or for the government,

The main United States statute regardjng use of a patent in such circumstances is 28 USC
1498. There is no obligation for prior negotiation or pnor notice with the patent owner
under 28 USC 1498, when a non-voluntary authorization is for the government.' This
includes uses by third parties:

! TRIPS Article 31.b states "In the case of public non-commercial use, where the government or contractor,
without making a patent search, knows or has demonstrable grounds to know that a valid patent is or will
be used by or for the government, the right holder shall be informed promptly.” There is a similar
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For the purposes of this section, the use or manufacture of an Invention described
in and covered by a patent of the United States by a contractor, a subcontractor,
or any person, firm, or corporation for the Government and with the
authorization or consent of the Government, shall be construed as use or
manufacture for the United States.

As trade officials charged with promoting US norms for intellectual property protection,
it is useful to review what those norms actually are. The United State has a number of
mechanisms to issue compulsory licenses on patents. These include, in addition to 28
USC 1498, the following:

- Mandatory patent licenses under Section 308 of the Clean Air Act (see:
http://www.epa.gov/docs/fedrgstr/EP A-AIR/1994/December/Day-30/pr-
251.html). .This statute is unfortunately not consistent with the provisions of the
US FTA agreements negotiated with Jordan (2000), Singapore (2003), and
Australia (2004).

- Compu.lsory licenses for patents “affected with the public interest” that are of
primary importance in the production or utilization of special nuclear material or
atomic energy, for non-military purposes (See 42 USC 2183). This statute is
unfortunately not consistent with the provisions of the US FTA agreements
negotiated with Jordan (2000), Singapore (2003), and Australia (2004).

- The Bayh-Dole Act march-in rights for patents on inventions conceived with
federal funding,

- Remedies to anticompetitive practices.

- Compulsory licenses issued under the procedures set out by the US Supreme
Court in the recent eBay decision. This approach is arguably not consistent with
the provisions of the US FTA agreements negotiated with Jordan (2000),
Singapore (2003), and Australia (2004).

provision in NAFTA. NAFTA Article 1709(10)b) also requires that patent owners be notified "promptly,”
but #ot before a compulsory license is issued. See also: Executive Order 12889, Implementation Of The
North American Free Trade Agreement, December 28, 1993:
Sec. 6. Government Use of Patented Techmology. (2) Each agency shall, within 30 days from the date this
order is issued, modify or adopt procedures to ensure compliance with Article 1709(10) of the NAFTA

_. regarding notice when patented technology is used by or for the Federal Government without a license
from the owner, except that the requirement of Article 1709(10)(b) regarding reasonable efforts to obtain
advance suthorization from the patent owner:
(1) is hereby waived for an invention used or manufactured by or for the Federal Government, except that
the patent owner must be notified whenever the agency or its contractor, without making a patent search,
knows or has demonstrable reasonable grounds o know that an invention described in and covered by a
valid United States patent is or will be used or manufactured without a license; and
(2) is waived whenever a national emergency or other circumstances of extreme urgency exists, except that
the patent owner must be notified as soon as it is reasonably practicable to do so.
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The following are a just few recent examples of the use of compulsory licenses by the
United States:
- In 2001, DHHS Secretary Tommy Thompson used the threat to use 28 USC 1498
to authorize imports of generic ciprofloxacin, for stockpiles against a possible
anthrax attack.

- In 2001, the Department of Health and Human Services used its authority to
exercise March-In rights for patents on stem cell lines held by the Wisconsin
Alumni Foundation as leverage to secure an open license on those patents.”

- In 2002, the US FTC ordered a compulsory cross-license of the Immunex tumor
necrosis factor (“TNF”) patent, to Serono, including the “freedom to practice in
the research, development, manufacture, use, import, export, distribution and sale -
of TNFbp-I Products and certain glycosylated and nonglycosylated fragments,
derivatives and analogs thereof in the United States.”

- In 2002, the US Department of Justice required Microsoft to license on reasonable
and non-discriminatory terms intellectual property rights in a number of different
protocols needed to create products that were interoperable with Microsoft
Windows.’

- In 2005, the FTC ordered a compulsory license of Guidant’s intellectual property
surrounding the RX delivery system for Drug-Eluting Stents.

- In 2005, the US Department of Justice cited its right to use patents in 28 USC
1498 when it opposed injunctive relief for infringement of the patents relating to
the Blackberry email services supplied to both the government and private firms
that used the Blackberry device to communicate with the government.*

- In a November 2005 Congressional hearing, DHHS Secretary Michael Levitt
testified before the House of Representatives that he had threatened to override
the patents on treatments for Avian Flu if companies had not expanded US
production facilities.* More recently, the Centers for Disease Control threatened
to use US Bayh-Dole “march-in” rights to issue compulsory licenses on patents
on reverse genetics, which are needed to manufacture vaccines for avian flu,

? September 5, 2001, "National Institutes of Health and WiCell Research Institute, Inc.,

Sign Stem Cell Research Agreement,” http://www nih.govnews/pr/sep2001/0d-05 . hm.

? United States Of America, Plaintiff V. Microsoft Corporation, Defendant. Civil Action No. 98-1232
{CKK), FINAL JUDGMENT, (November 12, 2002). For a detailed account of work to implement the
order, see: INTERIM JOINT STATUS REPORT ON MICROSOFT'S COMPLIANCE WITH THE FINAL
TUDGMENTS, bttp://www.usdoj.gov/atr/cases/f201300/201386 htm

* The United States’ Statement Of Interest, November 2005, NTP, INC., Plaintiffs, V. RESEARCH IN
MOTION, LTD., Defendant., Civil Action No. 3:01CV767.

% See video excerpts from November 8, 2005 Hearings of the Subcommittee on Health of the House
Committee on Energy and Commerce,

hrtp:/Awww.cptech.org/ip/healib/tamiflu/hearingexcerpts1 1082005 bl
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- In June 2006, a court granted Microsoft a compulsory license to use two patents
owned by z4 Technologies that relate to digital rights management systems used
by Microsoft for its Windows and MS Office sofiware programs.®

- In July 2006, a court grantod DirectTV a compulsory license to use the Finisar
patent on mtegratcd receiver decoders (satellite set top boxes), for a royalty of
$1.60 per device.

- In August 2006, a court granted Toyota a compulsory license on three Paice
patents for hybrid transmissions, for a royalty of $25 per automobile.®

- In September 2006, a court granted Johnson and Johnson a compulsory license to
use three of Jan Voda’s patents on guiding-catheters for performing angioplasty.”

The point of this history lesson is to emphasize a point that some USTR officials seem to
overlook. The flexibilities in the TRIPS agreement are there for good reasons. As
evidenced by the many cases described above, there are many situations where gny
country will want to limit or create exceptions to the exclusive rights of a patent.

In the case of efavirenz patents, Thailand is clearly seeking to create a policy that will
strengthen competition among generic suppliers, and enhance it's own capacity to
manufacture AIDS medicines. The benefits of this policy will be more pronounced over
time, as competition, economies of scale and learning by doing lead to more efficient
production by generic producers.

Looking more closely at Thailand, one can see why this is so important. The United
States has a much higher national income than Thailand, but a much lower rate of HIV
mfectlon When compared to Thailand, the US has thirty-five times the income per HIV
patient.°

l! m“ Wﬂmw-.-‘m* “'TIIIPF'IFL

vl a— L N

Populatlon (2005) : =297 million | 64 Miltion

GNI (2005) 13 trillion 177 billion
GNI per capita (2005) $ 43,740 $2,750
HIV+ population 1,200,000 580,000
Rate of HIV infection (per 100,000) 404 906
GNI per HIV+ person $10.8 million | $ .3 million

“¢ This case was decided under the new US Supreme Court standard for granting injunctions on patents. See

eBny Inc. v. MercExchange, L.L.C., 126 S. Ct 1837, 1839-1841 (U.S. 2006)).
7 Ibid.

¥ Ibid.
 Ibid.
1° Assuming that the ability to pay is linear in terms of income, a second line AIDS drug that is sold for
$1,000 in Theiland would be equivalent to a product selling for $70,000 in the United States, With health
care budgets rising faster than incomes, the impact is even worst for the lower income country.
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Because of US trade policies, including the 1993 agreement negotiated by former USTR
Mickey Kantor,'! Thailand has been slow to provide treatment to its very large
population of AIDS patients. Until November 2006, Thailand had not used the
compulsory licensing provisions that are permitted in the TRIPS. Thailand started its
treatment program by relying extensively on a handful of older AIDS drugs that were off
patent in Thailand. These products are not the best that modem science offers. Many -
Thai AIDS patients suffer from the predictable side effects associated with the older
medicines. In any case, over time, AIDS patients everywhere develop resistance, and
cannot be treated without access to new medicines.

Thailand will need sustainable access to second line AIDS drugs at affordable prices. If
Thailand does not issue compulsory licenses on the patents for these medicines, it will
have to limit access to treatment. This will mean much suffering and death, an outcome
that is avoidable. -

The United States should not pressure Thailand on the issue of issuing compulsory
licenses on patents for AIDS drugs. It should accept the fact that Thailand, like all WTO
members, has an obligation to take measures to “promote access to medicines for all.”'

The United States and other high-income countries are increasingly realizing that they too
have to consider using compulsory licenses on patents for medical inventions. For
example, Canada and several European countries have threatened to use compulsory
licenses on the Myriad patents for tests used to identify the risks of breast cancer — tests
that are not widely available in the United States, because of the high price.”> Itis
increasingly difficult for high-income countries to afford the prices for new treatments for
cancer or other severe illnesses. With our own aging population, we cannot have a
sustainable program of access to the latest medical discoveries, without having the ability
to at least threaten to override the exclusive rights of a patent.

The tough USTR positions on patents, pharmaceutical test data and drug prices in trade
negotiations are an attempt to deal with the global problem of funding medical R&D.
They focus entirely on measures that raise drug prices. In our opinion, this is a mistake.
We believe the United States would be better off embracing a new approach, one that
focuses on sharing the costs of medical R&D -- not just through high drug prices, but
through any mechanism that supports relevant R&D efforts. For example, we would
benefit if our trading partners would engage with the NIH to share the costs of medical
R&D for global health problems, provide sustainable funding for the many new non-
profit product development ventures, or if they would fund new mechanisms to stimulate
R&D, such as advanced marketing commitments for new vaccines, or “prize funds” that
reward medical innovations that improve health outcomes."*

" http:/Awww cptech.org/ip/health/c/agree ments/thai- 1994-ip. htm].

2 Paragraph four of the 2001 Doha Declaration on TRIPS and Public Health.

' The tests are more widely available in countries that have shipped patient tests to offshore testing labs
where patents are not in effect.

' Aidan Hollis. An Optional Reward System for Neglected Disease Drugs, 2005; Joseph Stiglitz, Give
Prizes not Patents. New Scientist, September 16, 2006; Thomas Pogge on Online Opinion. "A New
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Last week the World Health Organization (WHOQO) convened the first meeting of it's new
Intergovernmental Working Group on Intellectual Property Rights, Innovation and Public
Health. At this first meeting, thirty-three countries, including Thailand, supported work
on a new treaty or agreement to provide sustainable sources of R&D for global health
priority projects It is in the interest of the United States that other countries, rich and
poor, do more to pay the costs of such research. For many of our trading partners, this is
a more appropriate and acceptable framework than one that only seeks to raise drug
prices.

As the new head of USTR, you have the opportunity to reframe our trade policy so that it
provide a rational, effective and ethical solution to the global free rider problem. We
need to ensure that everyone contributes fairly to the costs of medical R&D, but we aiso
need to ensure people have access to new inventions.

I would like to meet with you and your staff to discuss these matters.

Sincerely,

James Love
Director
Consumer Project on Technology

Ce:
Karan K. Bhatia, Ambassador, Deputy U.S. Trade Representative
Victoria A. Espinel, Assistant U.S. Trade Representative for Intellectual Property Rights

Barbara Weisel, Assistant U. S. Trade Representative for Southeast Asia-Pacific and
Pharmaceutical Policy

Senators Edward Kennedy, Hilary Clinton, Barack Obama, Sherrod Brown, Bernie
Sanders, Chuck Schumer, Diane Feinstein, Barbara Boxer, Trent Lott, Chuck Grassley,
Byron Dorgan, Richard Durbin, Ron Wyden, Patrick Leahy

Speaker Nancy Pelosi, Representatives Charles Rangel, Henry Waxman, John Dingell,
Tom Allen, Janice Schakowsky, Rahm Emanuel, Dan Burton, Rosa Del.auro, Jo Ann
Emerson, Dennis Kucinic, Barbara Lee, Sander Levin, Jim McDermott, Maxine Waters,

Approach to Pharmaceutical Innovations,” June 21, 2005; James Love. "Measures to Enhance Access to
Medical Technologies, and New Methods of Stimulating Medical R&D." Paper for the WIPO Open Forum
on the draft Substantive Patent Law Treaty (SPLT), March 2006.

A
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Peter Stark, Charles Gonzalez, John Lewis, Xavier Becerra, John Larson, Linda Sanchez,
Lloyd Dogget, Howard Berman, Lois Capps, Joe Crowley, Mark Udall, Betty McCollum,
Raul Grijalva, Hilda Solis .

