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Does there have to be an emergency?

Not necessarily. This is a common misunderstanding. The TRIPS
Agreement does not specificaliy list the reasons that might be
used to justify compulsory licensing. However, the Doha
Dectaration on TRIPS and Public Health confirms that countries
are free to determine the grounds for granting compulsory
licences.

The TRIPS Agreement does list a number of conditions for issuing
compulsory licences, in Article 31. In particular:

¢ normally the person or company applying for a licence has
to have tried to negotiate a voluntary licence with the
patent holder on reasonable commercial terms. Only if that
fails can a compulsory licence be issued, and

e even when a 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 the circumstances of each case, taking into account the
economic value of the authorization”, but it does not
define “adequate remuneration” or “economic value”.

There’s more. Compulsory licensing must meet certain additional

requirements: it cannot be given exclusively to licensees (e.g. the
patent-holder can continue to produce), and it should be subject

to legal review in the country.

You said “normally” ...

Yes, this is where the confusion about emergencies arises. For
“national emergencies”, “other circumstances of extreme
urgency” or “public non-commercial use” (or “government use”)
or anti-competitive practices, there is no need to try first for a
voluntary licence. It’s the only instance when the TRIPS
Agreement specifically links emergencies to compulsory licensing:
the purpose is to say that the first step of negotiating a voluntary
licence can be bypassed in order to save time. But the patent
owner still has to be paid.

Who decides whether the payment is “adequate”? -

The authorities in the country concerned. The TRIPS Agreement
says the patent owner must be given the right to appeal in that
country as well.

And that’s always been the case under the TRIPS Agreement?
What has changed?

Yes, it’s always been the case. What has changed is a provision
that used to say that compulsory licences must be granted mainly
to supply the domestic market {paragraph (f) of Article 31). The
2001 Doha Ministerial Conference decided that this should be
changed so that countries unable to manufacture the
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pharmaceuticals coutd obtain cheaper copies elsewhere if
necessary.

The legal means of making the change was agreed on 30 August
2003 when the General Council decided to waive the provision,
allowing generic copies made under compulsory licences to be
exported to countries that lack production capacity, provided
certain conditions and procedures are followed.

Alt WTO member countries are eligible to import under this
decision, but 23 developed countries are listed in the decision as
announcing that they will not use the system to import: Australia,
Austria, Belgium, Canada, Denmark, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Japan, Luxembourg, Netherlands,
New Zealand, Norway, Portugal, Spain, Sweden, Switzerland,
United Kingdom and the US. Since they joined the EU, the list now
includes 10 more: Czech Republic, Cyprus, Estonia, Hungary,
Latvia, Lithuania, Malta, Poland, Slovak Republic and Slovenia.

As recorded in a separate statement that is not part of the
waiver, 11 other members announced voluntarily that they would
only use the system as importers in situations of nationat
emergency or other circumstances of extreme urgency: Hong Kong
China, Israel, Korea, Kuwait, Macao China, Mexico, Qatar,
Singapore, Chinese Taipei, Turkey, and United Arab Emirates.

So all obstacles have been removed?

Not entirely. The WTQ waiver on its own is not enough. To use the
system, potential exporting countries probably have to change
their laws too. This is where their laws complied with the original
TRIPS provision by requiring production under compulsory
licensing to be predominantly for the domestic market. So far
Norway, Canada and India have informed WTO members (through
the TRIPS Council) that their new laws and regulations are in
place. The EU, Switzerland and Republic of Korea have said they
are close to completing the legislation.

And least-developed countries?

They can now delay protecting pharmaceutical patents until 2016.
So long as a medicine is not patented in a least-developed
country, the government does not need to issue a compulsory
licence to import. But the supplying country would have to issue a
compulsory licence to export a generic copy of a medicine that is
patented in that country.

Just to be clear, if a compulsory licence is issued it could be
under the original TRIPS Agreement and not under the newer
2003 decision?

Correct. The 2003 decision {sometimes called the “Paragraph 6”
decision because it refers to that that paragraph of the Doha
declaration) only deals with compulsory licences to produce for
export. Many news stories are about the possibility of issuing
compulsory licences to supply domestic markets. That was always
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Government Documents

Thai Government
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April 30, 2007. USTR. Section on Thailand from the
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licenses.
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January 17, 2006. Ambassador Susan Schwab, Unit
to the 22 member Congressional letter, opposing in
ensure affordable access to the AIDS drug efavirenz
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ensure affordable access to the AIDS drug efavirenz

NGO Documents

May 9, 2007. Brook Baker, Health GAP. US Action Pl
Pharma.

Joint NGO Documents

May 10, 2007. Joint Statement by 15 NGOs. Thai civil soc
and Brazj on pharmaceutical companies and lob

April 27, 2007. American Medical Student Association and
Rally in Chicago to Confront Abbott's Blackmail of Thai Pa'
Activists at Annual Shareholders Meeting,

April 26, 2007. Joint statement on th Day of Action by Ko
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April 23, 2007. Knowledge Ecoloby International, Probrarr
Property, and Health GAP. World's "Premiere” Law Firm. G
Thailand's Compulsory Licenses,

April 11, 2006. Mdecins Sans Frontires and Oxfam. Discot
Abbott must do next,

Mdecins Sans Frontires

March 25, 2007. Transcript of press teleconference.
Aids Crisis.

March 23, 2007. Press Release. Abbott should recor
sell new medicines in_Thailand

March 16, 2007. Buddhima Lokuge. Statement deliv
Thailand's compulsory licenses.

March 15, 2007. Press Release. MSF Denounces Abt
People in Thailand.

March 14, 2007. Briefing Note. Abbott's New and In

What About the Rest of the World?.

December 19, 2006. Nicolas de Torrente, Executive
USA, and Paul Cawthorn, Head of Mission, MSF-Tha
Condoleezza Rice and US Trade Representative Sus:

Health GAP

April 25, 2007. Response to op-ed by Abbott's lawy:
April 21, 2007. Abbott's New Blackmail with a Smile
Against Thailand _Continues

March 15, 2007. A New_Low in the Pharma Drug We
in Thailand

March 13, 2007. Standing Up To Abbott's Decision t
{ife-Saving Medicines - A New Variant of Pharmacel

February 1, 2007, PhRMA's Seven Deadly Lies abou
Project on Information Justice and Intellectual Property

PIJIP's Page on the Thailand Compulsory Licensing |

April 26, 2007. Report by Sean Flynn. Thailand's_La:
Anticompetive Response.

April 26, 2007. Press release. PIJIP_Releases Report
Abbott's Subseguent Refusal to Register New Medici

Interfaith Center on Corporate Responsibility

April 26, 2007. Report by Lisa Sachs. Human Rights
Risks and recommendations.
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April 26, 2007, Press release. "Right to Health" Cre¢
Abbott Laboratories, Report Finds.

April 16, 2007. Press release. Institutional Investors
Abbott Labs,

May 2, 2007. ACT-UP Paris. Abbott iaboratory is threateni
pressure is put on HIV patients.

May 9, 2007. Essential Action. Embarrassing: Ken Adelme

April 30, 2007. Essential Action. USTR Action Against Thai

April 26, 2007. Rainbow-Push Coalition. Rev, Jackson Ask
Thailand.

April 27, 2007. Student Global AIDS Campaign. SGACers

April 26, 2007, Universities Allied for Essential Medicines.
Foundation, which owns one of the patents covering Kalet

April 26, 2007. ACT UP New York. AIDS Activists Confront
Star Voices Support for Activist Demands for Access for P

April 26, 2007. AIDS Healthcare Foundation. AIDS Health
Abbott on Thailand Drug Bfacklist.

April 26, 2007. Stop AIDS Campaign. Abbott Laboratories

April 18, 2007. European AIDS Treatment Group and the
Abbott CEQ Miles White,

April 16, 2007. Joint letter by Abbott Shareholders. Institi
announcement by Abbott Labs/

April 13, 2007. Oxfam. Abbott Pharmaceuticals in Thailan:

April 11, 2007. Johannes van de Weerd and Dr. Tido von
Delegation to WTO Talks in India.

April 10, 2007. Joint statement from Health GAP, the Stuc
Medical Student Association, and Essential Action. NGO R«
Aluvia In Low- and Lower-Middle Income Countries

April 3, 2007. Roger Bate for the American Enterprise Ins!

March 26, 2007. American Medical Students Association. !
Thais in Response to Abbott Laboratories' Withholding Ess

March 22, 2007. Christian Brothers Investment Services.
HIV/AIDS Drug on the Shelf in Thailand

March 15, 2007. Student Global AIDS Campaign. Student
to Thal People.
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March 13, 2007. AIDS Healthcare Foundation. AIDS Healt
Blacklists Thailand From New Drugs.

February 9, 2007. Delhi Network of Positive People, Indial
Affordable Medicines and Treatment Campaign, Communi
Organization_and UNAIDS on Thaji Compulsory Licenses.

February 2, 2007. AIDS Healthcare Foﬁndation. New WH(C
AIDS,

January 31, 2007. Robert Weissman for Essential Action.

December 22, 2006. Brook Baker for Heaith GAP. U.S. Pu
and its Opposition to Thailand's Lawfu! Compuisory Licens
Giobal AIDS Initiative, Threatening a Fivefold Increase in.

December 21, 2006. Letter to Condoleezza Rice, Secretar
United States Trade Representative, regarding pressures :
for AIDS drug efavirenz. .pdf format and .html format.

December 18, 2007. Sean Flynn for American University,
Intellectual Property. Analysis_of Thai Law on Government

Business Group and Industry Documents

USA for Innovation

USA for Innovation is registered as a non-profit org.
PR firm which represents Abbott, PhRMA, a number
former Thai Prime Minister Thaskin.

May 9, 2007. Ken Adelman. Letter to Members of C

April 30, 2007. USA For Innovation Applauds Action
Innovation.

April 27, 2007. Op-ed in the Washington Times. Tro

April 25, 2007. USA for Innovation Ad Campaign Hic
Assets - Over 35,000 letters sent to President Bush

April 23, 2007. Letter to Bush Administration Cabint

April 23, 2007. USA for Innovation Calls on Adminis
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April 23, 2007. Op-ed by Peerapan Tungsuwan and Williai
work for Baker & McKenzie, which represents Abbott. Con
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April 10, 2007. Abbott press release. Abbott Agrees with 3
Kaletra/Aluvia (Jopinavir/ritonavir}.

April, 2007. Cipla press release. Generic heat stable lopin:

March 20, 2007. U.S. Chamber of Commerce. Chamber 5
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International Organizations

February 7, 2007. Dr. Margaret Chan, Director General of
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October 19, 2005, World Trade Organization FAQ. Compu
This document explains the actual rules concerning the ist
For instance, it addresses the common misperception that
used in "emergencies.”
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May 10, 2007. Chicago Tribune editorial. Abbott in Thailar
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May 1, 2007. Wall Street Journal Editorial. Abbott's Bad P
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April 30,2007. Bruce Japsen for the Chicago Tribune. Thai
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April 28, 2007. Bruce Japsen for the Chicago Tribune. Abt
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April 27, 2007. Reuters. AIDS activists call for boycott of .