Dr. Margaret Chan, Director-General Elect, World Health Organization

Dr. Howard Zucker, Assistant Director-General, World Health Organization

Dr Suwit Wibulpolprasert, Senior Advisor on Health Economics, Ministry of Public
Health, Thailand

Cecilia Oh, UNDP
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CLINTON -
- FORINDATION

February 16, 2007
His Excellency Dr. Mongkol Na Songkhla
Minister of Public Health
Royal Govemment of Thailand
Tiwanond Road
Noathaburi 11000
Thailand

I am writing to express the support of the William }. Clinton Foundation for the measuted use of
compulsory licenses by the Royal Government of Thaikind to ensure more affordable access to high
quality antiretyoviral drugs, including the combination lopinavir/ritonavic nsed in second-line treatment.

As you know, the Agreement on Trade Related Aspects of lntellectual Property Rights (TRIPS) was
negotiated during the Chinton Administration, and its provisions were deliberately crafied to enable
members of the Wodd Trade Oggeaization (WT'O) to take appropriate steps to protect public health.
This intention was reaffirmed in the Doha Declanation on the TRIPS Agreement and Public Health in
2001, which clarified that TRIPS “can and should be interpreted and implemented in 2 manner
supportive of WO members’ right to protect public health and, in particular, to promote access to
medicines for zlL” In cases of narional emergency, such as the threat posed by HIV/AIDS, TRIPS
explicitly authorizes members to issue compulsory licenses in the absence of prior negotiations with
patent holders. These rights extend to middle income countries, such as 'I‘hulmd which represent half
of all HIV-positive people on treatment in the developing wozld.

The Clinton Foundation recognizes the importance of adequate incentives for the research and
development of new pharmaceuticals, as well as the centml role of patents in ereating such. incentives.
Howrtver, the appropriate and targeted use of compulsory licenses by developing countrics does not pose
a threat to these incentives. Indeed, in the worldwide market for antiretroviral dougs, patent bolders
denive roughly 90 percent of sales from high-income nations, largely in America and Europe. Moreover,
many patent holders recognize the role of licenses and have pursued voluntary schemes to allow for the
export of high quality generics to nearly one hundred developing countries, including Thailand.

Compulsory forms of licenses represent an addidonal tool for ensuring affordable access 1o medicines,
which may be particularly appropriate in cascs where the patent holder has not taken steps to offer
affordable pricing or to issue voluatary licenses.

As 2 lower middle income country with 100,000 people on antiretroviral drugs, Thailand faces significant
budgetary pressure to sustain its laudable astional HTV/AIDS treatment program. Lopinavir/ritonavir is
currently available to Thailand for $2,000 per patient per year, four times the price available to Afrcan

- nations and an order of magnitude higher than the price of the threc-drug combinations used as first-line
treatment. With thovsands ofpeople:n peed, Thailand is justified, in this case, for seekmgtomable
access to high quality, lower-cost generic sources of this medicine.

The Clinton Foundation offers it support to the Royal Govemment of Thailand as it continues to easuce
access to affordable and high quality antirerroviral drugs to fight HIV/AIDS.

Sincerely,

,.Z c W
Ira C. Magaziner ~
Chairman

Clinton Foundation HIV/AIDS Initiative

-

225 Water Streer  Quincy, MA 02169 +1617 774 0110 www clintonfoundation.org
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Program on Information Justice and Intellectual Property
Thai Law on Government Use Licenses

Sean Flynn
Associate Director, Program on Information Justice and Intellectual Property
American University, Washington College of Law
December 18, 2006

This note provides a bref explanation of Thaidland’s authosity to issue a govemment-use compulsory
license for Efavirenz under its own law. Section 51 of the Thai Patent Act makes clear that the
Thailand Department of Disease Control is well within its rights in granting & license for the public
purchase and use of genenc efavirenz without further negotiation with the patent holder. The patent
holder s given a night to appeal the terms of the license, including its moyalty rate. The Department
may, however, use the license to begin purchase of genenc versions of patented medicines
inmediately, repardless of whether any dispute may exist or arise a5 to the neasonableness of the
royalty or other terms established in the license.

Thailand’s C sorv Li

On November 29, 2006, a public notice issued by the Director General of the Department of
Disease Control announced that it was authonzing the public use of patents on|efavircoz to serve its
national treatment plan. The notce invokes Article 51 of the Thai Patent Act as the legal basis for
the compulsory license.! It explains:

By the virtue of provisions of Arocle 51 of the Tha Patent Act
B.E. 2522 (as amended by the Thai Patent Act no2 B.E. 2535and
no.3 B.E. 2542), the Department of Discase Control, Mi.nistryr;
Public Health, thus use the patent aght of a medxine called -
Stocrn® (or efavicenz as a genesc name) and endorse the
Govemment Phamaceutical Organization of Thailand to exercise
the rights contain within Para 1 of Article 36 of the Thai Patent Act
B.E. 2522 (as amended by the Thai Patent Act no2 B.E. 2535/and
no.3 B.E. 2542) under these conditions:-

(1) The use of the above pateat stghts are effective from todayjto
the 31st December 2011.

{2) The use of the above patent aghts will be hmuted to the
provision of Efavitenz to not more than 200,000 patents per year,
for those covered under the National Health Security System Act
B.E. 2545, Social Secusity Act B.E. 2533, and the Civil Servants
and govemment employees medical benefits scheme..

(3) A royalty fee of 0.5 percent of the Govemment Phacmacepitical
Organization's total sale value of the imported or locally prodyced
Efavirenz will be paid to the patent holder.

! The full notice is available at hitp://www cptech.org/ip/health/c/thailand/thaicl4efavirenz htmi

WASHINGTON COLLEGE OF LAW
4801 MASSACHUSETTS AVENUE, NW  WASHINGTON, DC 20016-8192  202-274-4157 Fax: 202-274-0659
HTTP:/ / WWw WL AMERICAN.EDU/ PIJIP
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The Department of Disease Control, Ministry of Public Health will
notify the patent owner and the Department of Intellectual
Property, Ministry of Commerce immediately.

Section 51 of the Thai P \

Section 51 of Thailand’s Patent Act defines the right of “any ministry, bureau or department of the
Government,” “by themselves or through others,” to exercise the rghts in any patent “for public
consumption.” Specifically, the section states:

In order to carry out any service for public consumption or which
18 of vital importance to the defense of the country or for the
preservation or realization of natural cesources ot the envimnment
or to prevent or celieve a severe shortage of food, drugs or other
consumption items or for any other public service, any ministry,
bugeau or department of the Government may, by themselves or
through others, exercise any right under Section 36 by paying 2
royalty to the patentee or his exchsive censee under paragraph 2
of Section 48 and shall notify the patentee in writing without delay,
notwithstanding the provisions of Section 46, 47 and 47bis. In the
circumstances under the above paragraph, the ministry or bureau
or department shall submit its offer setting forth the amouat of
remuneration and canditions for the exploitation to the Ditector-
General. The royalty tate shall be as agreed upon by the ministry or
buremu or department and the patentee or his licensee, and the
provisions of Section 50 shall apply mutatis mutandis.

Grounds

Section 51 broadly suthorizes the govemment use of patents to “carry out any service for public
consumptidn” or to meet a list of specific public needs, including “to prevent or relieve a severe
shortage of . .. drugs or other consumption items.” The public notice contains adequate statements
invoking both of these authorized grounds.

The notice explains cleady that the license is being used to help carry out a service fot public
consumption. Specifically, the notice explains that the license will be used only “for public health
services,” and there fore s “clearly aimed for non-commercial purposes and for public interests.”
This alone 18 sufficient grounds to permit the license. There is no obligation in Thai law (or U.S.
law or the WI'O TRIPS agreement) that the public use of patented technology be limited to
emergency situations of extreme public need. The fact that the license will be used to
support a public program Jis sufficient grounds (o justify the license. .
The publkic notice alsc demaonstrates that a second independent ground for the ficense is
met: namely “to prevent or relieve a severe shortagre of . . . drugs or other consumption
items.” The notice explains that the license is needed to respond to a shortage of Efavirenz in
public treatment programs for people with AIDS:

More than 1 million Thais have been infected with HIV, among
this, mose than 500,000 peoplke are still alive. These infected
individuals will eventually need long-teom uses of antiretroviral
drugs to maintain their productive lives.. However, budget for
health services in the national health secunty system allocated for

. WASHINGTON COLLEGE OF LAW
4801 MASSACHUSETTS AVENUE, NW  WASHINGTON, DC 20016-8192  202-274-4187 FAX: 202-274-0659
HTYP:/ / Www WCLAMERICAN EDU/BIP
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HIV /AIDS patients in the fiscal year 2006 (B.E. 2549) is only
2,796.2 million bahr for the target group of 82,000 patients.

- . The Thai Government has launched a policy of universal access
to ant-retrovirals since 1st October 2003, and has a budget
specifically allocated for them. However, it is stﬂld:fﬁculttogct
accessed to some effective and safer anti-retrovinals. The h:gh
price of these patented anti-retrovirals have hindered their
accessibiity under the universal access policy.

Efavirenz is a highly effective and safe anti-cercoviral. It is also

placed m the Thailand’s National List of Anti-retrovirals.

However, the pace of the patented Efavirenz is twice of those

genencs produced by WHO certified GMP factoties in India. With

this higher poce, the budger allocated from the Thai Government

can only cover some patieats with Efavirenz, whereas the rest has -
to use other non patented more toxic anti-retrovirals

Although the license for evirenz appears limited to use in the public health system, jt is notable that
Section 51 does not restrct the use of lcenses issued under ot so narrowly where the purpose is to
address “a severe shormage of . . . drugs o other consumption tems.” This ground islindependent
from the ground that the license is ntended to be used “to carry out any seevice for pubbic
consumption.” Section 51 could, therefore, be used to suthorze a compulsory hoen.&: for use m the
private sector if the purpose is to address a shortage of needed medicines. 1

Licensine Authori

Under the Thai Pateat Act, the Dimector General of the Department of Commerce 15 authonzed to
grant most types of compulsory licenses. A public use license under Section 51, however, may
be issved by “any ministry, bureau or depantment of the Government, ” “by themsclves or
through others.” Thus, it is clear that the Depantment of Disease Control was within its
authority to issue a public use Iicense.

Notice

Section 51 docs not require prior negotiation with the patent holder. It rather requires that
the licensing authornity “shall notify the patentee in writing without delay, notwithstanding
the provisions of Section 46, 47 and 47bis.”

The exemption from the requirements of Section 46, 47 and 47 bis make clear that the
government i not required to (1) wait until “the expimtion of three years from the grant of a
patent or four years from the date of application,” Section 46, or (2) have “made an ceffort to
obrain a icense from the parentee having proposed conditions and remuncration reasanably
sufficient under the circumseances,” Section 46 (failure ro work); Section 47/47 bis (patent
necessary for subsequent invention).

Royalty

Section 51 states that the ministry issuing the patent “shall submit its offer setting forth the amount
of emuneration and conditions for the exploitation to the Director-General” The royalty mte and
teems shall either be (1) “as sgreed upon by the ministry or buseau or department and the patentee ot

WASHINGTON COLLEGE OF LAW
4801 MASSACHUSETTS AVENUE, NW  WASHINGTON, DC 20016-8192  202-274-4157 FaX: 202-274-0659
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his licensee,” or (2) set in teems of Section 50, which “shall apply mutatis mutandis” (ie. with
necessacy Changes).

The reference to Section 50 makes clear that the authorizing ministry has the right to set 2 rayalty
absent agreement with the patent holder, subject to appeal. Section 50 discusses the right of the
“Director Genenl” to set a royalty rate. But this provision applies when the Director Genenal (of the
depactment of commerce) is the requesting authonity. When another ministry is tequesting the
license under the teoms of Section 51, then the command to apply section 51 “murates mutandis”
indicates that the seferences to the Director General should be read as applying to the authonzing
munistry or department, in this case the Department of Disease Control. Thus, the applicable
language in section 50, with necessary changes made, states:

1f no agreement has been reached by the parties within the period
prescebed by the [Department of Disease Control], the
[Department] shall fix the royalty and prescobe the conditions and
restriction as he deems appropriate subject to the following
requiremnents: (1) the scope and duration of the license shall not be
more than necessary under the circumstances; (2) the patentee shall
be entitled o further license others; (3) the licensee shall not be
entitled to assign the license wo othess, except with that part of the
enterprise or goodwill particularly of the part under the license; (4)
the licensing shall be aimed predominantly for the supply of the
domestic market; (5) the remuneration fixed shall be adequate for
the circumstances of the case.

The Department of Disease Control fixed a royalty and prescabed conditions of the license in its

public notice and states the intent to “notify the patent owner and the Department of Intellectual

Property, Ministry of Commerce immediately.” Negotiation over the terms and royalty of the
License may follow this notice.

APPEAL OF TERMS

Should the patent holder and the government not reach agreement on the terms and royalty of the
license, the patent holder may file an appeal of such terms without affecting the right of the
Department to begin using the license immedsately (i.e. through the purchase of genernic medicatons
for its treatment program).

Section 50 states in selevant part:

The decision of the [Department] made under the first pamgraph
of the Section is appeslable to the Board within sixty days from the
date on which such decision is received.