April 27, 2007 Bruce Japsen for the Chicago Tribune. AID!
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Showdown Spotlights Threat to Drug Patents.

April 24, Reuters. Abbott, Thailand discuss options - AIDS

April 24, 2007, Bangkok Post. US envoy urges Thailand. tc

April 24, 2007, Ed Silverman for Pharmalot. Losing The Pt
Thailand.

April 23, 2007, Op-ed by Peerapan Tungsuwan and Willias
work for Baker & McKenzie, which represents Abbott. Con
treaty..

April 23, 2007. Nicholas Zamiska for the Wall Street Jourr

April 23, 2007. Reuters. Abbott to offer new AIDS drug in

April 21, 2007. Op-ed by Brook Baker in the Nation. The |

April 19, 2007. Apiradee Treerutkuarkul for the Bangkok |
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April 19, 2007. Op-ed by Roger Bate in Tech Central Stati

April 19, 2007. Kaiser News Network. Pharmaceutical Con
Cost of Drugs Introduced in Thailand, Health Official Says

Aprit 19, 2007. Kim Martineau for the Hartford Courant. 5

April 16, 2007. Kaiser News Network, Thailand Will Mainte
Despite Companies' Drug Price Reductions, Health Ministe

April 13, 2007. Daniel Ten Kate for the Asia Sentinel. Tha
April 12, 2007. Nopporn Wong-Anan for Reuters Health. T
April 12, 2007. Agence France Presse, Abbott Price Cut Qi

April 11, 2007. Thomas Fuller for the International Herald
patent _issue.

April 10, 2007. Associated Press. Abbott Laboratories offe

April 10, 2007. James Miller for the Chicago Tribune. Abbt

April 10, 2007. Keith Alcorn for AIDS Map. Abbott announ
countries, makes new offer to Thailand.

April 10, 2007. Ed Silverman for Pharmalot. Abbott Lower
Apiradee Treerutkuarkul for the Bangkok Post. Abbott shu

Aprit 9, 2007. George Wehrfritz for Newsweek. A New Kin

March 28, 2007. Kaiser News Network. Thai Government,
Talks Over Compulsory Licensing; Another Round of Talks

March 27, 2007. Apiradee Treerutkuarkul for the Bangkok
- More taiks planned with patent holders.

March 27, 2007. Reuters. French firm says it makes offer.

March 26, 2007. Agence France Presse. Thai AIDS activist

March 26, 2007. Op-ed by Dean Baker of the Center for E
Thailand Takes the Lead in Promoting Free Trade.

March 26, 2007. Apoorva Mandavilli for Nature. Held to re

March 25, 2007. The Nation. Abbot takes a tranquilliser,te

March 24, 2007, Paul Cawthorne, Nathan Ford, Jiraporn L
Purahong in the Lancet. WHO must defend patients’ inter

March 23, 2007. Former DHHS Secretary Tommy Thomps
Shrugging diplomatic responsibility.

March 23, 2007. Thai News Agency. Thailand's compulsor
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law,
March 22, 2007. Theresa Agovino for the Associated Pres:
March 22, 2007. Editorial in the Bangkok Post. Putting me

March 22, 2007. MedicalNews.net. Thailand, pharmaceuti
drug licenses.

March 22,2007. Associated Press. Thai health groups urge

March 21, 2007. Marwaan Macan-Markar for the Inter-Pre
Boycott.

March 20, 2007. Ambika Ahuja for the Associated Press. 1

March 20, 2007. Vithoon Amorn for Reuters. Thajland Tall

March 19, 2007. The Nation. Abbott's drug policy denoun:

March 19, 2007. Martin Vaughan for IP-Watch. In Clash W
Of Trade Rutes.

March 16, 2007. Apiradee Treerutkuarkul for the Bangkok

March 16, 2007. Brook Baker for the Nation. A deadly gar

March 16, 2007. Kaiser News Network. Abbott To Stop La
To Country's Compulsory License For Antiretroviral Kaletr:

March 15, 2007. Associated Press. Abbott limits Thailand
March 14, 2007. Ambika Ahuja for the Associated Press. /

March 14, 2007. Steve Mitcheil for UPI. Analysis: Abbott |

March 14, 2007. Letters to the Editor of the Wall Street J¢
Bale (PhRMA) and Raymond C, Offenheiser (Oxfam).

March 14, 2007. Wall Street Journal Editorial. The Thai Fli

March 14, 2007. MSF Letter to the Edictor fot eh Wall Stre
compulsary Licence.

March 14, 2007. Bridges Weekly Trade News Digest. Thai
Policy on Patented Drugs.

March 13, 2007. Nicholas Zamiska for the Wall Street Jou
Thailand After Patent Revocation.

March 13, 2007. Op-ed in the Wall Street Journal by Ronz
March 13, 2007. Ed Silverman for Pharmalot. Ahbott Plan:

March 12, 2007. Tove Iren S. Gerhardsen for IP-Watch. T
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Licensing Experience.

March 7, 2007. Editorial in the Wall Street Journal. Bangk

March 4, 2007. Bangkok Post. Compulsory Licenses Save

February 22, 2007. Radio Australia. THAILAND: Cheap dri

February 20, 2007. Op-ed by Peter J. Pitts in the Baltimor
February 19, 2007. Darren Schuettler for Reuters. Ministe

February 16, 2007. William New for Intellectual Property !
Government Ready To Talk.

February 15, 2007. Petchanet Pratruangkrai for the Natioi
February 10, 2007. Wall Street Journal Editorial. Theft in_
February 9, 2007. Op-ed by Roger Bate in the Wall Street

February 8, 2007. Piya Wong for SciDev.Net. Thailand bat

February 5, 2007. Kaiser News Network. WHO Cautions T
Abbott's Antiretroviral Kaletra.

February 5, 2007. Jean Frafiois Trembiay for Chemical an
Asia.

February 3, 2007. Xinhua. MSF rallies support for Thailan

February 2, 2007. Marwaan Macan-Markar for the Inter P
Drugs Slammed.

February 1, 2007. Apiradee Treerutkuarkul for the Bangk«
Govt urged to seek talks with drug firms

January 31, 2007. Bridges Weekly Trade News Digest. Th.
More Patneted Drugs.

January 31, 2007. Editorial in the Financial Times. Drugs.

January 30, 2007. Nicholas Zamiska for the Wall Street Jc
Highlights Growing Patent Rift.

January 30, 2007. Amy Kazmin and Andrew Jack for the F
buy generic drugs.

January 25, 2007. Thailand plan three more compulsory li
health crisis. Breaking patents will give affordable treatme
(Thailand).

January 25, 2007. Nopporn Wong-Anan. New Cls in Thail
"Thalland issues more compulsory drugs licences". Reuter
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Health Care and Intellectual Property: Compulsory
Licensing

CPTech Documents

o Exampies of recent health-related compulsory licenses and disputes,
= Examples of national legisiation to allow TRIPS-compliant exports of health products
produced under compulsory license.

and Public Health.

o December 12, 2006. James Love. Letter asking USTR to not interfere with the Thai government

decision to issue a government-use license on patents covering the AIDS drug efavirenz.

¢ November 29, 2005. James Love. Not True that Public Health Emergencies Necessary for Compulsory
Licensing of Patents. '

» February 3, 2003. South Africa - Competition Commission Complaint Against GlaxoSmithKline and
Boehringer Ingelheim

o Affidayit of James Love.
o Statement of Information by Consumer Project on Technology Concerning an Alleged Prohibited
Practice in Terms of Section 49B(2)(a) of the Competition Act 89 of 1998.
= September 29, 2001, James Love and Michael Palmedo, Examples of Compulsory Licensing of
Intellectual Property in_the United States.
» September 26, 2001, James Love, Checklist for Fast Track Compulsory Licensina.
o August 21, 2001, James Love Implementing TRIPS safeguards with | particular attention to

administrative models for compulsory licensing of patents, presented at WHO meeting in Harare,
Zimbabwe.

¢ January 21, 2001, Access To Medicine And Compliance with the WTO TRIPS Accord: Models For State
Practice In Developing Countries, report for UNDP Human Development Report.
o CPTech page on the Cipro patent dispute.

Background Documents on Legal Framework for Compulsory Licensing

e 2006. Christina Oh. International Journal of Intellectual Property Management. {Vol 1, Nos 1&2)
Compulsory licences: recent experiences in developing countries.

» October 19, 2005, FAQ published by the World Trade Organization. Compulsory licensing of
pharmaceuticals and TRIPS. This is a short, easy-to-read document explaining the current WTO rules
for issuing compulsory licenses.

¢ Various Papers on Compulsory licensing, including papers by Carlos Correa.
¢ Treaty Framework on compulsory licensing.
o Compulsory licensing in various countries

o North America

o Europe and Russia

o Asia, Austraiia and Pacific
o Sub Saharan Africa
&)
o]

North Africa and Middie East
Latin America and Caribbean
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CHECK LIST FOR FAST TRACT COMPULSORY LICENSING (V 1.0) Page 1 of 2
5Nw N

(See also: http:[[www.cptech.org[ip[health[ci[recommendedstatepractice.html. Comments
or suggestions to love@cptech.org)

CHECK LIST FOR FAST TRACT COMPULSORY LICENSING (V 1.0)

1. In countries where the costs of litigation is an important barrier to the use of compulsory licensing, the
system should be based upon an administrative process, to the extent permitted under the national
legal system. This of course is allowed under Articles 31h, 31j, 31k, and 44.2.

2. The government should have at least as strong as rights to authorize use for public purposes as does
the US government under 28 USC 1498. That is, government should have the right to use any patent,
and to authorize any third party to use any patent, for any government purpose, without a hearing,
without a finding, without a license, and subject only to the payment of compensation.

3. In no cases of the government authorizing non-voluntary use of a patent should the patent owner
have the right to enjoin the government or a private party from acting. This no-injunction policy is
permitted under Article 44.2 of the TRIPS,

4. Compensation should be determined by an administrative process, and should be guided by royalty
guidelines, which set out recommended royalty rates, based upon net sales of the generic product.
The royalty guidelines should be a range of possible royalties. CPT has recommended 0 to 8 percent,
depending upon a range of factors (see attachment below). The fact that the government has to
choose the rate satisfies the case by case requirement in Article 31.a of the TRIPS.

5. Compensation decisions should be forward looking, including revisions based upon appeals, to lower
the risks by third parties using non-voluntary authorizations.

6. The compensation system should permit the consolidation of multiple patents on the same product, in
such a way that the generic company pays into a single fund, and the various patent owners have to
resolve, at their own expense, who gets what share of the proceeds. Arbitration can settle intra-patent
owner disputes.

7. For non-voluntary licenses that are for the commercial market, and require prior negotiation, the
procedure should have as a guideline no more than six months to negotiate a voluntary license. This
period should not be binding on either party, however, and with good cause, a generic company
should be able to proceed with a request before the period.