The decision made “under the first pacagraph of the section” deals with the setting of the teoms of
‘the license, including the applicable royalty. It is not the ultimate decision to grant a license, which
appears unreviewable under Thai law. Thus, as under U.S. law, the patent holder has no nght to
appeal the grounds for the decision to grant a government use license but rather is limited to
contesting the compensation due for the expropriation. This also suggests that, as under
U.S. Iaw, a patent holder may not receive an injunction prohibiting the government from
using the patented invention pending the outcome of an appeal of the royalty mte.
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Inside Abbott's Tactics To Protect AIDS Drug Older Pill's Price Hike Helps Sales
of Flagship; A Probe in lllinois

Wall Street Journal - January 3, 2007
John Carreyrou, john.carreyrou@wsj.com ~

In the fall of 2003, Abbott Laboratories grew worried about new competition to its flagahip AIDS drug, Kaletrs. Then it seized on an unusual
weapon that helpod Kaletra'a global salea top $1 billion a year, even as it exposed Abbott to oriticism that it was endsngering patients.

The weapon waa an clder Abbott AIDS drug cailed Norvir. It is a key part of drug regimena that include rival companies' pills, Previously undisclosed
doc and emails reviewed by The Wall Street Journal show how Abbott executives diseussed ways to diminish the attraction nf Norvir, with the
gol.ﬁ:l’ﬁng patierts to drop the rival drugs and turn to Kaletra.

Atone baml the executives debated removing Norvir pills from the U.S. market and selling the medicine only in a liquid formulation that one executive
sdmitted tasted like vomit The taste would discournge use of Norvir and competitors’ drugs, the execiitives reasoned, and Abbett could claim |tneedod
Norvir pills for 2 humanitarian effort in Africa. Another proposal was to stop selling Norvir altogether.

A third proposal carried the day: qumtuplmg the price of Norviz. One internal document warned the move would make Abbott iook like & “big, bad,
gresdy pharmaceutical campgny.™ But the executives ¢xpected a Norvir price h:kc would help Kaletrs salea, and they bet any controversy would
eventually die down,

They were right. Kaletra sales in r.he.U.S rose 10% over the next two years. Some objected that the price hike made it harder for patients who needed
drug combinations painng Norvir with non-Abbott pills to get their medicine. After an inifiel burst, the eriticism faded, party becluse Abbott exempted
government health plans and AIDS drug-assistance programs from the Norvir price increase.

The debate at Abbott over Norvir provides a rare inside look st a phn.rmneculiul company's efforts to maximize profits and thwart competitnrs. The
industry hes come under fire in recent years for tactics such as heavy marketing of drugs that offer lirtle advantage over older products and paying
generic-drug, makers to deliy the introduotion of cheap copycats. Norvir represents a twist in which a compmy took advantage of its monopoly over
on¢ drug to proteet aales of another, more profitable one.

An Abbott spokeswoman, Melissa Brob, says the company never scriougly considered pulling Norvir from the globll market or withdrawing the pill

: . version i the U.S. Abbott denies raising Norvirs price to protect Kaletra 2nd says the increase didn hurt its competitors since their drugs continued to
' gain market share and they later raised their own prices. It says the prioe increase was intended to befter reflect Norvir's medical value after years of
being underestimated. |

Minois Attomey General Lisa Madigan has been investigating Abbotr's pn'oe hike for three years, saying it may be an example of unfair pricing that -
violates the state’s consumer-fraud law. A lawswil filed in U.S. distriet court in Oakland, Calif., by two AIDS patients and the Service Employm
International Union Health and Welfare Fund alleges that Abbou broke antitrust law by using its market power to boost Kaletra sales. The case is
scheduled to go to trial in carly 2008.

New Class of Drugs

Inthe 1990x. & new class of drugs called protense inhibitors revolutionized the trestment of AIDS. By impeding the human immunodeficiency virus's
abilils to reproduce itsclf. these drugs turned the disease from a death sentence info a chronic, manageabie iliness for many patients.

Norvir, which received Food and Drug Administration approval in 1996, is a protease inhibitor. Serious side effects prevented it from being used as a
stand-alone drug. But Abbott found that at small doses Norvir boosted the cffecuvcneu of other pm:em inhibitors. Nervir soon received wide use in
the drug combinations taken by AIDS patients.

In 2000, Abbott introduced Kaletra, which combined a new Abbott-made protease inhibitor with Norvir in a single pill. Kaletra's effectivencss and
convenicnee quickly made it the most popular ATDS drug, with 35% of the protease-inhibitor market by 2003 and annual USS. sales nearing $400
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million. By contrast, Norvir, when sold as a stand-alone drug, was bringing in loss than $50 million & year in the U 8.

Then, in Juae 2003, Bristol-Myers Squibb Co. introduced & new protease inhibitor called Reyataz. Bristol-Myers prescnted a study it funded
suggesting that Reyatz, booated with Norvir, was as effective as Kaletm at holding HIV in check and had a better cffect on cholestero! levels,
was also more convenient because it required fewer pilla a day.

As Revataz began gaining market share, Abbott executives considered ways to protect Kaletra sales. On Sept. 6, 2003, JefTrey Devlin, Abbotrs HIV
tnarketing director. emmled a slide presentation to a colleague that discussed two options: quintupling Norvir's price, or withdrawing Norvir pills from
the U.S. market and leaving only the liquid version of the dnug.

The pill withdrawal option would dramatically improve Kaletra's salcs and cripple Reyataz, the presenmtion predicted, because the drug regimen that
included Reyataz would suddenly beéome more expensive. [t forecast that U.S. sales of Kaletra would grow by 20% to 30% between 2004 and 2008,
while U.8. prescriptions of Reyataz would fall by 28% to 54% over the same period under the scenario. Anticipating that people would wonder why
Norvir pilla were suddenly unavailable, the document rocommended telling the American public that they noeded to be sent "to the developing world
{i.c. Africa)” 20 part of a humunitarien effort.

But Mr. Deviin fretted that forcing Amerioans to swallow Norvir in liquid form "will always be 2 tough scll.” Abbott was keenly aware of the liquid'a
unpleasant taste. In & deposition the following year with investigators from the lllinoia attorney gencral's office, John Leonard, Abbott's vice president
of global pharmaceutical research and development, roferred o liquid Norvir as *this fluid that has been — Tl just say it -- characterized as sting liks
someone ¢lse’s vomit.” .

When Abbott briefly.halted the production of Norvir pillsin 1998 because of manufasturing problems, patients resorted to creative methods to block
the liquid's foul taste. These included using a straw to shoot it to the back of their throats, coating their mouths with peanut butter or chocolate, and
numbing theic taste buds with ice or popsioles. . : '

Hucklash Fe

Foreseeing o backlash over the taste, Mr. Devlin recommended the price incroase. But the liquid oprion atayed slive. On Sept. 12,2003, Josus Leal,
then vice president of Abbott's virology franchise, recommended it in an email to 4 colleague. "Please don't be stunned by the outcome of the thought
process,” Mr, Leal weote to her, ’

Mr. Loal's concern: A price hike on Norvir would be hard to justify. Abbott might claim it coutdn’t afford to producae the drug at the lower priee, but it
would face exposure "if forced to epen books,™ he wrote. The liquid switch, on the other hand, would "minimize amy fedoral investigations regarding
price increases” he argued. Mr. Leal, Who han since left the company, says today the email "was part of a long and vigorous debate within Abbot, and
should not be taken out of context.” :

A slide presentation tited "HIV Communicetions Plan™ and dated Sept. 24,2003, reviewed the two options and added a third: pulling all formulations
of Norvir from the global market. This radical atep, the presentation said, would remove “pricing from public debate™ and render moot any discwsion
of the liquid's taste. However, it nated that Abbott's “corporate reputation” would suffer.

As for the price-increasc scenario, the document listed as & “Pro” that health insurers might stop covering Norvir, which would hust sales of other
protease inhibitors and force patients to use Kaletra. Among the cons, it cautioned that the move would *tamish® A bbott Chief Executive Officor Mils
White'a debut as chairman of the Pharmaceutical Research and Manufacturers of America, the industry's trade group, and "position” Abbott as & *big,
bad. greedy pharmaccutioal company.” Abbott saya this slide presentstion waa made by a public-relations firm working for the company at the time,

In early Oclober. as a second new proteese inhibitor from GlaxeSmithKline PLC neared FDA approval, another internal document recommended the
price increase. [t warned that if Norvir's price wusn't raised, “the Abbott franchise will be scverely threatened by the competitor's ability to ‘piggy back’
on Norvir's uniqueness.” If Abbott took no action, it predicted, Kaletra prescriptions would fall 10% in 2004,

Abbort declined to mako Messrs. Devlin, Leanard and White available for comment. Ms, Brotz, the Abbott spokeswoman, says Mr. White, who
remains chiefl exsoutive, didn't know that lower-ranking executives discussed forcing Americans to take Norvir as & liquid or ending its sale altogether.
She saya the cxeouti ves were just brainstorming and quickly discarded some of the options. Thase executives weren't decision makers, she adda.

Howe ver, in a court brief filed in the California case last ycar opposing a plaintiffs’ motion to unseal the documents, Abbott said they "were prepared
by and for some of the moat senior officers at the compeny as part of an enormowsly important strategic diseussion about Norvir.*

In December 2003, Abbott implemented its final decision: 2 400% price increase. Norvir's U.S. wholesale price rose to 5257.10 from $51.30 for 30
100-milligram capsules. The move made Kaletra a cheaper option for American AIDS paticnts. [t raised the cost of using a Reyataz/Norvir regimen by
§2,504 t0 $11,187 a year. In the case of regimens requiring more than cnce-daily Notvir boosting, the cost rose by $5,000 or more a year. Kaletra at the
time cost about §7,000 & year. -

Protest at Headquarters

As Abbont had foreseen, the price hike triggered an uproar. AIDS activists protested in front of the company's suburban Chicago headquarters and at its
annual meeting of shareholders. Three hundred doctors banded together to boycott Abbott products and barred company sales representatives from
entering their offices.

Abbott exempted Medicaid, Medicare and state A1DS drug-assistance programs from the price increase. [t also announced that it would expand its own
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million. By contrast, Noevir, when sold as a stand-alone drug, was bringing in losa than $30 million a year in the U.S,

Then, in June 2003. Bristol-Myers Squibb Co. introduced a new protease inhibitr called Reyataz. Bristol-Myers presented a study it funded
suggesting that Revataz. boosted with Norvir, was as effective as Kaletrn at holding HIV in check and had a better effect on cholesterol levels. Reyataz
was al30 more eonvenient because it required fewer pills a day.

-
As Revataz began gaining market share, Abbott exccutives considered ways to protect Keletra sales. On Sept. 6, 2003, Joffrey Devlin, Abbotts HIV
markcting dircctor. emailed a slide presentstion 10 a colleague that discussed two options: quintupling Norvir's price, or withdrawing Notvir pills from
the U.S. inarket and leaving only the liquid version of the drug.

The pill withdraws! option would drematically improve Kaletra's sales and oripple Reyataz, the presentation predicted, because the drug regimen that
inciuded Reyataz would suddenly become more expenaive, It forecast that U.S, sales of Kaletra would grow by 20% to 30% between 2004 and 2004
while U.S. prescriptions of Reyataz would fall by 28% to 54% over the same period undar the scenario. Anficipating that peaple would wonder why the
Nervir pills were suddenly unavailable, the dooument recommended telling the American public that they ne¢ded to be sont "to the developing world
(i.e. Africa)" as part of a humanitarian effort.

But Mr. Devlin fretted that forcing Americans to swallow Norvir in liquid form "will alwaya be & tough sell.” Abbott was keenly awareof the liquid's
unpleasant taste. In a deposition the following year with investigators from the [ilinois attornoy general's office, John Leonard, Abbotrs vice president
of global pharmaceutical research and development, referred to liquid Norvir as “this fluid that has been - Tl just say it — charmcterized as tasting like
omeone cise's vomit.”

When Abbott bricfly halted the production of Norvir pills in 1998 becguso of manufacturing problems, patients revorted to creative methods to block
the liquid's foul taste. These inaluded using a straw 10 shoot it to the back of their throats, coating their mouths with peanut butter o ohocolste, and
sumbing their taste buds with ice or popsicles. :

Backlash Foreseen

Foresecing a backlash over the taste, Mr. Devlin recommended the price increass. But the liquid option stayed alive. On'Sept. 12, 2003, Josus Leal,
then vice president of Abbott's virology franchise, recommended it in an email to a collcague. "Please don't be stunned by the outcome of the thought
process,” Mr. Loal wrote to her. - .

Mr. Leal's concermn: A-prioe hike on Norvir would be hard to justify. Abbott might elaim it couldn't afford to produce the drug at the lower price, but it
would face exposure “if forced to open books,” he wrote. The liquid switch, on the other hand, would "minimize any federal investigationa regarding

price increases” he argued. Mr. Leal, who has since left the company, says today the email "was part of a long and vigorous debate within Abbott, and
should not be taken out of context.” : .

A slide presentation titled "HIV Communications Plan” and dated Sept. 24, 2003, roviewed the two options and added a third: pulting all formulations
of Norvir from the global market, This radical step, the presentation said, would remove "pricing from public debate” and render moot any discussion
of the liquid's taste. However, {1 noted that Abbott's “carporate reputation” would suffer. .

-~ At for'the price-increase scenario, the document listed as a "Pro” that health insurers might stop covering Norvir, which would hurt sales of ather
inhibitors and force paticnts to use Kaletra. Among the cons, it cautioned that the move would "tarniah” Abbott Chief Executive Offiosr Miles
- White's debut as chairman of the Pharmaceuticat Rosearch and Manufacturers of America, the industry's trade group, and "position™ A bbott as a *big,

- bad. greedy pharmaceutical company.” Abbott says this slide presentation was made by a public-relations firm working for the company at the time.

In early October. a3 a second new protease inhibitor from GlaxoSmith¥ine PLC ncared FDA approval, another internai do¢ument recommended the
price increase. [t warned that if Norvic's price wasn't ruised, “the Abbott franchise will he severely threatened by the competitor's ability to 'piggy back
‘oo Norvirs uniqueness.” If Abbott took no action, it predicted, Katetra prescriptions would fafl 10% in 2004.

bbott dectined to muke Messcs. Devlin, Leonard and White available for comment. Ms. Brotz, the Abbott spokeswoman, s1ys Mr. White, who
smains chief executive, didn't know that Jower-ranking cxecutives discussed forcing Americans to take Norvir a8 2 liguid or ending its sale altogether.
- She says the executivez were just brainstorming and quickly discarded some of the options. These exccutives woren't decision makers, the adds.

‘However, in a court brief fited in the Californin case last year opposing a plaintiffs’ motion to unseal the docurnents, Abbott said they “were prepared
by and for some of the most senior officers at the company as part of an enonmously important strategio discussion about Nervir.”

December 2003, Abbott impiemented its final decision: a 400% pricc increzse. Norvirs U.S. wholeszle price rose to $257.10 from $51.30 for 30
milligram capsules. The move made Kaletra a cheaper option for American AIDS patients. It raised the cost of using & Reyataz/Norvir regimen hy
to $11,187 a year, In the case of regimens requiting more than once-daily Norvir boosting, the cost rose by $5,000 or more a year. Kaletra at the
e cost about $7,000 a year.

st at Headquarters

Abbott had foreseen, the price hike triggered an uproar. AIDS sctivists protested in front of the company's suburban Chicago headquarters and at its
ual meeting of sharcholders. Three hundred doctors banded together to boyeott Abbott products and barmed company sales representatives from
ing their ofTices.

1t exeinpted Medicaid. Medicarc and state AIDS drug-assistance programs from the price increase. It aiso announced that it would expand its own
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2N World Health
»¥ Organization

10 April 2007

WHO welcomes Abbott's decision to reduce the price of second-line
antiretroviral therapy

The World Health Organization (WHO) is committed to work towards universal access, by 2010, to HIV prevention services
to treatment and care for people living with HIV/AIDS.

Encouragingly, the number of peop.lc being treated with antiretroviral therapy (ART) continues to grow in low and middle incom
countries. This trend is also resulting in a growing number of people who require access to "second-line” ART, as they develop
resistance to “first-line" treatments.

In this context, WHO welcomes the decision of Abbott Laboratories to significantly reduce the price of lopinavirfritonavir (LPV
marketed as Kaletra/Aluvia®). LPV/r is considered particularly effective as second-line ART, and the demand for it has been

growing.

In the interests of public health. WHO will continue to work with countries, people living with HIV/AIDS, organizations and the
pharmaceutrical indusiry, to find mechanisms that address the immediate need to rapidly increase access and affordability of life
saving drugs, while maintaining the fong term need to foster research and development in innovative medicines.

For more information please contact:

Christine McNab
Communications Department
WHO, Geneva .

Tel: +41 22 791 4688
Mobile: +41 79 254 68135

E-mail: menabe@who.int

E-mail scams | Employment { FAQs | Feedback | Other UN sites | Privacy | RSS feeds
© World Health Organization 2007. AU rights reserved
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Press Release

Abbott Agrees with World Health Organization {WHO) Director-General to Expand Access
to Kaletra/Aluvia (lopinavir/ritonavir)

Abbott Reduces Price of Kaletra/Aiuvia in Low and Low-Middie Income Countries to $1,000

Abbott Park, lllincis, April 10, 2007 — Abbott and World Health Organization (WHO) Diractor-General, Margaret-
Chan, have agreed on a balanced approach to provide Kaietra/Aluvia (lopinavir/ritonavir) capsules and tablets to
more patients in the developing world, while supporting continued long-term biopharmaceutical research and
development in the interest of intemational public health, Director-Generel Chen approached Abbott to discuss
how to improve affordebility and access while maintaining incentives to support developing new madicines.

To mest the naeds of countries committed to expanding HIV/AIDS treatment, Abbott will offer the governments
of more than 40 low and low-middle income countrias (as defined by Word Bank criteria) and NGOs a new price
of $1,000 per patient per year. This price Is lower than any generic price available In the world today for this
medicine and is approximately 55 percent less than the average current price for these countries.

Abbott wilt imfnediaialy begin discussions with individual countries where Abbott's patents are respected to
maximize the number of patients that can be provided Kaletra/Aluvia capsules and tablets at this new price.

Abbott is taking this action in ordar to further Increase access and address the debate around pricing of HiV
medicines: by Increasing affordability while preserving the system that enables the discovery of new medicines.
The patents of scientists and inventors must exist so that there are incentives for sustained research and
development. Without this system, the miracle drugs the world enjoys today, including HIV medicines, would not
exist. .

Specifically, with regard to Thailand, Abbott appreciates and fully respects the suggestion of Director-General
Chan that more work needs to be done with the governmant of Thailand to achieve a positive outcome.
Meanwhile, Kaletra capsules remain available in Thailand and will be eligible for the new price.

Today, Kaletra capsules are registared in 118 countries, making it the most widely registered HIV medicine.
Kaletra/Aluvia tablets will be registered in more than 150 countries et the completion of the registretion procass.

Learn more ebout Access and Affordability to Abbott's HIV Medicines.

About Kaletra/Aluvia

Kaletra (lopinevirfritonavir) is indicated for the treatment of HiV-1 infected aduits and children above the age of 2
years, in combination with other antiretroviral agents. Most experience with Kaletra is derived from the use of the
product in antiretroviral therapy natve patients. Data in heavily pretreated protease inhibitor experienced patients
are limited. There are imited data on salvage therapy on patients who have failed therapy with Kaletra.

The choice of Kaletra to treat protease inhibitor experianced HIV-1 infected patients should be based on
individual viral resistance testing and treatment history of patients. Kaletra is not recommended for use in
children below 2 years of age due to insufficient data on safety and efficacy.

Important Safety Information

Kaletra should not be given to patients who have had an allergic reaction to the active substances or any of the
excipients, or by patients with severe hepatic insufficiency.

Kaletra is contraindicated with astemizole, terfenadine, midazolam, triazolam, cisapride, pimozide, amiodarona,
ergot alkeloids (e.g., ergotamine, dihydroergotamine, ergonovine and methylergonovine), products containing St
John's wort {Hypericum perforatum) and vardenafil. Kalatra should not be co-administered with lovastatin,
simvastatin, rifampicin, fluticasone or other glucocorticoids. Co-administration of efavirenz, nevirapine, nelfinavir
or amprenavir with Kaletra tablets 400/100 mg is not recommended. If co-administration of these products with
Kaletra is clinically indicated, a dose increase of Kaletra tablets to 600/150 mg twice daily may be considered.
However, as the safety of high doses of Kaletra has not been established, safety should be closely monitored
when Kaletra tablets 800/150 mg twice daily is administered,

Particular caution must be used when prescribing sildenafil or tadalafil in patients receiving Kaletra. Concomitant
use of Kaletra with tadalafil or sildenafil is expected to substantially increase PDES inhibitor associated adverse
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reactions including hypotension, syncope, visual changes and prolonged erection,

Particular caution must be used when prescribing Kaletra and medicinal products known to induce QT interval
proiongation such es chiorpheniramine, quinidine, erythromycin, or clarithromycin.

Levels of ethinyl estradiol may decrease when estrogen-based oral contraceptives are co-administered with
Katetra; aternative or additional contraceptive measures are to be used.

Plaase conault your local prescribing information for any additional country specific prascribing
recommendations.

Canes of pencreatitis have been reported in petlents recelving Kaletra, Including those who developed
hypertriglyceridemia.

Katetra is contralndicated In patients with severe llvar impairment. Patients with chrenic hepatitis B or C and
treated with combination antiretroviral therapy are at an increased risk for severe and potentislly fatal hapatic
adverse events. Patients should be monltored, end if there is evidence of worsaning liver diseese in such
patients, interruption or discontinuation of treatment should ba considered. In patients recelving protease
inhibitors, Increased bleeding (in patients with hemophilia), new onset or axacerbation of diebetes melitus end
hyperglycemia have been reported,

Combination antiretroviral therapy has besn associeted with redistribution of body fat (Ilpodystrophy) in HIV
patients. The long-term consequances of these events sre currentiy unknown.

Traatment with Kaletra has reaulted in increases, somatimas marked, in total cholasterol and triglycerides, which
should be monltored before and during therepy. Immuna reactivation syndrome has baen reported In HIV-
infected patiants with severe immune deficiancy at tha time of institution of combination antiretrovirel therapy.
Although the atiology I8 considered multifactoriat (including corticosteroid use, alcohol consumption, severe
immunosuppression, higher body mass indax), cases of osteonecrosis have been reported petticularly in
patiants with advanced HIV-disease and/or long-term exposure to combination antiretroviral therapy.

At this stage of deveiopment, Iittle information Is avalleble on the cross-resistance of viruses salactad during
therapy with Kaietra.

In Kaletra clinical trials, edverse reactions of moderate to severa intensity with possible or probeble relationship
to Keletra were dlarthea, neusas, vomiting, abdominal pain, abnormat stools, dyspepsia, flatulence,
gastrointestinal disorder, insomnie, haadeche, rash, lipodystrophy, and asthenia. In children 2 yaars of age end
older, the nature of the sefety profila is similar to that seen In adults.

About Abbott

Abbottis 8 qlc;bsl, broad-based heaith care company devotad to the discovery, development, manufacture snd
marketing of phermaceuticeis end medicel products, including nutritionals, devices and diagnostics. The
company employs 65,000 people and markets its products in more then 130 countries.
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From: "Brook Baker" <B.Baker@neu.edu>
Date: Thu, 12 Apr 2007 16:08:32 -0400

E-DRUG: Abbott's Blackmail Against Thailand Continues

Abbott Blackmai. against Thailand Continues - Lives Hang in the Balance
Profes ¢ Brook K Baker, Health GAP
April y 2007

Abbott Laboratories has attempted to temporarily regain lost ground in its
ongoing compulsory license dispute with Thailand by granting a further
price coﬁcession on Kaletra/Aluvia for forty-five low- and lower-middle
countries, inoluding, in principle, Thailand. The new price, $1000 per
patient per year, is still twice Abbott's no-profit price to least
developed and African countries, but it is $1200 less than the "discount”
price Abbott offered under activist pressure last year on August 13 during
the Internaticnal AIDS Conference in Toronto. At the same that time Abbott
promises.a price discount, it has announcéd plans to register
Kalet:a/h;uqié broadly, though it has not done much in this regard so far,

However, the price discount and registration promise are doubly illusory im
Thailand because Abbott has withdrawn its registration application for
Aluvia, the new heat-~stable, Meltrex form of Kaletra that is vastly
superior in tropical countries like Thailand. Not content with withdrawing -
one key AIDS medicine that could adversely affect treatment options for
B,000~-20,000 patients in the next year alone, Abbott has also withdrawn six
other :eqi;tration packets and threatened to withhold all new medicines
from the Thal market, Abbott has initiated this new-preduct boycott of

Thailand in retaliation for Thailand's lawful issuance of a compulsory
license for public, non-commercial use of Kaletra/Aluvia calling this a
"failure to honor intellectual property rights." Contrary to Abbott's
claim, compulsory licensing is an essential part of the intellectual
property regime having been recognized in naticnal laws for over a century,
having been used on thousands of occasions by the U.5. alone, and having
been expressly ratified in the WTQ TRIPS Agreement and the Doha Declaration
of 2001.
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As part of its long-term strategy, Abbott is attempting to realize three
goals simultansously. First, in concert with the entire industry and with
the assistance of the United States Trade Representative, Abbott is’
attempting to enshrine even higher standards of intellectual property
protection in an escalating series of "free" trade agreements. These
monopoly-enhancing agreements extend patent terms beyond 20 years, extend
patent rights to new uses of existing products, delay registration of
generic equivalents through data exclusivity rule and patent/registration
linkage rules that prevent drug regulatory authorities from relying on eor
referring to safety and efficacy data submitted by the data heolder,
restrict compulscory licensing and parallel importation rights, and revoke
price control mechanisms like reference pricing and therapeutic-value
formularies. Although U.S./Thai negotiations were suspended last year,
partially over access-to-medicines issues, a leaked version of the U.S. -
proposal exposed the U.S/Pharma effort to treat a very TRIPS-plus patent
and data regime in Thailand.