8. Where the government determines there is an urgent public health crisis and the patents address a
public health concern, the government should have the right to waive requirements for prior
negotiation for even commercial uses, as is permitted under 31.b.

Attachment on Royalty Guidelines

*(f) ROYALITY GUIDELINES. In order to provide guidance to patent owners, investors and competitive
suppliers of health care inventions, regarding the range of royalties on licenses for patents on medicines that
would normally be considered reasonable, and are also consistent with adequate access to medicines, the
Minister shall publish royalty guidelines. Such guidelines should include recommendations for compensation
as a percent of net sales of products. The initial guidelines, which may be modified by the Minister as needed,
are as follows.

"(1) two to three percent for a product that does not represent a significant advance in therapeutic benefits,
*(2) five percent for an innovative product that provides a significant advance in therapeutic benefits;

*(3) for products that are particularly innovative, based upon therapeutic evidence, or for whic;h there was a
significantly higher than average investment in R&D, based upon economic evidence, an additional royaity
premium or up to three percent.

*(4) one percent or less for patents that represent minor contributions to a product, such as a formulation
patent,

0G1%
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CHECK LIST FOR FAST TRACT COMPULSORY LICENSING (V 1.0) Page Z Of £

*(5) in cases of multiple patents on the same product, the amounts in (1) through (4) are the combined
compensation for all patents, allocated fairly among the various patent owners in accordance with the relative

significance and benefits of the inventions.

Attachment on 28 USC 1498

Sec. 1498. Patent and copyright cases

(a) Whenever an invention described in and covered by a patent of the United States is used or manufactured
by or for the United States without license of the owner thereof or lawful right to use or manufacture the
same, the owner's remedy shall be by action against the United States in the United States Court of Federal
Claims for the recovery of his reasonable and entire compensation for such use and manufacture. . . .

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.

[snip]

Return to: CPTech Home -> Main IP Page -> IP and Healthcare -> Main Compulsory
Licensing Page
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creative work,

o Industrial property: This includes (1) the protection of
distinctive signs such as trademarks and geographical
indications, and (2) industrial property protected primarily
to stimulate innovation, design and the creation of
technology. In this category fall inventions (protected by

patents), industrial designs and trade secrets.

For the purposes of the TRIPS Agreement, “intellectual property”
refers to:

... all categories of intellectual property that are the subject of
Sections. 1 through 7 of Part |l of the agreement {Article 1:2). This
includes copyright and related rights, trademarks, geographical
indications, industrial designs, patents, integrated circuit
layout-designs and protection of undisciosed information.

Return to questions

Does the TRIPS Agreement apply to all WTO
members? sack to top

All the WTO agreements {except for a couple of “plurilateral”
agreements) apply to all WTO members. The members each
accepted all the agreements as a single package with a single
signature — making it, in the jargon, a “singte undertaking”.

The TRIPS Agreement is part of that package. Therefore it applies
to all WTO members. (More on the single undertaking.)

But the agreement allows countries different periods of time to
delay applying its provisions. These delays define the transition
from before the agreement came into force (before 1 January
1995) until it is applied in member countries. The main transition
periods are:

e Developed countries were granted a transition period of
one year following the entry into force of the WTO
Agreement, i.e. until 1 January 1996.

e Developing countries were allowed a further period of four
years (i.e. to 1 January 2000) to apply the provisions of the
agreement other than Articles 3, 4 and 5 which deal with
general principles such as non-discrimination.

« Transition economies, i.e. members in the process of
transformation from centrally-planned into market
economies, could also benefit from the same delay (also
until 1 January 2000) if they met certain additional
conditions.

¢ Least-developed countries are granted a longer transition
period of a total of eleven years (until 1 January 2006),
with the possibility of an extension. For pharmaceutical
patents, this has been extended to 1 January 2016, under a
decision taken by ministers at the Fourth Ministerial
Conference in November 2001,

0G20
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Return te questions

Find out
definitic
and leas

Which countries are using the general transition countrie

periods? sack to top

WTO members can make use of the general transition periods
without having to notify the WTO and fellow-members. The TRIPS
Council reviews the legislation of members after their transition
periods have expired.

1. Developing Countries

Developing countries that are not least-developed countries had
to apply the TRIPS Agreement’s provisions by 1 January 2000. In
2000 and 2001, the TRIPS Council reviewed the legislation of the
following members whose transition periods expired on 31
December 1999:

Antigua and Barbuda, Argentina, Bahrain, Barbados, Belize, Bolivia, Botswana, Brazil,
Brunei Darussalam, Cameroon, Chile, Colombia, Congo, Costa Rica, Céte d’lvoire, Cuba,
Cyprus, Dominica, Dominican Republic, Egypt, El Salvador, Estonia, Fiji, Gabon, Ghana,
Grenada, Guatemala, Guyana, Honduras, Hong Kong, China, India, Indonesia, lsrael,
Jamaica, Kenya, Korea, Kuwait, Macau, Malaysia, Malta, Mauritius, Mexico, Morocco,
Namibia, Nicaragua, Nigeria, Pakistan, Papua New Guinea, Paraguay, Peru, Phitippines,
Poland (areas which were not reviewed in '96-"98), Qatar, Saint Lucta, Singapore, Sri
Lanka, St. Kitts and Nevis, St. Vincent and Grenadines, Suriname, Swaziland, Thailand,
Trinidad and Tobago, Tunisia, Turkey, United Arab Emirates, Uruguay, Venezuela,
Zimbabwe

Please note, nonetheless, that many of these members put into
effect national {egistation to implement much of the TRIPS
Agreement before 1 January 2000.

2. Least Developed Countries

Least developed countries have until 1 January 2006 to apply the
TRIPS Agreement’s provisions, with the possibility of extension,
and until 1 January 2016 for pharmaceutical patents. In the WTO,
least developed country members are those recognized as least
developed countries by the United Nations. Lists of least-
developed countries that are WTO members and those negotiating
membership can be found here.

3. New Members

The general transitional periods apply to the original members of
the WTO, i.e. governments that were members on

1 January 1995. Since the WTO came into being, a number of
countries have joined it. These countries have generally agreed in
their membership agreements (their “accession protocols”) to
apply the TRIPS Agreement from the date when they officially
became WTO members, without the benefit of any transition
period.

The latest list of countries (and “customs territories”) applying to

join the WTO can be found here, as can the list of all WTO
members, and their dates of joining the WTO.

Return to questions
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Do members have any obligations under the
agreement during the transition period? Back to top

All members, even those availing themselves of the longer
transitional periods, have had to comply with obligations on
national treatment (equal treatment for foreign and domestic
individuals and companies, Article 3) and most-favoured-pation
treatment, (non-discrimination between foreign individuals and
companies, Article 4) from 1 January 1996.

Special transition rules apply in the situation where a developing
country does not provide product patent protection in a given
area of technology.

More specifically, if a developing country did not provide product
patent protection in a particular area of technology when the
TRIPS Agreement came into force (1 January 1995), it has up to 10
years (to 1 January 2005) to introduce the protection (Art 65.4).

But for pharmaceutical and agricultural chemical products, the
country must accept the filing of patent applications from the
beginning of the transitionat period, even though the decision on
whether or not to grant any patent itsetf need not be taken until
the end of this period (Art.70.8). This is sometimes called the
“mailbox™ provision.

If the government atlows the relevant pharmaceutical or
agricultural chemical product to be marketed during the
transition period, it must — subject to certain conditions —
provide the patent applicant an exclusive marketing right for the
product for five years, or untit a decision on granting a product
patent is taken, whichever is shorter (Art 70.9).

in addition, Article 65.5 of the TRIPS Agreement says countries
using the transition period should not backslide — members
availing themselves of a transitional period (under paragraphs 1,
2,.3.0r 4 of Article 65) must ensure that any changes in their laws,
regulations and practice made during the transition period do not
result in a lesser degree of consistency with the provisions of the
agreement.

Return.to questions.

Were intellectual property rights covered under the
old GATT (GATT 1947) before the TRIPS Agreement
came into being? sack to top

Before the 1986-94 Uruguay Round negotiations, there was no
specific agreement on intellectual property rights in the
framework of the GATT multilateral trading system.

However, some principles contained in the GATT had a bearing on
intellectual property measures taken on imports or exports.
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1

Article XX(d) of GATT 1947 (now Article XX(d) of GATT 1994)
specifically referred to intellectual property rights. Under this
provision, measures which would otherwise be inconsistent with
the General Agreement could be taken (subject to certain
conditions) to secure compliance with laws or regulations
relating, among other things, to inteliectual property rights.

Retum te questions

What is the place of the TRIPS Agreement in the
mutltilateral trading system? sack to top

One of the fundamental characteristics of the TRIPS Agreement is
that it makes protection of intellectual property rights an integral
part of the multilateral trading system, as embodied in the WTO.

The TRIPS Agreement is often described as one of the three
“pillars” of the WTO, the other two being trade in goods (the
traditional domain of the GATT) and trade in services.

The TRIPS Agreement is part of the “single undertaking” resulting
from the Uruguay Round negotiations. That implies that the TRIPS
Agreement applies to all WTO members. It also means that the
provisions of the agreement are subject to the integrated WTO
dispute settlement mechanism which is contained in the Dispute
Settlement Understanding (the “Understanding on Rules and
Procedures Governing the Settlement of Disputes”).

Return. to.questions

What is the relationship between the TRIPS
Agreement and the pre-existing international
conventions that it refers to? sack o top

The TRIPS Agreement says WTO member countries must comply
with the substantive obligations of the main conventions of WIPO
— the Paris Convention on industrial property, and the Berne
Convention on copyright (in their most recent versions).

With the exception of the provisions of the Berne Convention on
moral rights, all the substantive provisions of these conventions
are incorporated by reference. They therefore become obligations
for WTO member countries under the TRIPS Agreement — they
have to apply these main provisions, and apply them to the
individuals and companies of all other WTO members.

The TRIPS Agreement also introduces additional obligations in
areas which were not addressed in these conventions, or were
thought not to be sufficiently addressed in them.

The TRIPS Agreement is therefore sometimes described as a
“Berne and Paris-plus” Agreement.
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The text of the TRIPS Agreement also makes use of the provisions
of some other international agreements on intellectual property
rights;

e WTO members are required to protect integrated circuit
layout designs in accordance with the provisions of the
Treaty on Intellectual Property in Respect of Integrated
Circuits (IPIC Treaty) together with certain additional
obligations.

e The TRIPS Agreement refers to a number of provisions of
the international Convention for the Protection of
Performers, Producers of Phonograms and Broadcasting
Organizations (Rome Convention), without entailing a
general requirement to comply with the substantive

provisions of that Convention.

Article 2 of the TRIPS Agreement specifies that nothing in Parts |
to 1V of the agreement shall derogate from existing obligations
that members may have to each other under the Paris
Convention, the Berne Convention, the Rome Convention and the
Treaty on Intellectual Property in respect of integrated circuits.