Second, Abbott is trying to discover the price discount that will reduce °
pressure from developing countries, AIDS activists, and multilateral
institutions like the WHO and Clinton Foundation. Rest assured that Abbott
has attempted to extract p:emiﬁm prices from low- and lower-middle income
countries in the past, charging between $3000 and $5000 per year as
racently as last August., But the AIDS crisis and widespread poverty in
middle-income countries confound Abbott's effort to Sxtract thousands of
dollars of profit from each AIDS patient each year, and thus'h@bott has had

to respond with a series of face-saving price cuta designed to relieve its

public relations nightmare. As part of this strategy, Abbott is trying
undercut the entry price of generic manufacturers that have not yet reached
efficient economies-of-scale. Abbott's effort to buy off the biéqer
middle-income markets in Brazil and Thailand is predictably undermining
incentives for generic entry.

Third, Abbott is trying to punish Thailand severely for using a fully
TRIPS~-compliant flexibility for accessing cheaper medicines. Its product
boycott represents a new low in Pharma's perverse pursuit of unassailable
monopoly protections. By intimidating Thailand, like it did Brazil two
years ago, Abbott hopes to dissuade other developing countries from
following Thailand's lead. Big Pharma would like to draw a boundary around
Africa and around AIDS drugs and declare a regional and disease-specific
cease fire in its ongoing Pharma Wars. But, by the same token, Big Pharma
would like to eliminate utilization of TRIPS flexibilities and
disincentivize the development of a robust generic industry that would



compete with regard to newer, more broadly patented medicines,

The price cuts offered by Abbott are insuffitient to meet the long-term
needs of Thailand and other developing countries. As can be seen, price
cuts are conditioned on disavowal of key TRIPS-compliant flexibilities.
Although the price discounts might temporarily heat sta;t-up generic
prices, the eventual prices of multiple. generic producers manufacturing at
efficient economies-of-scale will always beat tha price of higher-cost
Western manufacturers, Likewise, relying on single-source suppliers
unavoidably raises the risk of stock-outs and product interruptions.
Finally, developing countries have their own national and regional interest
in promoting local manufacturing capacity.

Although gaining a better price from Abbott is an important short-run
victory, Thailand should not relinquish its compulsory license on
Kaletra/Aluvia or other medicines. The license can always be held in
abeyance for use when generic prices drop further and when the generic
versions of Aluvia are WHO-prequalified and registered in Thailand.
Morecver, Thailand and other developing countries should continue to
pressure Abbott for voluntary access licenses, given to patent pools or, to
multiple producers, so that generic pharmaceutical companies can begin to
manufacture and register more cost efficient forms of this very important
AIDS medicine. In fact, Thailand and other countries should go even
further and grant compulsory licenses on ritonavir as a separate product so
that it can be co-formulated with other protease inhibitors that might be
superior to lopinavir.

Abbott’s crude and unlawful boycott of Thailand cannot be made palatable by
a unilaterally granted and unilaterally revocable price discount. The
stakes of this boycott are death. It's hard to understand why a company

that makes $1.1 billion a year from Kaletra sales is willing to kill people

to secure more profits. Hopefully this question will be asked at the
Abbott shareholder meeting in Chicago on April 27,

Professor Brook K. Baker, Health GAP
Northeastern U. School of Law

Program on Human Rights and the Global Econcmy
400 Huntington Ave.

Boston, MA 02115

617-373-3217 (office)

617-259-0760 (cell)
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THAILAND

Thailand will be elevated to the Priority Watch List in 2007, reflecting & concern that the
past year has been characterized by an overall deterioration in the protection and
enforcement of IPR in Thailand. The United States appreciates that many Thai law
enforcement officials continue to work, amid challenging circumstances, to conduct
actions against infringing activity. However, these efforts appear not to have had a
measurable effect on piracy and counterfeiting rates, which remain unacceptably high.
The weak nature of Thailand’s legislation governing optical disc media constitutes &
particular challenge in addressing the large scale of pirated disc production. Book piracy,
cable and signal theft, and entertainment and business software piracy have likewise not
been addressed in 2 meaningful way. Production and distribution of infringing copies of
trademarked products, such as apparel and footwear, also remain widespread. With
respect to all of these areas, insufficiently deterrent legal penalties contribute to ongoing
infringement problems. In addition to these longstanding concerns with deficient IPR
protection in Thailand, in late 2006 and early 2007, there were further indications of a
weakening of respect for patents, as the Thai Government announced decisions to issue
compulsory licenses for several patented pharmaceutical products, While the United
States acknowledges a country’s ability to issue such licenses in accordance with WTO
rules, the lack of transparency and due process exhibited in Thailand represents a serious
concemn. These actions have compounded previously expressed concems such as delay
in the granting of patents and weak protection against unfair commercial use.for data
generated to obtain marketing approval.
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‘ USA for Innovation: Patently Wrong
10 Myths and Facts on Thailand’s Compulsory Licsnses

Myth #1: Thafland's efforts to provide affordadle medicines to Its cltizens will
undsrmine incentives for madical fnnovation

Fact: “The appropriate and targsted use of compulsory lcenses by developing
countries does not pose & threat to thesa Ingentives, Indeed, in the worldwide market
for antiretroviral drugs, patent holders darive roughly 80 percent of sajes from high-
income nat{ons, Jargely in America and Burope. *

Ira Mageziner, Chafrman of tha Clinton Foundation HIV/AIDS Initiative

Myth #2: Thailand’s use of compulsory licansss was legally questionable,

Fact: Numerous publie officlals and asademics bave attssted to the legality of
Thailand’s actions, According to tha WT0's own PAQ “The TRIPS Agreement does not
speclficelly list the ressons that might bs used to justify compulsory licensing.
However, the Doha Declaration on TRIPS and Public Heslth confirms that countries
are fres to determins the grounds for grenting compulsory licences, . . For *national
emergencies”, “other circumsatanoes of sxtreme urgency” or “publis montommeretal
use® (or “government usa®) or anticompetitive practices, thers 1s no need to try first
for 8 voluntary licence. It's the only thatance when the TRIPS Agraement spscifically
links emargencies to compulsory lloensing,

Myth #3: Thafland's compulsory licensas are part of conspiracy iead by the current
military governmant.

Fect: The compulsory lioenses are the culmination of work over many years to ensure
»ocess to ife-saving medicines. What is new {s that, for the {irat time In many years,
the Thal Minister of Health 15 a msedical sxpert and ls working together with civll
society to create policies that ensure access to lifasaving medicines.

Myth #4: Thafland engaged !n no prior nagotiations with patenlt holdlng drug
companies.

Fast: The Thal govarnment held negotiations to lower prices with sach of the patant
halders for years before Issuing the compulsory licenses, with lttle results. What has
angered drug oompanies is that Thatland did not give them the opportunity to lsunch &

hrep e kaloaline org
1621 Connpcticul Avenut, Sufte 500, Wuhiagina, DC 20003, USA «1202.132.2470
1 Moute dog Mariilong, CP 2100, 1211 Geneve 2, Swharriand 441 22 191 §727
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preemptive lobbylng campalgn by broadeast its intention o tssue compulsopy licanses. |
Sinoe [ssuing the loenses, 'rh_nnnnd has created a committas with government ang
oivil soniaty spesifically to negotiate with drug companies,

Myth #8: Thafland's universal trestment program harms people living with BIV/AIDS
by inorsasing rates of resistance. -

Fact: Thalland's HIV/AIDS program Ras been bighly toutad by the WHO and the World
Bank, There are no studies that demonstrste higher rates of drug-resistant HIV in
Thalland than in the West. Unfortunately, drug resistant HIV rates are relatively high
in &ll countries committed to providing treatment for HIV/AIDS, For example, In
France, 80% of AIDB patlents need to move on to & second treatment In the three
years following Initiation of thefr firet treatmant.

Myth #6: Thafland really only cares about bullding up its gemario pharmaceutisal
company, GPO.

Fact: Not a single drug subject to compulsory licansa i& baing produced by GPO. Fach
of the medieines |3 either now being imported or scheduled to be imported from WEO
oertified genaris manufacturers in Indis. These manufacturers have numerous PDA
spproved products, and supply PRPFAR with generte drugs including efavirens.

Myth #7: Thalland's compuisory Heenses for s heart disease drug shows that Thalland
will target any and all drugs in the future.

Fact: According to WHO, heart disease Iz the leading causs of deail (n low income
countries. Thafland policy only permits compuisory licensing for drugs that are on
Thaland's essential drugs list, address urgent publis health problems, and are too
expensive to supply under the govarnments universal access policy.

Myth #8: Thafland's compulsory licenses are meraly the symptom of & poorly
financed health care system.

Fact: Prom 2001 to 3007, Thalland inoreased spending tenfold on access %o
HIV/AIDB drugs, and now leads all iower middle insome deweioping countries. In 2008
the World Bank informed Thailand that it would have to coneider sompulsory lleenses
If {t was serfous about including AIDB treatment In 1ts new haalth program. According
to the World Meslth Organization, “Thalland Is making good progress towanms
increasing budget allocations for health, while slmultaneously controlilng rising health
oare 60sts with greater efficiensy. Msdicines are a substantial element of health cara

hipfwwekeionline org 2
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costs, and It 1s entirely appropriate and nacsgsary for the government of Thalland to
find Epans of reduoing thess costs to ansire sustalnable financing of health care. *

Myth 8 Thafland has a bad reputation for intellsctual property protaction.

Fack: On Jenuary 25th, the World Intsllsctual Property Organization Awsrded the
Eing of Thalland its Global Leaders Award, the “most prestiglous recognition of
outstanding contributions by world laaders to the cause of Intellsotual property to
promote davelopmant.

Myth 10; Thafland's use of compuleory lioensing ls entirely out of step with current

U8 polisy.

Fact: Of the thres drugs under compulsory license 1n Thafland, the United States
governmens i3 & leading purchaser of genario copiss of efaviranz (without Merck's
permissfon) through its PEPFAR program, and about $500 mDion In generis
olopidogre] was legally sold {n tha U.S. in 2008 (without Banofi's permisston) due o &
patent dispute,

The United States routinely forces patant holdsrg to lcense or divest Intellectus)
property, or refuses to enforce patents, in order ta lowsr prices for the government ar
consumers. This {s permissfbla under 28 UBC 1488, US Executive Order 12889, the
Bayh-Dols Act, the Clsan Air Act, 42 U.8. Cods §52183, various FIC asuthorities,
suspansion of injunctive relfef by court order, and othar mechanisms, In 2005, FIC
ordered Guidant to divest patents related to heart stents to & competitor, Abbott,
According to Jeffrey Schmidt, the FTC's Bureau of Competition Director, “The order
pratects competition and consumers whose very lives may dspend on their ability to
obtain treatment with thess devices,” Sounds familiap,

hepAwwwkeloaline.ong
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Compuisory Licenses on Patents
April 26, 2007
Table of Contents

1. Woerld Trade Organization Fact Sheet- TRIPS And Health; Frequently Asked
Questions.... ' e 1SR b s cabe s resesesa i v v |

2. Recent Exmni:le.s of the Ij;‘;;“clompulsory Licenses on Patents......c....coeenrrevncn, 2

1. World Trade Organization Fact Sheet- TRIPS And Health:
Frequently Asked Questions -

Compulsory licensing of pharmsceuticals and TRIPS

A certaln smount of confusion exixts sbout the TRIPS Agreement's provisions and compulsory
licansing for medicinsa, These aras some answers to questions that are frequently asked,

What is compulsory licensing?

Compulsory licensing is when a goverament allows someone g8 to produce the parented producs
or process without the consent of the patant ower. It Is one of the flexibilities on patent
proteetion included [n the WTO"s agreement on intclloctual property — the TRIPS (Trade-
Related Aspects of [ntellestual Proparty Rights) Agreement,

Daocs there have t2 be an emergency?

The TRIPS Agreement does list 2 number of conditions for issuing con_ipulsoty licences, in
Article 31, In particular: ) ) _ o
-normally the person or company applying for a licence has to have tn_uil to negotiete a
voluntary licence with the patent holder on reasonable commercial terms. Only if that fails can 3
compulsory licence be issucd, and ) )
-even when 3 compulsory licence has been issued, the patent owner has to receive
payment; the TRIPS Agreement says “the right holder shall be paid adequate remuneration in rhe

Mrpowwe, kcioaline org
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cucumstances of each case, taking into account the economic valug

does not define “sdequate remuneration” o “economic value”, of the uthorization”, but i

There's more, Compulsory licensing must
Beven exclusively 1o licensees (e.g. the
subject 10 fegal review in the counary.

meet certain additions! requirements: it cannot te
patent-bolder can continue to produce). and it should: ke

Source: bp:/fwww.wi.org/englishi/tratop_o/tring efoublic health fag ebum

2. Recent Examples of the Use of Compulsory Licenses on
Patents

Contrary to many news reports and statements by misinformed sources, the use of compulsory
licenses is quitc fraquent in developed oountries; the number of examples in developing countries
continues to grow,

Below, KEI teports on a few cases. These sre only a few of the examples included in 2 longer
papes, available ar:

LR W

The sxamples cover a wide variety of tcchnologies, legal mechanisms, and grounds for non-
voluniary authorizations to use patents.

UNTTED STATES
Goverament use under 28 USC 1498

In 2001, DHHS Secretary Tommy Thompson threatened to uss 28 USC 1498 in order to
authorize importa of generic ciprofloxscin for stockpiles against a possible anthrax sftack.

In 2005, the U.S, Department of Justice cited its right to use patents in 28 USC 1498 when it
opposed injunctive relief for infringement of patents relating to the Blackberry fmail services
supplied to both the government and private firmy that used the Blackberry device to
communicate with the govemment,

hitpuiferaas keioafine.ong
1521 Bannecticut Avenue, Suitz 100, Washinguon, DG 20009, USA +] 100.332.2610
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Merger reviews

1n 2002, the U.S. Pederal Trade Commission (FTC) ordered a compuls ice

. ory croas-license of the
Immunex tumor necrosis Bctor (“TNF"} patens, to Serono, insluding the “freedom 10 practice in
the research, development, manufacture, use, import, export, distribution and sale of TNFhp-1
?mducu .tnd certain glycosylatad and nonglyeosylated fagments, derivatives and analogs thereof
in the United Sates.” Note the permission to export, which is anlicipated by Article 31X of the

TRIPS, In this case, the compulsory cross license allows a Swiss firm 1o compete with the U.S.
patent owner, ' o

1n 2005, the FTC ordercd a compulsory licanse of Guidant’s intellectual property surrounding the
RX delivery system for Drug-Eluting Stents (DES) as 1 condition of Guidant's acquisition by
either Johnson & Johnson or Bostan Seientific.i Boston Scieatific, which eventually won tha
bidding to acquire Guidant, was required to license DES pstents 1o 3 potantial entranl Abbotr.

Noo-merger remedies to anticompetitive practices

In February 2007, in a case invalving a failure 1o disclose patents on the standard, an FTC
antitust remedial order compelled memory chipmaker Rambus (o license its patented technolagy
on certain specified terms-and iimited the maximum royalty rates that Rambus can collset for use
of its patents to 0.25 percent for SDRAM products; 0.5 percent for DDR SDRAM products, as
well as SDRAM memory controllers or other non memory chip components; and 1 percent for
DDR SDRAM memory controllers, or other roo-memory chip components. After three years, the
royalty rate will be zaro percent. : o

New U.S, Supreme Courtstandard for grantiog lnjuneﬁons On patents (eBay 2006 deciston)

Tn Jine 2006, s court granted Miorasoft a compulsory license to use two patents owned by 24
Technologies that relate to Digital Rights Managemont syntems used by Microsoft for its
Windows and M85 Office software programs. - -

In July 2008, a cotrt granted DirectTV & compulsory license to use the Finisar patent on
integrated receiver decoders (sateilitc sct 10p boxes), for 2 royalty of §1.60 per device,

In August 2006, a court grasted Toyota a compulsory license on three Paice patents for hybrid
transmissions, for a royalty of $25 per automobile. , ,

In Sepsmber 2006, 2 court granted Johnson and Johngon a compulsory license 10 use three of Dr.
Jan Voda's patents on guiding-catheters, medical devices for perfarming angioplasty.

In April 2007, the U.S. Court of Appcals for the Fedenal Circuit in Washington D.C..iuur.d a
permanent stay of an injunction involving the infringemeat of patents owned by Verizon, the
phone company, The Court aliowed Vonage, 3 corapany that competes directly w:th'Vnmzon W
offer Intemnet based telephone services, to use the Verizon patents, in raturn for placing a S.S'
percent royslly into an escrow fund, whils Vonage contests the validity and scope of the Verizon

hapiwwe keionline.org 3
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In Mareh 2007, the [walisn Competition Authority (AGCM) required Merck to “grant frec licences
to allow the manufacture and sale in ltaly of the active ingredient Finasteride and related generlc

‘drugs two years bafors tha 2009 expiration of the Complementary Protzetion Certificate’,

Finasteride is the active ingredient of a drug marketed initislly under the brand name Prosess and
Propecia. It is used 1o treat hypertrophy of the prostate, cancer of the progirate, and male-pattern
baldness. The Merck royalty free compulsery licentes were remedies ta Merek's earlier refusal
1o licensa the patents 1o [talian manufactures of active pharmaceutical ingredients. The licenscs
anticipate exports to “other Ewropean countnes.” The government announced expected price
reductions for the drug to bepefit consumers and the Nationa! Health System.

In February 2006, the Itslian Competition Authority (AGCM) forced Glaxe to grant # license on a
migraine drug, Sumatriptan Syceinats, as & remedy for Glaxo Group's refusal to grant a license o
Fabbrica Ttaliana Sintetici SpA (FIS). FIS initially usad the compulsory license entirely for the
export market, supplying generie firms that were seling products in markets outside of Ialy,
where the patants had expired, This was possibie in part betause the TRIPS waives all sastrictions
on exports in cades whare the licenses were lisued to remedy to anticompetitive practices.

In June 2005, the ltallan Competition Authotity (AGCM) ordered a compulsory license for Merck
patents on antibiatics that use tha sctive ingredients Imipenem Cilastatina.

BRAZTL

On April 24 2007, the Brazilian Health Minister published a Decrez declaring the antiretrovisal
drug, Efavirenz to be of public interest. This degree is the first step to issue a compulsory license
for public non-commarcial use (govermment use) on the patent for Efavirenz, the same HIV- -
AIDS drug for which Thailand lssued a eompulsory license in November 2006
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The Honorable Susan C. Schwab
United States Trade Representative
Office.of the U.S. Trade Representative
600 17® Street, N.W.

Washington, D.C. 20508

Dear Madam Ambassador:

We are very concerned about the approach your office is taking to
implement a recent amendment to the U.S. Generalized System of Preferences
(GSP). GSP is the oldest of U.S. trade preference programs, and is an integral part
of U.S. trade and development policy. We urge you to administer this important
program, including the recent amendment, in a way that promotes the objective of
fostering economic growth and development through trade.

" The amendment in question, Sec.8001 of P.L.109-432, directs the President
to consider revoking *“‘competitive need limit” (CNL) waivers that have been in
place for more than five years and that meet certain export thresholds. As part of
implementation of the amendment, USTR should request that the International
Trade Commission conduct quantitative analyses to determine: (1) whether the
beneficiary countries will remain competitive in the covered products after
revocation of the waivers (i.e., maintain existing levels of exports to the United
States); and (2) whether revocation of these waivers will benefit lesser developed
GSP beneficiaries, or benefit non-GSP beneficiaries, such as China.

We are particularly concerned that for a number of the CNL product waivers
you are considering, including jewelry from India and Thailand, China is expected
to benefit if revocation occurs. That result is at odds with the purpose of the GSP
CNL provisions outlined in legislation, including the 2006 amendment to the GSP
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The Honorable Susan C. Schwab
May 15, 2007
Page 2

program. The legislative history of the GSP program clearly indicates that the
CNL provision was designed to allow the withdrawal of preferences “where
[preferences] can no longer be justified on grounds of promoting the development
of the industry in question in a particular developing country” and where
revocation of preferences would “provide more opportunities to the least
developed countries.” The December 2006 amendment to GSP was drafted with
a similar purpose in mind. While the amendment unfortunately was not
considered in Committee, the sumnmary of an earlier version of the amendment
clearly states that the goal of the amendment is to “tighten(] rules on competitive
need limit waivers to tailor the program for use by lesser developed countries that
need help exporting to the United States,™

In light of this purpose, absent an affirmative finding that the affected
beneficiary countries will remain competitive and that another lesser developed
_ GSP country will benefit, the CNL waivers should not be revoked.

Please do not hesitate to contact us with any questions. We look forward to
continuing to work with you in this area.

" Sincerely,
les B. Rang San vin
Chairman Chairman
Committee on Ways and Means Committee on Ways and Means

B Subcommittee on Trade

! Senate Report 93-1298, November 26, 1974.
2 Summary of LK. 6142, September 21, 2006, Chzinman Bill Thomas, Commitioe on Ways and Meams.
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51 Union Street Email: pspuss@dfid.gov.uk
Oxford OX4 1JP

Direct Line: 020 7023 0462

2 may 2007
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y — i J

Thank you for your letter of 20 April about Thaitand's recent use of compuisory
licensing, and your email of 30 April.

We continue to be a strong supporter of the right of developing countries, including
Thailand, to implement the TRIPS agreement as is appropriate for their
circumstances, and particulady of their right to utilise TRIPS flexibilities to ensure
affordable access to medicines to meet public health needs. This inciudes the use of
compuisory licensing provisions included in the TRIPS Agreement, as noted in your
ietter. The Secretary of State raised this matter at the G8 Development Ministers’
meeting which resulted in the communiqué supporting the rights of developing
countries to make use of TRIPS flexibilities.

The Thai Government has made the decision to use these TRIPS flexibilities in the
form of compulsory licensing based on their assessment of the public health need
within Thailand. We support Thailand’s right to use compulsory licensing provisions

in order to protect public health, and in particular, to promote access to medicines
for all.

We agree that Thailand’s stated use of compulsory licensing provisions has not
broken any WTO rules as there is no obligation to negotiate with the rights holder if
the products are for public non-commercial use. However,-we feel that both sides
can gain significant benefit from constructive dialogue and we are pleased that the
Thai Government has decided to establish a working group where such discussions
can take place.

We remain in close contact with the Thai Government, the European Commission
and other European Union Member states, in order to identify the most effectuve
course of action to achieve sustainable access to medicines.

Improving access to affordable medicines for the poorest in developing countries wilf
only be achieved once all the bottlenecks or barriers have been tackied. Beyond
driving down the prices through TRIPS and trade, DFID's approach recognises that
supporling developing countries to make distribution and use of medicines more
efficient, further engagement with the business community and the pharmaceutical
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industry, and the promotion of research and development are necessary ingredients
for achieving the health Millennium Development Goals.

As you are aware DFID has been at the forefront of global efforts to improve access
to medicines for some years. Last month, DFID and the Lancet hosted a two-day
conference on Access to Medicines, where over 160 representatives from
pharmaceutical companies, the NGO community, scientists, bilateral donors and
international organisations discussed why poor people lack access to medicines,
how best to improve the situation; the role of the international system and how
medicines access and the drug supply chain shoulkd be managed at the local level.
The debate, organised to look at policy pnorities for DFID and other stakehoider
work over the next five-ten years, was marked by high quality discussion and
openness to new ideas amongst the participants.

in opening the seminar | announced the formation of an International Advisory
Group on Access to Medicines to help us with our thinking. Going forward we see
the Conference contributing to the analytical work of the Intergovernmental Working
Group on Public Health, Innovation and Intellectual Property in Geneva over the rest
of this year, and we will be considering issues and ideas such as patent pooling,
health system strengthening and funding for research and development.

i hope this is helpful.

\(owq Sar\cx/‘cil

(m% U,

GARETH THOMAS
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Congress of the nited States
Waghington, BC 20515 -

June 20, 2007

Ambassador Susan C. Schwab
United States Trade Representative
600 17° Street, NW

Washingtom, DC 20508

Dear Ambassador Schwab: -

As you are aware, Thailand recently issued compulsory licenses to purchase generic
versions of several medications that were too costly for the government to purchase for its
citizens. In doing so, it was acting within its international rights and obligations under the
Agreement on Trade-Related Aspects of [ntellectual Property, as specifically affirmed by the
United States and other nations in the Doha Declaration.

In fact, your office specifically refrained from suggesting otherwise, despite complaints
from pharmaceutical patentholders. Yet Thailand was added to the “Priority Waich List” in the
anmual USTR Special 301 trade report, which cited “a weakening of respect for patents” in
Tlmilandf and a “lack of transparency and due process” in the issuance of the compulsory
licenses.

It is difficult to interpret this decision as anything other than retaliation for Thailand’s
recent actions. [t sends a troubling message, not only to Thailand but to the whole world, that
the exercise of recognized public health flexibilities in trade obligations is frowned upon by the
United Stawes.

This response runs counter to the United States obligation to respect the rights of all
nations to implement their intellectual property rules in a way that is supportive of public health.
We urpe you to adhere to this principle and reassess U.S. policy toward Thailand to reflect this
commitment,

Our concerns are detailed below.
Thailand’s Actions

Thailand has a model program for HIV/AIDS treatment. Since 2003, the national health
program, which covers all Thai citizens including nearly 600,000 living with HIV/AIDS, has
provided broad access to anti-retroviral (ARV) drugs.? But an increasing number of patients
have become resistant to first-line ARV therapies or experience serious side effects, and the
newer ARV drugs that they must switch to generally cost much more.

USTR Special 301 Report 2007 (Apr. 30, 2007) 27.