Return to questions

What is WIPO? sack to top

The Warld intellectual Property Organization (WIPQ) was
established by a convention of 14 July 1967, which entered into
force in 1970. It has been a specialized agency of the United
Nations since 1974, and administers a number of international
unions or treaties in the area of intellectual property, such as the
Paris and Berne Conventions.

WIPO’s objectives are to promote intellectual property protection
throughout the world through cooperation among states and,
where appropriate, in collaboration with any other international
organization. WIPQ also aims to ensure administrative cooperation
among the intellectual property unions created by the Paris and
Berne Conventions and sub-treaties concluded by the members of
the Paris Union.

The administration of the unions created under the various
conventions is centralized through WIPQ's secretariat, the
“International Bureau”. The International Bureau also maintains
international registration services in the field of patents,
trademarks, industrial designs and appellations of origin. WiPO
also undertakes development cooperation for developing
countries through advice, training and furnishing of documents.

An agreement on cooperation between WiPO and the WTQ came
into force on 1 January 1996. The agreement provides cooperation
in three main areas:

s notification of, access to and translation of national laws

and regulations
s implementation of procedures for the protection of
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national emblems
s and technical cooperation.

WIPQ is located at 34 chemin des Colombettes, Geneva
mailing address: P.Q. Box 18, CH-1211 Geneva 20
telephone: (41 22) 338 9111

fax: (41 22) 733 5428

website: www.wipo.int.

Return to guestions

Does the TRIPS Agreement require all member’s
rules on protection of intellectual property to be
identical? pack to top

No, the TRIPS Agreement requires members to comply with
certain minimum standards for the protection of intellectual
property rights covered in it.

But Members may choose to implement laws which give more
extensive protection than is required in the agreement, so long as
the additional protection does not contravene the provisions of
the agreement.

This is why the TRIPS Agreement is sometimes described as a
“minimum standards” agreement.

in addition, the agreement gives members the freedom to
determine the appropriate method of implementing the provisions
of the agreement within their own legal system and practice. The
agreement thus takes into account the diversity of members’ legal
frameworks (for instance between common law and civil law
traditions).

Return te.questions

Does the agreement allow compulsory licensing of
patents? sack to top

Article 31 allows compulsory licensing and government use of a
patent without the authorization of its owner.

But this can only be done under a number of conditions aimed at
protecting the legitimate interests of the right holder. For
example: (unless there is an emergency) the person or company
applying for a licence must have first attempted, unsuccessfully,
to obtain a voluntary licence from the right holder on reasonable
commercial terms, and adequate remuneration must be paid to
the right holder.

The authorization granted under compulsory licensing must also
meet certain requirements. In particular, it cannot be exclusive,
and it must as a general rule be granted predominantly to supply
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the domestic market.

{Compulsary licensing = autherization, given by a government,
to use a patented inventign without the consent of the patent-holder)

> More frequently-asked questions en compulsory licensing of pharmaceuticals and
TRIPS

Return to questions

Does the agreement require members to provide
patent protection to plant varieties? sack totop

Article 27.3(b} allows members to exclude some types of plant
and animal inventions from patenting in their countries.

More specifically, it allows them to exclude from patentabitity
“plants and animals other than micro-organisms, and essentially
biological processes for the production of plants or animals other
than non-biological and microbiological processes”.

However, the agreement says members must provide for the
protection of plant varieties, either by patents or by an effective
sui generis system (i.e. a system created specially for this
purpose) or by any combination of the two.

These agreement calls for a review of the provisions of
Articte 27.3(b) four years after the agreement entered into force
(i.e. in 1999), This review is underway in the TRIPS Council.

Return to questions

What is the role of the TRIPS Councif? Back to tap

The TRIPS Councit comprises all WTO members. It is responsible
for monitoring the operation of the agreement, and, in particular,
how members comply with their obligations under it.

Click here for more information on WTO bodies
1. MONITORING: Members review each others’ laws.

The reviews are central to the TRIPS Council's task of monitoring
what is happening under the agreement.

Each country has to make sure its laws comply with the
obligations of the agreement, according to the timetable spelt out
in the agreement. Most have to enact laws imptementing the
obligations.

These laws are notified to the TRIPS Council, allowing members to

review each others’ legistation, and promoting the transparency
of members' policies on intellectual property protection.
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The requirement to notify comes under Article 63.2 of the TRIPS
Agreement. Members have to supply the TRIPS Council with copies
of their laws and regulations that deal with the TRIPS
Agreements’ provisions.

These notifications are then used as the basis the Council’s
reviews of members’ legislation.

In these reviews, countries supply written questions about each
others’ laws before the review meetings. The answers are also in
writing. Follow-up questions and replies are made orally during
the course of the meeting, and further follow-up is possible at
subsequent meetings.

2. CONSULTATIONS: On any TRIPS issue

The TRIPS Council is also a forum that countries can use to consult
each other on problems they may have with each other to do with
the TRIPS Agreement.

It can also clarify or interpret provisions of the agreement.
3. TECHNICAL COOPERATION: A work programme

The Council follows a work programme on technical cooperation
with a view to monitoring how developed countries fulfil their
obligations under Article 67 of the TRIPS Agreement.

This article sets out the developed countries' commitments on
technical cooperation. The work programme ensures that
developing countries can have adequate information on the
assistance on offer. It also ensures any of their unfulfilled needs
are identified and responded to.

4. REVIEWS AND NEGOTIATIONS ON SPECIFIC SUBJECTS

The WTO is a forum for further negotiations aimed at enhanced
commitments in the area of intellectual property, as in other
areas covered by the WTG agreements.

The TRIPS Agreement calls for further work in specified areas,
including:

o the negotiation of a multilateral system of notification and
registration for geographical indications for wines (Article
23.4),

e the review of the application of provisions on protecting
geographical indications (Article 24,2};

o the review, after four years, of the option to exclude from
patentability certain plant and animal inventions (Article
27.3(b));

¢ and the examination of the applicability to TRIPS of non-
violation complaints under the dispute settlement process
(Article 64).

{non-viglation complaints = comptaints about
impairment of tegitimate benefits even if no obligation has been violated,
allowed under GATT and GATS, but suspended for 5 years under TRIPS}
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http://www.wto.org/english/tratop_e/trips_e/tripfq_e.htm 11/5/2550



WTO | intellectual property (TRIPS) - frequently-asked questions

5. REVIEW OF TRIPS AGREEMENT

Page 10 of 12

The TRIPS Council will hold a general review of the agreement
after five years; but it is also empowered to review it at any time

in the light of any relevant new dévelopments which might
warrant modification and amendment (Articte 71).

Return to questions

What are members’ main notification obligations
under the TRIPS Agreement? pack to top

(Official documents cited in this answer can be obtained
by going to the on-line decuments search
and enptering the document code in the appropriate field.)

The TRIPS Agreement obliges WTO members to make certain
notifications to the TRIPS Council. These notifications allow

members to review each others’ legislation, an important part of

the council’s work. They also promote the transparency of
members’ policies on intellectual property protection.

In addition, members wishing to avail themselves of certain

options allowed under the Agreement have to notify the Council.

in order to implement these notification obligations, the Council

has adopted procedures and guidelines relating to them.

Articte 63,2 of the TRIPS Agreement says members must notify the
laws and regulations on the subject-matter of the agreement (the
availability, scope, acquisition, enforcement and prevention of

abuse of intetlectual property rights).

The procedures for the notification of national laws and

regulations under Article 63.2 are contained in document IP/C/2.

Articles 1,3 and 3.1 of the TRIPS Agreement allow members to
avail themselves of certain options in regard to the definition of

beneficiary persons and national treatment, provided that
notifications are made to the Council for TRIPS.

Notifications made under Articles 1.3 and 3.1 are circulated in the
IP/N/2/- series of documents. Further background information on

these notification possibilities can be found in document

IP/C/W/5.

In accordance with Article 4(d), a Member may exempt from the
most-favoured-nation obligation any advantage, favour, privilege

or immunity according by that member deriving from

international agreements related to the protection of intellectual
property which entered into force prior to the entry into force of
the WTO Agreement, provided that such agreements are notified
to the Council for TRIPS and do not constitute an arbitrary or
unjustifiable discrimination against nationals of other members.

Article 69 of the agreement requires members to establish and

o002
http://www.wto.org/english/tratop_e/trips_e/tripfq_e.htm

11/5/2550



WTO | intellectual property (TRIPS) - frequently-asked questions

http://www.wto.org/english/tratop_e/trips_e/tripfq_e.htm

notify contact points in their administrations for the purposes of
cooperation with each other aimed at the elimination of trade in
tnfringing goods.

The information on such contact points is circulated in document
IP/N/3, and addenda, corrigenda and periodic revisions.

In addition to notification obligations specifically provided for in
the agreement, a number of notification provisions of the Berne
and the Rome Conventions are incorporated by reference into the
TRIPS Agreement but without being explicitly referred to it.

At its meeting in February 1996, the council invited each member
wishing to make such notifications to make them to the TRIPS
Council, even if the member in question had already made a
notification under the Berne or the Rome Convention in regard to
the same issue.

Further background information on these notification possibilities
can be found in document IP/C/W/15. Notifications of this kind
are circulated in the IP/N/5/- series of documents.

Detailed information on the notification procedures can be found
in the Technical Cooperation Handbook on Notification
Requirements: Agreement on Trade-Related Aspects of
Intellectual Property Rights (document WT/TC/NOTIF/TRIPS/1).

Return.to questions

How can | get information on technical cooperation
available from developed country members? sack to top

(Official documents cited in this answer can be obtained
by going to the on-line documents search
and entering the document code in the appropriate field.)

Article 67 of the TRIPS Agreement says developed country
members must provide, on request and on mutually agreed terms
and conditions, technical and financial cooperation in favour of
developing and least-developed country members.

To ensure access to relevant information in this regard, developed
country members have agreed to present annually to the TRIPS
Council a description of their technical cooperation activities in
the area of intellectual property. This information is circulated in
the IP/C/W/- series of documents. Click here for more
information.

In addition, developed country members have notified contact
points in their administrations to which requests for technical
assistance may be addressed and from which information on
technical cooperation can be obtained.

A list of these contact points is contained in document IP/N/7,
and addenda, corrigenda and periodic revisions.

Retwrn to questions
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AGREEMEN'F ON TRADE-RELATED ASPECTS OF
INTELLECTUAL PROPERTY RIGHTS

Article 31
Other Use Without Authorization of the Right Holder

Where the law of a Member allows for other use of the subject matter of a patent without
the authorization of the right helder, including use by the government or third parties authorized

by the government, the following provisions shall be respected:

{a}l  Authorization of such use shall be considered on its individual merits;

tb)  Such use may only be permitted if, prior to such use, the proposed user has made
efforts to obtain authorization from the right holder on reasonable commercial terms
and conditions and that such efforts have not been successful within a reasonable
period of time. This requirement may be waived by a Member in the case
of a national emergency or other circumf,tances of extreme urgency or
in cases of public non-commercial use.‘ln situations of nationatl emergency
or other circumstances of extreme urgency, the right holder shall, neverthetess, be
notified as soon as reasonably practicable. in the case of public noncommercial 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;
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WORLD TRADE

ORGANIZATION WT/MIN{01}/DEC/W/2
14 November 2001

MINISTERIAL CONFERENCE
Fourth Session
Doha, 9 - 14 November 2001

DECLARATION ON THE TRIPS AGREEMENT AND PUBLIC HEALTH

A 1. We recognize the gravity of the public health problems afflicting many developing and
least-developed countries, especially those resulting from HIV/AIDS, tuberculosis, malaria ang other
epidemics.

2. We stress the need for the WTO Agreement on Trade-Related Aspects of Inteflectual
Property Rights (TRIPS Agreement) to be part of the wider national and international action to
address these problems.

3. We recognize that intellectual property protection is important for the development of new
medicines. We also recognize the concerns about its effects on prices.

4, We agree that the TRIPS Agreement does not and should not prevent Members from
taking measures to protect public heaith. 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 Members™ right to protect public health and, in particular, to promote
access to medicines for all

In this connection, we reaffirm the nght of WTO Members to use, to the full, the provisions
in the TRIPS Agreement, which provide flexibility for this purpose.

5. Accordingly and in the light of paragraph 4 above, while maintain:ng our commitments
in the TRIPS Agreement, we recognize that these flexibilities include:

@@ Inapplying the customary rules of interpretation of public international law, each

provision of the TRIPS Agreement shall be read in the light of the object and purpose

of the Agreement as expressed, in particuiar, in its objectives and principles.
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{b}  Each Member has the right to grant compulsory licences and the freedom to determine
the grounds upon which such licences are granted.

{c)  Each Member has the right to determine what constitutes a national emergency or
other circumstances of extreme urgency, it being understood that public health crises,
including those relating to HIV/AIDS, tuberculosis, malaria and other epidemics, can
represent a national emergency or other circumstances of extrerne urgency.

(d)  The effect of the provisions in the TRIPS Agreement that are relevant to the exhaustion
of intellectual property rights is to leave each Member free to establish its own regime
for such exhaustion without challenge, subject to the MFN and national treatment

provisions of Articles 3 and 4.

6. We recognize that WTO Members with insufficient or no manufacturing capacities in the
pharmaceutical sector could face difficulties in making effective use of compulsory licensing under
the TRIPS Agreement. We instruct the Council for TRIPS to find an expeditious solution to this
problem and to report to the General Counci! before the end of 2002.

7. We reaffirm the commitment of developed-country Members to provide incentives to
their enterprises and institutions to promote and encourage technology transfer to least-developed
country Members pursuant to Article 66.2. We also agree that the least-developed country Members
will not be obliged, with respect to pharmaceutical products,mto implement or apply Sections 5
and 7 of Part Il of the TRIPS Agreement or to enforce rights _provided for under these Sections
unti! 1 January 2016, without prejudice to the right of ieast-developed country Members to seek
other extensions of the transition periods as provided for in Article 66.1 of the TRIPS Agreement.
We instruct the Council for TRIPS to take the necessary action to give effect to this pursuant to
Article 66.1 of the TRIPS Agreement.
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EXECUTIVE OFFICE OF THE PRESIDENT
THE UMITED STATES TRADE REPRESENTATIVE
wASHINGTON, D.C. 20308

The Honorable Sander M. Levin JAN 17 2007
U.S. House of Representatives
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 continucs to advocate strong protection of intellectual property
rights as an cssential 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 elso remains fully committed to the fexibilities 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 fexibilities
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 achicvable. -

With respect to the recent announcement of the Thai Government, we have taken care 10 respect
fully the Thai Government’s ability to issue compulsory licenses in accordance with its own law
end its obligations as a member of the World Trade Organizaiion (WTO). 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.

Qur trade policy dialogue with Thailand will continue 10 emphasize the importance of effective
intellectual property protection as an element in that country’s effort to strengthen its investment
climste and promote economic development. We will stress the importance to Thailand of
ebiding fully by its WTO obligations, but - as we have done to date — within the context of a
full respect for the Dohz 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, ) .

& C DG

Susan C. Schwab
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s of the movement on the use of compulsory licenses around the world.
James Love, CPTech / www.cptech.org / mailto: james.love@cptech.org /

1. North America
1.1 United States

(1) Mandatory compulsory license patents whose term was extended by
GATT implementation
For patents that were extended by the change from 17 years from the patent grant to 20 years
from the patent apptication (the delta period), the Congress created a mandatory compulsory
license. The compulsory license applied to over 100 brand name pharmaceutical products.
However, drug registration issues that were not addressed in the GATT implementation legislation
undermined the benefits of the compulsory license in the pharmaceutical sector.

(2) Cases involving government use under 28 USC 1498 i
In 2001, DHHS Secretary Tommy Thompson used the threat to use 28 USC 1498 to autharize
imports of generic ciproffoxacin, for stockpiles against a possible anthrax attack.
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 Michae! Levitt testified before the
House of Representatives that he had threatened to override the patents on treatments for Avian
Fluif companies had not expanded US production facilities.

(3) Cases involving Bayh-Dole Act
In 2001, the Department of Health and Human Services used its authority to exercise March-In
rights for patents on stem celf fines held by the Wisconsin Alumni Foundation as leverage to secure
an open license on those patents.
In 2004, DHHS refused to grant march-in rights in two cases brought by Essential Inventions,
involving patents on the AIDS drug riteanvir and the glaucoma drug /atanoprost.
In 2006, the Centers for Disease Control threatened to use US Bayh-Dole “march-in" rights to issue
compulsory ficenses on patents on reverse genetics, which are needed to manufacture vaccines for
avian flu.

(4) Cases involving merger reviews
In 2002, the US FTC ordered a compulsory cross-license of the Immunax tumor necrosis factor
(TNF)} patent, to Serone, including the “freedom to practice in the research, development,
manufacture, use, import, export, distribution and sale of TNFbp-1 Products and certain
glycosylated and nonglycosylated fragments, derivatives and analogs
thereof in the United States.”
In 2005, the FTC ordered a compulsory license of Guidant intellectual property surrounding the RX
delivery system for Drug-Eluting Stents. ’ o

(3) Cases involving non-merger remedies to anticompetitive practices
In 2002, the US Department of Justice required Microsoft to license on reasonabie and non-
discriminatory terms intellectual property rights in a number of different protocols needed to create
products that were interoperable with Microsoft Windows.5

(6} Cases involving the new US Supreme Court standard for granting
injunctions on patents. [eBay Inc. v, MercExchange, L.L.C., 126 S.
Ct. 1837, 1839-1841 (U.S. 2006)].
In June 2006, a court granted Microsoft a compulsory license to use two patents owned by 24 |
Technologies that relate to digital rights management systems used by Microsoft for its Windows
and M5 Office software programs.
In July 2006, a court granted DirectTV a compulsory license to use the Finisar patent on integrated
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 automobite.
In September 2006, a court granted Johnson and Johnson a compuisory license to use three of Jan
Voda=92s patents on guiding-catheters for performing angioplasty.

1.2 Canada
In 3 September 2001 Speech on the Myriad Gene Patent, the Ontario Health Minister called for
compulsory licensing of patents on genes relevant to tests for breast cancer. In January 2002, the



Ontario Advisory Committee on New Predictive Genetic Technologies published “the Ontario Report
to Premiers: Genetics, Testing & Gene Patenting: Charting New Territory in Healthcare.” This
report noted that the Doha Declaration calls upan nations to take measures “to protect

public health and, in particular, to promote access to medicines for ali,” and concluded:

In order to prevent the statement from providing & hollow right, the concept of promoting access
to medicines for all must include providing access to the diagnostic procedures necessary to
determine when and which medicines to provide. The federal government should, therefore,
amend the Patent Act to specifically allow the potential for compuisory licensing of patents relating
to the provision of genetic diagnostic and screening tests should this power be necessary.

On October 18, 2001, Heaith Canada overrode the Bayer patents on ciproffoxacin, and authorized
generic manufacture for purposes of building a stockpile as protection against an attack of certain
strains of anthrax. In announcing the action, Paige Raymond Kovach, a spokeswoman for Health
Canada, said: "These are extraordinary and unusual times . . . Canadians expect and demandg that
their government will take all steps necessary to protect their heatth and safety.”

On May 14, 2004, Canada passed BILL C-9: An Act to amend the Patent Act and the Food and
Drugs Act. The law came into force on May 14, 2005 creating Canada’s Access (o Medicines
Regime (CAMR). The purpose of the legistation is to allow Canadian manufacturers to éxport
medicines to countries lacking manufacturing capacity. Proposed royalties paid to the patent holder
vary according to the importing country’s Human Development Index. The benefits of the Act are
fimited to products listed on “Schedule 1,” the list of patented pharmaceutical products that are
eligible to be exported under the compulsory license. Civil society groups supported the passage of
the legislation, yet they also pointed out a number of flaws in the bill.

There have been three requests for compulsory licenses under the CAMR., The first was a
December 14, 2004 request from Essential [nventions, for the manufacture and export of Imatinit
Mesylate to Chile. The Canadian government was not responsive. The second was a request from
Apotex and MSF for the manufacture and export of a fixed dose combination for the treatment of
AIDS. ‘vhe third was a February 13, 2006 request from Biolyse Pharma Corporation, for patents on
oseltamivir phosphate, a product sold by Roche under the brand name Tamiflu.

On August 31, 2005, Schedule 1 of the Patent Act was amended to add lamivudine (150 mg) +
nevaripine (200 mg) + zidovudine (300 mg) tablets - the fixed dose combination in the
Apotext/MSF application.

On July 1, 2006, the Canadian government published a proposed amendment to Schedule 1 of the
Patent Act to add oseltamivir phosphate (75 mg capsutes and 12 mg/mL powder for oral
suspension), which is used in the treatment and prophylaxis of Type Aand Type B

influenza. In September 2006, the product was included in Schedule 1.

Apotex claims as defense to an infringement claim, that it sales of generic copies of AstraZeneca
Zestri! and Merck Prinivil tables are permitted under terms of a compulsory license. A trial started
in January 2006.6

On May 7, 2004, Torpham successfully appealed a rejection of a compulsory license apptication
involving Merck patents for the manufacture and sale of Lisinopril, Torphan had sought a license to
the use the patents for purposes of manufacturing and exporting to the United States. The court
held that the request for the compuisory license had sufficient merit to be proceed to the next
stage. The court held that serving export markets abroad constitutes Canadian demand for the
patented product.