2 Bureau of AIDS, TB, and STI, Department of Disease Control, Thailand Ministry of
Public Health, www.aidsthaj.org.

PRINTED ON RECYCLED PAPER
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To cope with the high prices and growing need, Thailand recently moved to safeguard the
sustainable growth of its treatment efforts by issuing compulsory licenses for the ARVs
efavirenz and lopinavir/r. It also issued a compulsory license for clopidogrel, a heart
medication.’ '

The use of compulsory licenses, with “adequate renumeration” patd to the patentholder,
is pemiitted by the WTO Agreement on Trade-Related Aspects of Intellectual Property, or
TRIPS:* While in certain cases a country must first make reasonable efforts to negotiate with the
patentholder, no sl:uncnr consultation is required in cases of extreme urgency or public non-
commercial use,

Each of the compulsory licenses issued only applies to non-commercial government use;
those who buy the drugs in the private market must still purchase the patentholder’s branded
versions.® Thus, Thailand was under no obligation to consult with the patent holders. However,
Thailand did in fact make concerted efforts to negotiate lower prices for these and other
medicines during 2005 and 2006, even establishing an interagenc _;,r working group 1o have
informal and formal discussions with pharmaceutical companies.

In some instances these negotiations resulted in a company offering an acceptable price
for a patented drug. For example, we understand that Gilead Sciences wrote to your office about
its positive experience dealing with Thai aut.hormcs on its proposal to offer $1 per day pricing
for the HIV/AIDS drug Viread (tenofovir).?

3 Text of the compulsory license decrees are available in English online at
http:/fwww.cptech.org/ip/health/c/thailand/.

* World Trade Organization, Agreement on Trade-Related Aspects of Intellectual
Property Rights (1994) (TRIPS) Article 31(b).

Id.

¢ The Ministry of Public Health And The National Health Security Office of Thailand,
Facts and Evidences ont the 10 Burning Issues Related to the Government Use of Patents on
Three Patented Drugs in Thailand (Feb. 2007) 3.

? Id. pp. 5-6.

# | etter from Gilead Sciences Senior Vice President and General Counsel Gregg H. Alton
to USTR Susan Schwab, March 16, 2007.
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Abbott IAbomones had priced Kaletra, the patented version of lopinavir/r, at $2200 per
patient annually.’ Because Abbott would not offer a price affordable for the government’s AIDS
treatment program and the country was approaching a stock-out of the drug, Thailand decided to
issue a compulsory license that would permit it to purchase generic versions of the drug.
Compulsory licenses not only offer access to more affordable generics but also can impact
patentholder’s pricing For example, faced with the prospect of generic competition, Abbott
lowered the price of Kaletra to $1000 for Thailand and 40 other low-income and lower-middle
income couatries. '

Thai AIDS patients now stand to benefit further from the recently-announced discounts
that the Clmton Foundation has negotiated for generic versions of both lopinavir/r and
efavirenz.!" It is important to note that without the compulsory licenses, Thailand would not =
have been able to join other low- and middle-income countries in using this lmponant
opportunity to mamtam and expand its AIDS treatment campaign.

The U.S. Response

The Thai government’s action is consistent with its obligations under the World Trade
Organization (WTQ) agreement on Trade Related Aspects of Intellectual Property (TRIPS). In
response to a letter from Congress, your office specifically noted that the United States had “not
suggested that Thailand has failed to comply with particular pational or international rules.”'?

That statement was consistent with the Doha Declaration, in which the United States and
142 other countries specifically committed to respecting countries” rights to issue compulsory
licenses on medicines. The Doha Declaration expressly affirms this flexibility under TRIPS, and
stales that “Each Member has the right to grant compulsory licences and the freedom to
determine the grounds upon which such licences are granted.”"

% Abbott Statement Regarding New Initiatives to Expand Access and Affordability to
lopinavir/ritonavir in the Developing World (Aug. 13, 2006) (online at
http://abbott.com/globaliurl/pressRelease/en_US/60.5:5/Press_Release_0341.htm).

19 R euters, Abbott makes AIDS drug offer to Thailand (Apr. 23, 2007)

'' Clinton Foundation, Clinton Foundation and UNITAID Announce Price Reductions on
16 AIDS Medicines for 66 Developing Countries (May 8, 2007) (online at
http://www.clintonfoundation. org/050807-nr-cf-hs-ei-pr-clinton-foundation-and-unitaid-
announce-price-reductions-on-16-aids-medicines-for-66-developing-countries htm).

12 { etter from USTR Susan Schwab to Representative Henry A. Waxman and 21
members of Congress (Jan. 17, 2007) (online at
hutp:/fwww.house.gov/waxman/pdfs/thai%20ustr%20response. pdf).

13 Paragraph 5, ‘Declaration on the TRIPS Agreement and Public Health’, WTO
Ministerial Conference — Fourth Session, WT/MIN(01YDEC/2, adopted 14 November 2001
(“Doha Declaration™). The Doha Declaration also affirms that each country “has the right to
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Yet now, the United States appears to have acted on the complaints of Abbott and others.
In the Special 301 Report, which outlines the United States’ concerns about other nations’
violations of intellectual property standards, you elevated Thailand to the “Priority Watch List":

In addition to these longstanding concerns with deficient IPR protection in Thailand, in
late 2006 and early 2007, there were further indications of 2 weakening of respect for
patents, as the Thai government announced decisions to issue compulsory licenses for
several patented pharmaceutical products. While the United States acknowledgesa
country’s ability to issue such licenses in accardance with WTO rules, the lack of
transparency and due process exhibited in Thailand represents a serious concem. These
actions have compounded previously expressed concerns such as delay in the granting of
patents and weak protection against unfair commercial use for data generated to obtain
marketing approval.!* .

Considering that Thailand has not been on the Priority Watch List since 1992, the move is being.
viewed in the public health community as a warning and a threat to other countries that might
consider similar action. ' '

Our concerns about the U.S. response to Thailand are compounded by the possibility that
Thailand’s presence on the Priority Watch List could result in the elimination of duty-free access
Thailand receives under the Generalized System of Preferences (GSP) for gold jewelry and other
exports to the United States. One of the criteria for eligibility under the GSP program: is that the
recipient country provides adequate and effective intellectual property protection.

Conclusion

USTR's treatment of Thailand in the Special 301 calls into question the United States’
commitment to the Doha Declaration. In addition to specifically affirming countries’ right to
issue compulsory licenses and to determine the grounds upon which they are granted, the
Declaration states that intellectual property obligations should be “interpreted and implemented
in a manner supportive of WTO members” right to protect public health and, in particular, to
promote access to medicine for all.”'* Yet the U.S. treatment of Thailand in the Special 301
report, and the prospect of retaliatory changes to Thailand’s GSP status, would appear to
penalize the legitimate exercise of these rights.

determine what constitutes a national emergency or other circumstances of extreme urgency.”

_However, this determination is only relevant to compulsory issues that are issued without prior
consultation becanse of such an emergent or urgent situation (see text accompanying note 7,
supra). For public non-commercial use, or for situations in which reasonable prior consultation
has occurred, these narrow grounds do not apply.

' Supra note 1

' Doha Declaration, Paragraph 4.
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We call on you to take steps to remove Thailand from the Special 301 Priority Watch List
and to abandon any further retaliation for Thailand’s public health efforts. We also ask you to
commit to respecting the rights of WTO members to freely exercise pitblic health fiexibilities
under TRIPS and the Doha Declaration, including compulsory licensing.

We request a response by July 9, 2007.

Sincerely,

isghar Vod/

THOMAS H. ALLEN
Member of Congress M Congress

cit:a“?’r W7

FORTNEY "PETE" STARK

Member of Congress Member of Congress
EARL BLUMENAUER
Member of Congress
‘..
! ]
MCDERMOTT
Mcmbcr of Congress ember of Congress
P. MORAN DIANEE. WA IEON

ber of Congress Member c;f Congress
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HILDA L. SOLIS ICED. SCHAKOWSKY
Member of Congress ber of Congress
BARBARA LEE CCOEUM
Member of Congress Member of Congress
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URICE D. HINCHEY LOIS CAPPS I |

Member of Congress Member of Congress
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HAEL H. MICHAUD

Member of Congress ber of Congress
enther of Congress Member of Congress
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R&\fm M. GRU CAROLYK B. MALONEY
ember of Congre: Member of Congress
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Member of Congress Member of Congress
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Member of Congress

LOVISE MCINTOSH S’fjﬁg
Member of Congress

Shalle, Jocksen. Loy

SHEILA JACKSON-1EE
Member of Congress

Ui facsy Loy

Member of Congress

Member of Coogress

CHRIS VAN HO%

Member of Congress
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WO

HN W. OLVER
ember of Congress

72?%

Membcr of Congrcss

MELVIN L. WATT
Member of Congress

PETER DEF
Member of Co

TOM LANTOS
Member of Congress
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110T7H CONGREBSS
=B S, RES. 241

Expressing the sense of the Senate that the United States should reaffirm
the commitments of the United States to the 2001 Doha Declaration
on the TRIPS Agreement and Public Health and to pursming trade
policies that promote access to affordable medicines.

IN THE SENATE OF THE UNITED STATES

JUXE 20, 2007

Mr. BROWN submitted the following resolution; which was referred to the
Committee on Finanee

RESOLUTION

Expressing the sense of the Senate that the United States
should reaffirm the commitments of the United States
to the 2001 Doha Declaration on the TRIPS Agreement
and Public Health and to pursuing trade policies that
promote access to affordable medicines.

Whereas the World Trade Organization (WTO) administers
and enforces the Agreement on Trade-Related Aspects of
Intellectual Property Rights (in this preamble referred to
as ‘“the TRIPS Agreement”’) to safeguard access to es-
sential drugs;

Whereas, in 1999, the World Health Assembly, by consensus
including the United States, adopted Resolution 52.19 on
the World Health Organization’s Revised Drug Strategy,
which expressed coneern “about the situation in which
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one third of the world’s population has no guaranteed ac-
cess to cssential drugs, [and] in which new world trade
agreements may have a negative impact on local manu-
facturing capacity and the access to and prices of phar-
maceuticals in developing countries,” and urged member
states to “cnsurc that public health rather than commer-
cial interests have primacy In pharmaceutical and health
policies and to review their options under” the TRIPS

Agreement;

Whereas, in 2001, the member states of the WTO, by con-

sensus including the United States, adopted the Doha
Declaration on the TRIPS Agreement and Public Health,
in which member states agreed that “intellectual property
protection is important for the development of new medi-
cines”, but also expressed ‘‘concerns about its effects on
prices’’;

Whereas the Doha Declaration further states that the TRIPS

Agreement “can and should be interpreted and imple-
mented in a manner supportive of WT'O Members' right
to protect public health and, i particular, to promote ac-
cess to medicines for all”;

Whereas Article 31 of the TRIPS Agreement allows each

member state the flexibility to issue compulsory licences
which permit the use of the subject matter of a patent,
and gives member states broad latitude for such use;

Whereas the World Health Organization’s 2006 Report of the

Commission on Intellectual Property Rights, Innovation
and Public Health emphasized the need for innovation in
medical technologies and aceess to such innovation, and
the réport also—

(1) states that the Doha Declaration clarifics the
right of governments to use compulsory licensing as a
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means of resolving tensions that may arise between pub-
lic hcalth and the protection of mtelleetual property
rights, and to determine the grounds for using compul-
sory licensing;

(2) recommends that developing countries prowvide
for the use of compulsory licensing prowvisions in legisla-
tion as one means to facilitate access to affordable medi-
cines through import or local production;

(3) recommends that bilateral trade agreements not -
seck to imposc oblhigations to protect intelleetual property
rights that are greater than those required under the
TRIPS Agrcement, because such obligations eould poten-
tially reduce access to medicines in developing countries;
and )

(4) recommends that de{réloping countries should not
mpose restrictions for the use of, or rcliance on, data
from pharmaceutical development tests in ways that
would exclude fair competition or impede the use of flex-
bilities built into the TRIPS Agreement, unless such a
restriction is required for public health reasons;

Whereas the Governments of Thailand and Brazil have issucd
compulsory licenses to gain access to less expensive
versions of sceond-gencration anti-retroviral drugs In
order to treat a much larger number of HIV/AIDS pa-
tients;

Whereas the Government of the United States has recognized
the right of the Government of Thailand to issue compul-
sory licenses in accordance with the laws of Thailand and

the obligations of the Government of Thailand as a mem-
ber of the WTO,;

Whereas the 2007 “Special 301”7 Report, the annual review
_of mntellectual property rights protection and enforeement

-SRES 241 IS
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conducted by the Office of the United States Trade Rep-
resentative, clevated Thailand to the Priority Watch List,
pursuant to section 182 of the Trade Act of 1974 (19
U.S.C. 2242), for rcasons including ‘indications of a
weakening of respect for patents, as the Thai Govern-
ment announced decisions to issue compulsory lieenscs
for several patented pharmaceutical products’;

Whereas the 2007 “Special 301” Report singled out Brazil
for having “‘at times indicated consideration of the use of
compulsory licensing on patented pharmaceutical prod-
uets’’; '

Whereas the 2007 “Special 301" Report cited 21 developing
countries for “inadequate” intellectual property rights
protections on pharmaceutical test data;

Whereas the United States Trade Representative has nego-
tiated or is sccking to complete sceveral bilateral or re-
gional trade agreements with developing countries that
contain further obligations to protect intellectual property
rights, including—

(1) limitations on the grounds for issuing compul-
sory licenses;

(2) requirements that countries adopt perieds of
data exclusivity on the scientific evidence used to deter-
mine that drugs are safe and effective, which either
delays the timely entry of generie drugs into the market .