On September 16, 1998, Brantford asked a Canadian federa! court for an order compelling Merck
to licence patents needed to manufacture SESIC. On April 30, 1999, Brantford filed another
application for a compulsory license. The case involved a number of procedural disputes and
appeals, such as a February 2, 2005 court decision rejecting Merck’s efforts dismiss the compulsory
licensing application on certain procedural grounds.8 A hearing on the compulsory license was

held in April 2005 before the Patent Appeal Board. On September 1, 2005, the Patent Appeal Board
upheld an earlier rejection of the compulsary license. Brantford appealed to the court. On
November 7, 2006, a court in British Columbia upheld the rejection of the compulsory license,
holding the Commissioner of patents had not erred in determining that patent abuse had not been
established, since it was reasonable for the Commissioner to find on the evidence that there was
no genuine market demand for the product, and that it was reasonable to find that not enough
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time had been afforded Merck to respond to Brantford=92s request for a licence, and Merck=92s
silence could not be construed as a refusal to license.9

2. EUROPE

On Aprit 29, 2004, the European Court of ustice issued a prefiminary ruling on compulsory
licensing of inteilectual property rights under European competition law, in the IMS Heaith vs NBC
case. The EC) held that under certain circumstances an abligation to license an inteliectual
property right exists. The four conditions were:

1. The intellectual property right should constitute, upstream, an indispensable factor in the
downstream supply of a (secondary) product, :

2. The potential licensee should intend to produce new goods or services not offered by the
owner of the right, and for which there is a potential consumer demand.

3. The refusal should not be justified by objective reasons. .

4. The refusal should be of such a nature that it reserves for the owner of the right the
market for the provision of the product, by eliminating all competition on that market.

2.1 United Kingdom

Following the passage of Directive 98/44/EC of the European Parliament and of the Council of &
July 1998 on the Legal Protection Of Biotechnological Inventions, the United Kingdom amended its
patent law to provide for mandatory compulsory cross-licenses of certain biotechnology inventions
used for agriculture. The license is available to plant breeders who demonstrate a technical
advance. The December 6, 2006 UK Gowers Review noted the British Society of Plant Breeders
complained the provision is ‘ineffective in the UK at least’, because to prove an advance the
product must actually be created, thereby infringing the patent, in calling for an expanded
research exception, to permit broader use of the compulsory license,

2.2 Germany

In 2000, Roche asked the Gerrmman government to grant a compulsory ficense on a patent
protecting the Blood Screening HIV Probe owned by Chiron, On May 22, 2001, a licensing
agreement was reached between Roche and Chiron. In return for its license, Roche agreed to end
its attempts to obtain a compulsory license,

2.3 France

(1) RU 486
France considered the use of compulsory licenses in the case of the abortion pill RU 486, which
was developed by the French pharmaceutical manufacturer ROUSSEL UCLAF, In response to
threats of boycotts by pro-life organizations, the company withdrew the product from the market.
In the subsequent efforts by the French government to reverse the decision, a court ruled the
government could obtain access to the medicine by using the ex-officio license system. Earlier,
however, the product was already back on the market, so the ex officio license was not needed

(2) BRACI and BRAC2 patents on breast cancer tests
France was among several European countries who ware outraged by the high prices of breast
cancer ciagnostic tests, because of the Myriad gene patents. In 2004, France amended its patent
law to atlow the broader use of ex officio licenses, and in particular, to authorize the government
to issue ex officio licenses to patents on certain dialogistic technologies. The new act provide that:
Where the interests of public health demand, and in the absence of a voluntary agreement with
the patent holder, the minister responsible for industrial property, may, by order of the minister
responsible for public health, request ex officio licenses in accordance with Article L. 613-17 for
any patent granted for:
a) a medicine, a medical device, a medical device for in vitro diagnosis, a related therapeutic
product;
b} processes for obtaining them, {or] for products necessary in obtaining such medicines or for
processes for manufacturing such products
c) a diagnostic method ex vivo.

2.4 Belgium



Belgium modified its patent [aw in 2005, creating a new compulsory cross-license for biotechnology
inventions, and also a new compulsory license for public health purposes.

2.4 Italy

(1) SORIN BIOMEDICA/SNIA

On June 14, 1994, Sorin Biomedica S.p.A. filed a lawsuit with the Court of Mitan, Italy against
Chiron Corporation and Ortho Diagnostic Systems S.p.A. for a declaration of nullity and
noninfringement of the Rtalian counterpart to Chiron's European Patent 0 318 216 (the "

'216 patent™), Sorin additionally filed a request with the Italian Ministry of Industry, Commerce and
Artisanship {"ICA") for compulsory license to the '216 patent. Chiron filed a counterclaim and
sought a finding that the patent is valid and infringed by Scrin. The ICA suspended Sorin’s request
for compulsory license pending the cutcome of the litigation.,

3. ASIA

3.1 China
In 2005, China used the threat to a compulsory license to obtain voluntary licenses to manufacture
generic Tamiflu.

3.2 Malaysia

On September 29, 2004, the Malaysian Minister of Domestic Trade and Consumer Affairs issued a
two-year government use compulsory license to import from India didancsine {ddl), zidovudine
{AZT) and lamivudine +zidovidine (Combivir).

3.3 Indonesia

On October 5, 2004, Indonesia issued a computsory license to manufacture generic versions of
lamivudine and nevirapine, until the end of the patent term in 2011 and 2012 respectively. The
license is for government use, and includes a royafly rate of 0.5% of the net selling value.

3.4 Korea

On January 30, 2002, the People's Health Coalition for Equitable Society, the Association of
Physicians for Humanism, and the Korean Pharmacists for Democratic Society jointly filed for a
compuisory license for Glivec, a drug to treat chronic myelogenous leukemia {CML}, and
gastrointestinal stromat tumor {GIST). The request was rejected.

In October 2005, the Korea Food and Drug Administration (KFDA} announced it was considering a
compulsory license for the manufacture of generic versions of Tamiflu.

3.5 India

In February 2005, India amended its patent law, to provide for patent protection for
pharmaceuticat inventions. The Jegislation created a mandatory compulsory license for products
that were already manufactured and marketed in India.

3.6 Taiwan

On July 26, 2004, the Taiwan Intellectual Property Office (TIPQ) issued a compulsory license to
Gigastorage for 5 patents related to CD-R of Phitlips. The term of the license is through the
expiration of the patent terms.

In November 2005, Taiwan issued a compulsory license for patents needed to manufacture and
sell generic versions of Tamiflu. According to this report by Deutsche Presse-Agentur dpa:

The Intellectual Property Office (IPO) granted compulsory licensing to Taiwan pharmaceutical
companias after talks with Roche and Gilead Science - the U.5. developer of Tamiflu - broke down.
"Roche and Gilead insisted they can supply enough Tamiflu if bird flu erupts in Taiwan. Our
argument was: When there is a bird flu pandemic, millions of people will be hospitalized or dead,
and some countries might confiscate Tamiflu or ban its export. We cannot gamble our people's
lives on their unreliable promise,’ Lai Chin-hsiang, secretary- general of the Department of Health
{(DOM), told Deutsche Presse- Agentur dpa. Under the compulsory license, valid untit December 31,
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2007, Taiwan drug firms can make Tamiflu for domestic use and should use it onty when there is a

. shortage of supply from Roche.

3.7 Thaitand

The ministry of Public Health issued government use on the patent of Merck's Effavirenz on
November 29, 2006, The Government Pharmaceutical Organization has ordered 66,000 bottles of
the drugs from Ranbaxy India and the drugs have arrive in iate Jan 2007. It also issued
government use on the patent of Abbott’s Kaletra and Sanofi-Aventis's Clopidogel. While the
movernent to erder the two generics from India is going on, the negotiation with the companies
also move on in paraliel.

4, LATIN AMERICA

4.1 Argentina
On October 18, 2005, Health Minister Gines Gonzalez Garcia announced the government would
issue compulsory licenses on the patents for Tamilfu.

4.2 Dominican Republic

There have been requests for compulsory licenses on the patents for Plavix, a heart disease drug.
On May 14, 2002, the French embassy in DR wrote to Sr. Hugo Guiliani Cury, Secretary of State of
the Dominican Republic, expressing opposition to the compulsory license.,

4.3 Chile
In December 2004, Essential [nventions requested a compulsory license to supply Glivec to Chile.

4.4 Peru
In 2004, the government issued a compulsery ficense in the patents on d47.

4.5 Ecuador
Something happened here, but we are still investigating.

4.6 Brazil

On January 8, 2001, 12 days before President Clinton left office, USTR filed a complaint over the
Brazil compulsory licensing law in the WTO Dispute Settlement Body. USTR officials called this the
‘Merck’ case. At issue was Article 6B of Brazil's patent law, which allows compuisory licenses to ba
issued in situations wherea the patent holder does not tocally manufacture the patented product
{known as a "local working” provision). The US received a large amount of negative publicity, and
on June 25, 2001, the Bush administration withdrew the complaint. However, under the agreement
between the two countries, Brazil agreed to provide the US with advance notice if a ticense is
issued under Article 68 of the Brazil patent act, and disputes would be discussed through a
bilateral "Consuitative Mechanism." The agreement was not made public.

In early 2001, Brazil announced it was considering compulsory ficenses far patents on nelfinavir
and efavirenz,

In March 2001, the Brazil government reached a settlement with Merck, for price discounts on
efavirenz, in return for not issuing a compulsory license.

On August 22, 2001, Brazilian Health Minister Jose Serra announced the Brazilian government
would issue a compulsory license for the manufacture of the antiretroviral drug nelfinavir (sold
under the brand name Viracept by Roche) to the Brazilian pharmaceutica! producer Far
Manguinhos. On August 28, the two parties resumed talks, and on August 31, they reached an
agreement; Roche will sell the drug in 8razil at an additional 40% discount, and Brazil will not
issue the compulsory license. '

On September 5, 2003, the Brazilian government issued a decree that would allow it to produce or
import generic anti-AIDS drugs without the consent of companies hotding the patent on those
medications, The heaith minister made it clear that the decree was meant to apply to antiretrovirat
drugs - specifically lopinavir, efavirenz and nelfinavir. The ministry said in a statement it had
negotiated with the name-brand companies in August seeking a reduction of more than

40%, but was offered a maximum discount of 6.7%. Brazil and Merck reached an agreement in
November.



In 2005, Health Minister Humberto Costa signed a decree declaring the patent of Kaletra in the
public interest and appropriate for compulsory licensing. A subsequent settlerment with Abbo t
reduced the price of by 46 percent.

in 2005, the government of Brazil declared that they were considering issuing compulsory licenses
to permit the manufacture of Viread. As a result of discussions with the Brazilian government
Gilead reached agreement with the Brazifian Health Ministry in May 2006 to reduce

the price of Viread in Brazil by approximately S0%.

Brazil alsc used the threat of compulsory licenses on the patents for Gleevic to obtain a price
discount of more than 65 percent,

5. AFRICA

Compulsory licensing in Africa is now fairly commaon, but often not widely publicized. A typical
compulsory license may be based upon mode! authorizations prepared by organizations wha are
engaged in providing treatment for AIDS, in order to Satssfy donor requirements that purchases of
generic medicines are consistent with trade rules.

5.1 Camergon

On January 2005, the nonprofit corporation Essential Inventions requested the Minister of Public
Health to grant ex officio licenses for the patents relevant for importation, manufacture or sale of
generic versions of the following medicines used in the treatment of HIV/AIDS: Nevirapine (Brand
name Viramune) Lamivudine (Brand name 2TC) Fixed dose combinations of Lamivudine and
Zidovudine (Brand name Combivir). The request is still pending.

5.2 Guinee
On April 18, 2005, the Ministry of Health issued compuisory licenses on patents on drugs to treat
AIDS.

5.3 Ghana
On October 26 2005, the Minister of Health issued a government use compulsory licenses for
importation into Ghana of generic HIV-AIDS medicines.

5.4 Eritrea
On June 5 2005, the Minister of Health issued a compulsory license for for importation into Eritrea
- of generic HIV-AIDS medicines.

5.5 Mozambique

On April 5, 2004, Mozambique's Deputy Minister of Industry and Commerce issued Compulsory
License no. 01/MIC/04 for patent rights to lamivudine, stavudine and nevirapine. The license was
granted to Pharco Mozambique Lda, a local producer that plans on manufacturing the
antiretrovirals as a fixed-dose combination, Rovalties are not to exceed 2% of sales.

5.6 SouthAfrica
On March 7, 2001, Indian pharmaceutical manufacturer CIPLA formally requested the South
African Department of Trade and Industry issue compulsory licenses to patents on the following
HIV drugs: nevirapine, lamivudine, zidovudine, stavudine, didanosine, efavirenz,
indinavir and abacavir.
On September 19, 2002, Hazel Tau, working with the Treatment Action Campaign (TAC), filed a
complaint with South Africa's Competition Commission against GlaxoSmithKline {GSK) and
Boehringer Ingelheim (GI}). Twelve parties would join the complaint, which charged GSK and
BI with excessive pricing in respect of ritonavir, larmivudine, ritonavir+tamivudine and nevirapine.
On October 16, 2003, after an extended investigation, the South Africa Competition Commission
issued a statement, saying:
“pharmaceutical firms GlaxoSmithKline South Africa (Pty) Ltd (GSK) and Boehringer Ingetheim (BI)
have contravened the Competition Act of 1998, The firms have been found to have abused their
dominant positions in their respective anti-retroviral (ARV) markets”.
In particular the Commission has found the firms have engaged in the following restrictive
practices;

* Denied 2 competitor access to an essential facmty

* Excessive pricing
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* Engaged in an exclusionary act

On December 10, the competition commission announced it had reached a settlement with GSK.
The settlement required GSK to

= extend a voluntary licence granted to Aspen Pharmacare in October 2001 in respect of the
public sector to include the private sector;

* grant up to three more voluntary licences on terms no less favourable than those granted to
Aspen Pharmacare;

* permit the licensees to export the ARVs to sub-Saharan African countries;

* permit the importation of the drugs for distribution in South Africa if the licensee does not
have manufacturing capability in South Africa;

* permit ficensees to combine the relevant ARV with other antiretroviral medicines; and

* charge royalties of no more than 5% of the net sales of the relevant ARVSs,
Shortly thereafter, a similar settlement was reached with BI. '

5.7 Swaziland

On April 20, 2004, the Ministry of Health and Social Welfare in Swaziland noted the existence of an
emergency relating to AIDS, and authorized procurement of medicines for HIV/AIDS =93in the
best cost/effective way possible on the international market irrespective of the existence of any
patent or other Intellectual Property protection applicable in Swaziland until such time as it will no
longer be considered essential to address the curren{ Public Health crisis related to HIV/AIDS.=94

5.8 Zambia

On September 21, 2004 the Zambian Minister of Domestic Trade and Consumer Affairs issued a
compulsory license for lamivudine, stavudine and nevirapine. The license was granted to Pharco
Ltd., a local producer, which will produce a triple fixed-dose combination. A maximum royalty rate
of 2.5% applies.

5.9 Zimbabhwe

On May 27, 2004, Zimbabwe's Minister of Justice, Legal and Parliamentary Affairs declared a Period
of Emergency in order to override antiretroviral drug patents. With assistance from India,
Zimbabwe has begun tocal production of antiretrovirals.

6. Middle East

6.1 Israel

in January 1992, BTG-Israel filed an application in the Israeli Patent Office for a compulsory license
to manufacture BTG's Bio-Hep-B under Biogen's 1srazli patent which license, upon approval, would
enable BTG to produce the vaccine in Israel and likely to export the vaccine to countries in which
neither Biogen nor others have been granted a blocking patent. In September 1995 the Registrar
ruled in an interlocutory decision that BTG-Israel is entitled to a compulsory license to the Biogen
patent. Biogen's appeal of the interlocutory decisicn was rejected.

Biogen appealed the Registrar's decision to the District Court of Tel Aviv, Israel, and moved for a
stay of the license, which was granted ex parte pending hearings with both parties. Following
hearings which took place in December 1996, the motion was denied in Jariuary 1997; however,
the ex parte stay was left in force pending Biogen's appeal to the Supreme Court and maintained
by the Supreme Court pending the decision by the District Court on the merits of Biogen's appeal.
The District Court heard the appeal in early March 1997, and in June 1997 the District Court denied
Biogen's appeal and subsequent mation for a stay pending Biogen's appeal of the District Court
decision to the Supreme Court on the merits, In March 1998 the Supreme Court granted Biogen
the right to appeal the District Court’s decision. A date has not yet been set for the hearing. In the
absence of any action by the Supreme Court, the compulsory license is now effective and allows
BTG-Israel to produce the vaccine in Israel upon receipt of reguiatory approval and to export the
vaccine to countries in which neither Biogen nor others have been granted a blocking

patent.

The Biogen Israeli patent expired in December 1999, before the Supreme Court ruled on the
compulsory license,
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27 January 2005

Director, Department of Disease Control
Depargment of Disease Controf

Ministry of Public Health

Tivanond Road,

Muang,

Nonthaburi 11000

Subject: Pricing of Antiretraviral Drugs from MSD Thailand

This is in response to your letter no 0424.4/7, requesting MSD {Thailand), tkd., ko further
consider a prize raduction of Stocrin and Crixivan for the Department of Disease Control in
ardar to increase access for patients to HIV treatment.

Since March 20031, Merck and its MSD subsidiaries across the world have implemented 2
policy to offer Stocrin and Crixivan at the no profit prices to develaping countries with a
high burden of disease (f.e., HIV/AIDS adult patients prevalence »1% of the popuiatian) -
ths includas Thalang. 1 assure you that our corporate geals and policies regarding pricing
2° Stocrin and Crixivan in Thailand are in line WTH_] providing optimal ARV access to HIV
paticats. We have been szlling Stocrin and Crixivan to the DOC at the no profit price
inclusive of tocally incurred ¢osts such as custom duties, imoort duty, VAT and MSD
dalivery Costs.

Mast of these additional costs a2 refated to the conditions of sales requirad by the
DOC/MOPH. Far example:

MSD is required to accept returned goods no less than 5 months from the expiry date
MSD will be fined a penalty fee at a daily rate of 0.20% on the totai amount as a result
of any late delivery.
MSD have to accept extended payment terms.
MSD must ship products that are within 12 months from the production date.
If these conditions were ta be aliminated, we can decrease the price accordingly.
1 took forward to warking with you and other colleagues at the Thai MOPH to improve
access to high quality medicines for MIV/AIDS patients In Thailand,

Sincerely yours,
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Hondline: WHO raps compulsory licensing plan

WHO raps

compulsory

licensing

Govturged to seek
talks with drug firms

APIRADEE TREERUTKUARKUL

The World Flealth Ocganisation yosterday
cautioned Thautand aver its move toadapt
compulsory ficensing for producing gen-
eric versions ol heart disease and anti-
Aids drugs.

“1"d like to underling that we have (o
find a right balance for compulsory licens-
ing, We can’y be naive about
this. Thercis no perlectsolutinn
lar accessing deugs In both
quality and quantiry.” said
WHO direvior-general Mar-
gares Chan.

Spehking during a visit to
the National THlealth Security
Office, Dr Chan said she teuly
felt chat the pharmaceutical
industry was pait of the selu-
tion (o better dvug aceess and

Law 1o Tmpan or produce a gerieri version
ol the two drugs.

11 Novemiber. the ministry issued the
samc law to impon and produce the ant-
Aids drug Efavirenz, resullingin a reduction
in the price from 1,400 hahr to 700 baht
per menthly course,

Plavix will cost just six baht per tablet
under compulsary licensing, while the
original price was 70 baht. The patented
regimen of tse secund-line anti-retroviral
drugcosts 11,580 baht nmonth per patient
and this could be cut to a third under
compuisory licensing,

Thailand is the first devel-
oping country tu invuke com-
pulsory licensing under the
world Trade Osganisation’s
rules for a non-Aids related
drug. The WTO allows a gov-
erninent to declare o “national
emergency’” and license the
praduction or sale of a patented
drug lor siate use. The patent
holder would receive royaltics
equil to 0.5% of the annual

thiat the government shouid  Chan: Induslypataf  sales. according (o the minis.

open negoliations with drug  the solullon

firms over the issue.

She encouraged the Public Health Min-
istry (o inprove the public-privale part-
nership in order ta give the prblic beiter
avcess 10 drugs. Public Health Minister
Mongkul na Sengkhla dectined to cam-
ment on rhe issue.

‘The president of Aids Access Founda-
tion. Mimit Tienudom., disenissed the WHO
director-general’s standpoint. “Ies dis-
appointing. Theorganlsation shotld have
supponed drugeecessund promoted the
studdy of quality and incxpensive drugs
Tor the sake olthe plohal popidation rather
than sunporting pharmaceatical gisngs ™

The ministry st week endorsed a policy
for tire compulsory licensing of two drugs
— Kaletry. an advanced anti-Aids drug,
and Plavis, o treaumeri lor hean disvase
by invoking Articie 31 el the 1992 Pato

Mews |D: B-070202001001

infolucst Lunited BEA7 178 Ploenchit Ry., (7th FL sshatun Paza Bidg.. Lmpinl, Patumwan, fangkok 10130
Vel 0:2293-3000, 0 2651-4/00 Fax_ 02233 5001, (- 26514701 Imalt: nelpbiqrewsclip.com

Wiq News{ i

P T

terial plan.

About 108600 of 500.000
peaple living with HIV/Aids depend en
GIO-VIT, the generic version of the frst-
line anti-retroviral therapy produced by
the Governmenl Pharmaceuticat Organ-
isation. An eslimared 20.000 HIV-positive
peeple have developed resistance to the
drug, anc need acombination uf lopinavir
and rilonavir, which is imarketed as Keleira

However the country’s Phigmaceutical
Rescierch and Manufacturers Asseciation
disapproves of the decision, claimiog thas
coipubsory licensing vould result in tsore
companics retingu shing patents for heart
and anti-Aids drogs and thatit contd dead
twthe isolatwa of Thailand lrom the global
Biotechaology investment comiiunity.