- or forces competitors producing generic drugs to invest in

costly, time-consuming, and redundant clinical trials, in-
cluding trials that violate ethical rules concerning the
repetition of experiments on humans;

(3) extensions of patent terms beyond 20 years;
(4) linkage between drug registration and assertions
of patent protection, 80 that agencies responsible for the

*SRES 341 IS -
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regulation of drugs are prohibited from granting mar-
keting approval to a generice version of a medicine if the
product is eovered by a patent; and ~

(5) obligations to extend patent proteetion to minor

improvements in, or new uses of, older products; and

Whereas the United States is a user of flexibilities provided

O 00 ~1 O b b WO e
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in the TRIPS Agreement, including the use of involun-
tary authorizations to use the subject matter of patents
in a number of important sectors, including medical de-
vices, software, and automobile manufacturing: Now,
therefore, be it

Resolved, That it is the sense of the Senate that the
United States should—

(1) honor the comﬁﬁtments the United States
made in the 2001 World Trade Organization Doha
Declaration on the TRIPS Agreement and Publie
Health, which allows member-states of the World
Trade Organization to usc “to the full” the flexibili-
ties in the Agreement on Trade-Related Aspeet of
Intellectual Property Rights (in this resolution re-
ferred to as ‘‘the TRIPS Agreement”) ‘‘to protect
public health and, in particular, to promote access to
medicines for all,” including the issuance of compul-
sory licenses on grounds determined by member
states;

(2) not place countries on the “Special 301”
Priority Wateh List under section 182 of the Trade
Act of 1974 (19 U.S.C. 2242) for exercising the

+SRES 241 IS
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6
flexibilities on public health provided for in the
TRIPS Agreement, such as issuing compulsory li-
censes to obtain aceess to generiec medicines In ac-
cordance with the Doha Declaration;

(3) not ask trading partners who arc developing
nations to adopt measures to protect intellectual
property rights that relate to public health in excess
of protections required in the TRIPS Agreement,;

and

(4) support new global norms for promoting
medical rescarch and development that seck to pro-
vide a sustainable basis for a needs-driven cssential

health agenda.



European Parliament Resolution

More measures needed on access to medicines says EP résolution
External/internationat trade - 12-07-2007 - 01:07

According to the resolution adopted today by the House, more needs to be done to
allow developing countries and LDCs to access to medicines. The EP asks the
Council to support the developing countries which use the flexibilitles enshrined
in the TRIPS Agreement. The Commission and the Member States should provide
financial support for local production of pharmaceuticals in developing countries,

On Economic Partnership Agreements (EPAs), MEPS want to restrict the mandate of the
Commission "in order not to negotiate pharmaceutical-related TRIPS-plus” affecting public
health and access to medicines,

The resolution asks the Commission and the Member States to provide financial support for
pharmaceutical-related transfer of technology and capacity building and local production of
pharmaceuticals in developing countries, especially in LDCs. The House also asks the

Commission to grant funding for R&D on poverty-related, tropical and neglected diseases.

The EP asks the Council to support the developing countries which use the socalled
flexibilities built into the TRIPS Agreement and recognized by the Doha Declaration.

The resolution calls on the Council to adopt a Joint Policy Statement with the European
Parliament to the effect that EU Member States remain free to use all exception provisions of
the TRIPS Agreement under their domestic patent laws to authorise production and export to
address public health needs in importing Members’ and asks the Council to mandate the
Commission to refrain from taking action to interfere with these proceedings.

Restricted Commission's mandate on EPAs

The resotution calis on the Council to restrict the mandate to the Commission in order not to
negotiate pharmaceutical-related TRIPS-plus provisions affecting public health and access to
medicines, such as data excdusivity, patent extensions and fimitation of grounds of
compulsory licenses, in the framework of the negotiation of the Economic Partnership
Agreements with the ACP countries and other future bilateral and regional agreements with
developing countries.

REF.: 20070710IPRO3047

Contact:

Thormas DUDRAP

email: inta-

Tel: (32) 2 28 44524 (BXL)

Mobile: (32) (0) 498983284

Richard FREEDMAN

email: press-EN@europan.europa.ey
Tel: (32-2) 28 41448 (BXL)

Tel: (33-3) 881 73785 (STR)

Mobile: (+32) 498 98 32 39

151




Texts adopted by Partiament

Thursday, 12 July 2007 - Strasbourg Provisional edition

TRIPS Agreement and access to medicines P8_TA-PROV(2007)0353 BO-OZWZOOT

¥ European Parfiament resolution of 12 July 2007 on the TRiPS Agreement and access to
medicines

The European Parlisment,

— having regard to its resolutions of 20 June 2007 on the Millennium Development Goais —the midway
point®™ , of 23 May 2007 on Economic Partnership Agreements® , and of 30 November 2008 on AIDS®,

- having regard to the proposel for a Coundl| decision accepting, on behalf of the European Community, of
the Protocol amending the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS),
done at Geneva on § December 2005 (COM{2008) 0175y,

~ having regard to Regulation (EC) No 816/2008 of the European Parliament and of the Council of 17 May
20086 on compulsory licensing of patents relating to the manufacture of pharmaceutical products for export to
countries with public health problems® |

~ having regard to the Agreement on Trade-Related Aspects of Intellectual Property Rights ("TRIPS
Agreement") adopted in Mamakesh on 15 April 1594,

— having regard to the Dohe Declaration on the TRIPS Agreement and Public Health adopted on 14
November 2001 by the Ministerial Conference of the World Trade Organization (WTO) ("Doha Declaration”)™,

- having regard to the Decision of the WTO General Councll of 30 August 2003 ("WTO Decision") adopted
pursuant to Paragraph 6 of the Dohe Declaration on the TRIPS Agreement and Public Health,

~ having regard to the Protocol amending the Agreement on Trade-Related Aapocts of intellectual Proparty
Rights (TRIPS), done at Geneva on 8 December 2005 ("Protocol”,

having regard to Rule 108(5) of its Rules of Procedure,

A, whereas over 85% of the 38.5 million people in tha world suffering from HIV/AIDS live in deveioping
countries, mostly In Africa; whereas there are an estimated 15 million HIV/AIDS orphans globally, 12.3 millien
of them living in Sub-Saharen Africa, ’

B. whereas before the entry into force in 1984 of the TRIPS Agreement, the ability of some middie-income
developing countries to produce low-cost generic medicines increased, and even very poor States started to
become abie to obtain certain low-cost generic medicines on the world market, regardless of whether such
praducts were still patent-protected or not,

C. whereas the Dohe Dectaration reconfirmed the so-called flexibilities built into the TRIPS Agreement and
amplified them furthar by establishing legal machinery to enable countries lacking the capacity to manufacture
generic substitutes for costly patented medicines under domestically issued compulsory licences to obtain
imports from countries able and willing to assist them without interference from the relevant patent holders,

D. whereas this solution, initially embodied in a waiver known as the WTO Declsion, could be renderad
permanent in the form of a Protocol to the TRIPS Agraement whose acceptance is curmently under
consideration by Parllament,

E. whereas Article 30 of the TRIPS Agreement allows members to "provide limited exceptions to the
exclusive rights conferred by e patent, provided that such exceptions do not unreasonably conflict with a
normal exploitation of the patant and do not unreagsonably prejudice the legitimate interests of the patent
owner, taking account of the legitimate interests of third parties”, whereas, because the assisting country
would export needed medicines to the importing country, there should be no significant economic impact on
tha local market of the exporting country,
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F. whereas no country has so far made en official notification to the Councll for TRIPS of its intention to use
tha mechanism creatad by tha WTO Decision to import cheaper medicines,

G. whereas the procedural and substantive requirements that govern the issuance of compulsory licences
by importing (where applicable) and exporting countries, as wali as the conditions and notifications connected
with that licensing, constitute the principal potential obstacles to tha effectiva use of the WTO Decision,

H. whereas the Member States have already transposed the WTQ Decision into internal law, and

consequently delaying acceptance of the Protocol until after 1 December 2007 would not create a legal
vacuum,

I. whereas the EU should expressly endorse full imptementation in the developing countrias of the flexibilities
in the TRIPS Agreement as recognized in the Doha Declaration “{o promote access to medicines for alf,

J. whereas the impiementing Regulation for the WTC Decision pays scant attention to issues of technology
transfer and capacity-building,

K. whereas through the Economic Parthership Agreement (EPA) negotiations and other bilataral or regional
Fraes Trade Agreements {FTAs), the EU proposes to impose new inteliectual property "WTO+* obligations on
the countries of Africa, the Caribbean and the Pacific (ACP) and othar poor developing countries and the teast
developed countries (LDCs), including adherence to or acceptance of the obligetions of the Patent
Cooperation Treaty (PCT) and tha Patent Law Treaty (PLT), and the incorporation of the tarms of Directive
2004/48/EC of the European Parllament and the Councit of 28 April 2004 on the enforcement of inteltectual

property rights® ; whereas the EU also sets condltions on the way in which parties can detarmine their regime
of exhaustion,

1. S tresses that access to affordable pharmaceutical products in poor developing countries and LDCs is
essential to attain the proposed EU development goals and would contribute to poverty reduction, increase
human security, and promote human rights and sustainabie development;

2. Believes that EU policy should aim at maximizing the evailability of pharmaceutical products at affordable
prices in the daveloping world;

3. Calls onthe Council to recognise that the EU must take additional measures as a matter of urgency with a
view to encouraging the transfer of technology, research, capacity strengthening, regional supply systems
and help with registration, In order to facilitate and increase the production of pharmacetical products by the
developing countries themseives,

4. Asks the Commission and the Member States to provide concrete financial support for pharmaceutical-
reiated transfer of technology and capacity-building for developing countries and local production of
pharmaceuticals in all developing countries, especially LDCs, in discharging the obligations estabhshed by
Articie 66.2 of the TRIPS Agreement;

5. Asks the Council to commit to a specified leve! of funding to upgrade or construct pharrnaceutical
production faclities owned by local persons in deveioping countries (inciuding LDCs), and increase the EU's

aggregate funding to Public-Private Partnerships pursuing research and development of medicines of special
relavance to developing countries,

8. Asks the Commission to grant funding for research and development on poverty-related, tropical and
neglected diseases across a broad spectrum of locations, inciuding Public-Private Partnerships and other
possible funding ventures, and to support research institutes wiliing to cooperate with public health inftiatives
dedicated to these efforts;,

7. Asks the Council to support the idea that the mechanism created by the WTO Decision and the Protocol to
the TRIPS Agreement represents just a part of the solution to the probiem of access to medicines and public
health and that other measures to improve health care and infrastructure are equally indispensable;

8. Asks the Council to support the developing countries which use the so-called flexibilities built into the
TRIPS Agreement and recognized by the Doha Declaration in order to be able to provide essential medicines
at affordable prices under their domestic public health programmes;
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9. Encourages the deveioping countries to use all means available to them under the TRIPS Agreement,
such as compulsory licences and the mechanism provided by Article 30 thereof;

10. Calls on the Councit to adopt a Joint Pdlicy Statement with Parliament to the effect that the Member
States remain free to use afl exceptions from the TRIPS Agreement under their domestic patent laws to
authorise production and export “to address public health needs in importing Members” and asks the Council
to ensure that the Commission refrains from taking action to interfere with these proceedings;

11. Calls on the Council to meet its commitments to the Doha Declaration and to restrict the Commission's
mandate so as to prevent it from negotiating pharmaceutical-related TRIPS-plus provisions affecting public
health and access to medicines, such as data exclusivity, patent extensions and limitation of grounds of
compulsory licences, within the framework of the EPA negotiations with the ACP countries and other future
bilateral and regional agreements with developing countries;

12. Asks the Commission to support disclosure by patent applicants of the scurce and origin of inventions
deriving from blological resources and associated traditional knowledge found in developing countries with a
view to promoting the equitable sharing of the benefits and technology derived from those resources by
supplying countries;

13. Calls on the Commission to support “pool procurement strategies” under Article 31(b) of the TRIPS
Agreement and other strategies which coufd be used by countries or groups of countries to provide greater
buying power and economies of scale in the production of generic medicines at affordable prices and
stimulate direct investment in local production facilities within a region;

14 Asks the Coundil to mandate the Commission to proactively support the work of the Intergovernmental
Working Group on Public Health, Innovation and Intellectual Property (IGWG) at the World Health
Organization and to report reguiarly to the European Parliament on its worlg

15. Encourages pharmaceutical companies to pursue pricing alternatives involving a high-volume, low-
margin approach, which could énhance access to medicines;

16. Recalls that counterfeiting of medicines is not a patent issue as such; stresses that measures to tackle
counterfeiting need to be taken in the area of criminal enforcement (penal sanclions) and drug regulation by
reinforcing the regulatory capacity of the national authorities and not by increasing levels of inteliectual
property protection,

17. Calis on LDCs and other poor countries to take the necessary measures to prevent medicines covered by

compulsory licensing from leaving the country and ensuring that the medicines go to the local population in
need;

18. Instructs its President to forward this resolution to the Council, the Commission, the Governments of the
Member States and ACP countfries, the WTO and the heads of The Joint United Nations Programme on
HIV/AIDS (UNAIDS), United Nations Development Programme (UNDP) and United Nations Population Fund
{UNFPA).
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