Kaletra is manufachered by Abhott Lab-
oratnries. and Plavix by Sanofi-Avents
and Drisiol-Mycrs Squiiy,

Page: 171
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Tel direct: +41 22 TH 27197 Mr Mongkol Na Songkhia
Fax direcr: +41 22 791 4846 Minister of Public Health
Boomasl: Ministry of Public Health
fo reply please Royal Thai Government
refer to: DGO Tivanond Road
Nonthaburi 11000
Your referoce Thajlande
7 February 2007
Dear Minister,

It was a pleasure to mect you last week in Bangkok, and I must express my deep
appreciation to you and your staff for the warm welcome, hospitality and great efficiency
demonstrated throughout my bricf 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 Chakn Sirindhorm, in her capacity as Chair of the Board of
Trustees and President of the Prince Mahidol Avward Foundation.

I was particularly impressed with the ficld visit, which provided me with an opportunity
to witness the work of dedicated health professionals and the community in Khon Kaen and Nam
Phoog. The pride and professionalism of the staff and the support of the community was obvious
and most encouraging.

f 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 cffective 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.

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

Lot Iovall dakis - BRPAERN
Organisation mondiale de la Santé = BCEMMPRER OPraHMIALNA JNDABOOKPAHEHRR - Organiracidn Mundial de la Salud



Minister of Public Health, Thajland - Page2

I deeply regret that my comments at the close of the briefing at the Nationat Health
Sccurity Office were mistcpresented in the media, and may have caused cmbarrassment to the
goverument of Thailand. They should not be taken as a criticism of the decision of the Royal
Thai government to issuc compulsory licences, which is entirely the prerogative of the
government, and fully in line with the TRIPS agrcement,

Thailand is making good progress towards increase budget allocations for health, while
simultancously control rising health care costs with greater efficiency. Mcdicings are a
substantial element of health care cosis, and it is eatirely appropriate and necessary for the
govermment of Thailand to find means of reducing these costs to cnsure sustainable financing of

health care..

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

WHO unequivocally supporis the usc 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 compulsary license for a
pharmaceutical product is o national one. There is oo requirement for countrics to negotiate with
patent helders before issuing 2 compulsory licence. As a global community we need to casure
the right balance between the immediate and urgent pressing need to provide affordable
medicines fo the many that nced them, and the need to provide continuous incentives for
innovation. It ts 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.

Wherc there are urgent needs, the botiom line is that people need access to modicings.

[ trust this clarifies the position of WHO concorning compulsory licensing of medicines,
and ] look forward to further opportunities to discuss these importan issues with you in the

future,
Yours faithfully,

W/

Dr Margaret Chan
Director-General
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333 Seventh Avenue. 2 Fioor

Fax: (212) 679-T016

’ MEDECINS SANS FRONTIERES | _
DOCTORS WITHOUT BORDERS Yeb: wnw doctorswiheutborders. o

/" New York, NY 10001.5004
ﬂi’— Tel: (212} 679-6800
A

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
600 17th Street, N.W.

Washington, DC 20508

United States of America

New York, December 29, 2006

Dear Secretary Rice and Ambassador Schwab:

I am writing to express Doctors Without Borders/Médecins Sans Frontiéres (MSF)'s concern that the
United States Depariment of State and the United States Trade Representative have intervened in the
decision by the government of Thailand to issue a compulsory license on patents for the AIDS drug
efavirenz, and to explain why the US government should refrain 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 enly is this not required under the World Trade
Organization (WTO) rules when the compulsary license is for government use, it is not required under US
lfaw. 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 U5 government should not be overseeing the
management of Thailand's dealing with the patent owners as iong as Thailand abides by its WTO TRIPS
obligations.

In 2001, the United States government and every other member of the World Trade Qrganization (WTQ)
announced the signing of the Doha Declaration on TRIPS {Trade-related Aspects of Intellectuat Property
Rights} and Public Health. This historic agreement said:

<start quote>

We agree that lhe TRIFS Agreement does not and should not prevent members from taking measures to
protect 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 WTQO
members’ right to protect public health and, in particufar, to promote access to medicines for all.

in this connection, we reaffirm the right of WTO members to use, to the full, the provisions in the TRIPS
Agreement, which provide flexibility for this purpose.
<fend quote>

Thailand is abviously trying to do exactly what the Doha Declaration promised it could. Respecting
Thailand’s decision to exercise its right under the Doha declaration is a matter of urgent concermn for Thai
patients in need of affordable AIDS treatment.

The drug efavirenz, which is recommended by the World Heaith Organization (WHQ) for HIV/AIDS
treatment, 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 — S $18). In addition, on several occasions, Merck has been unable to supply the drug in
Thailand It is estimated that at feast 12,000 people in Thailand currently need efavirenz, but that due to
cos! and supply difficulties, the number receiving 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 That AIDS treatment program. Generic
production is the comerstone of Thailand's universal HIV/AIDS Ireatment program. Before generic
production, the cost of standard HIV/AIDS treatment in Thailand was over 33,330 baht per patient per
month (US $924), 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 te have over half of the total number of people on AlDS treatment who need

it.

Both the WHO (in. August 2005) and the World Bank {in August 2006} have predicted dramatically rising
drug costs in. Thailand due to the fact that patients need to switch to newer and mare expensive drugs in
cases of resistance and toxicity. Both organizations recommend thé use of public health safeguards
enshrined in the Doha Declaration on TRIPS and Public Health. C

Issuing and executing a compulsory license, allowing both importation and focal preduction, will increase
supply and afiordability of efavirenz o the henefit 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 treatmen! as natural resistance to first-line ARV therapy increases, as well as

o scaling up ARV treatment.

Thailand's decision will have important conseguences, not only for Thailand, but for any developing
country that needs to obtain low-cost generic products. [f Thailand follows through and hegins 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 reiuctant to issue compulsory licenses because of fears that the United States government 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 1o execute the compulsory

license it has issued.

Sincerely,

%@A—h—ﬁ
- - .f' .
7T

Nicolas de Torrente
Executive Director
Doclors Without Borders/Médecing Sans Frontiéres (MSF-USA)

Vad Lo A
FO
Paul Cawthorne

Head of Mission, MSF-Thailand
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Consumer Project on Technology

1621 Connecticut Avenue, NW, Washington, DC 20009

December |, 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 authorizing non-voluntary use of a patent, in amy
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 ne 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 accommmodate 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 regarding use of a patent in such circumstances is 28 USC
1498. There is no obligation for prior negotiation or prior 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 "o the case of public non-commercial use, where the gOvVEMmexit Or contractor,
without making & 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 promptiy.” There is a similar



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 construéd as use or
manufacture for the United States. ‘

As trade officials charged with promoting. US nomms for intellectudl property protection,
it is uscful 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 303 of the Cican Adr Act (see:
http://www.cpa. gov/docs/fedrgsu/EPA-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). ' oL

Compulsory licenses for patents “affected with the public interest” that are of
primary importance in the production or utilization of special nuclear materiat 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 st 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 "promply.”
but nos before a compulsory licensc is issued. Sce slso: Executive Order 12889, Implementation Of The
North American Frec Trade Agreement, December 18, 1993

Sec. 6. Government Use of Patented Technology. (8) Each agency shall, within 30 days from the date this
order is issued, modify or adopt procedures to ensurc compliance with Article 1709(10) of the NAFTA
regarding notice when patented techrology is used by or for the Federa! Government without & license
from the owner, except that the requirement of Article 1709(10)}(b) regarding reasonable efforts to obtain
advance authorization from the patent owuer:

(1) is hereby waived for an invention used or masufactured by or for the Federal Gavernment, cxcept that
the patent owner must be notified whenever the agency or its contractor, without making a patent search,
knows or has demonstrable reasonable grounds to know that an invention described in and covered by 2
valid United States patent is or will be used or manufactured without a license; and

{2) is waived whencver a national emergency of other circumstances of €xtreme urgency exists, except that
the patent owner must be notified as soon a3 it is reasonably practicable to do so.
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The following arc 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 uséd its authority to
exercisc 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 apd 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.

2 September 5, 2001, "National Institutes of Health and WiCel! Research Institute, Inc.,

Sign Stem Cell Research Agreement,” hup://www.nih.gov/news/pr/sep2001 /0d-05.htm.

¥ United States Of Amcrica, 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
JUDGMENTS, http://www usdoj.gov/atr/cases/1201300/201 386 htm

* The United States’ Staternent Of Interest, November 2003., NTP, INC,, Plaintiffs, V. RESEARCH IN
MOTION, LTD., Defendant, Civil Action No., 3:01CV767,

¥ See video excapts from November 8, 2005 Hearings of the Subcommitice on Health of the House
Committee on Energy and Commerce,

hup:/faww.cptech.org/ip/health/tamifluhearingexcerpts | 1082005 hm!



In June 2006, a court granted Microsoft a compulsory license to use rwo patents
owned by z4 Technologies that relate to digital rights management systems used
by Microsofi for its Windows and MS Office software p_rogra‘ms.6

In July 2006, a court granted DirectTV a compulsory licease to use the Finisar
patent on intcgrated receiver decoders (satellite set top boxes), for a royalty of
$1.60 per device.” . '

[n August 2006, a court granted Toyota a compulsory license on three Paice
patents for hybrid trapsmissions, 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 cmphasize a point that some USTR officials seem to
overlook. The flexibilities in the TRIPS agreement are there for good feasons.  As
evidenced by the many cases described above, there arc many situations where any
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 genernic producers.

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

United States Thailand
Population {2003) 297 million &4 Million
GNT (2005} 13 trillion 177 billion
GNI per capita (2005) $43.740 5 2.750
TV + population 1,200,000 580,000
Rate of ITTV infection (per 100,000 404 : 06

GNI per HIV+ person $10.8 million | _$ 3 mitlion

® This case wes decided under the new US Supreme Court standard for granting injunctions on patents. See
cBay Inc. v. MercExchange, L.L.C., 126 8. CL 1837, 1839-1841 (U.S, 2006)).

” Ibid.

! Ibid.

® Ibid.

1® Assuming that the ability 10 pay is linear in terms of income, & second line AIDS drug that is sold for
$1,000 in Thailand would be equivalent w a product selling for $70,000 in the United Suates, With health
care budgets rising faster than incomes, the impact is even worst for the lower income coeuntry.
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Because of US trade policies, including the 1993 agreement negotiated by former USTR
Mickey Kantor,'' Thaiiand 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 modern science offers. Many
Thai AIDS patients suffer from the predictable sidc effects associated with the older
medicines. In any case, over time, AIDS patients everywhere devtlop 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 issuc 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"t?

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
exampie, 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.”® It is
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 cfforts. For cxample, we would
benefit if our trading partmers 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.’*

'! hitp /Awww cptech orgfip/health/c/agreements/thai- 1994-ip.htmi,

' Parngraph four of the 2001 Doha Declaration on TRIPS and Public Health.

'} The iests 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, 2008; Joseph Stiglitz, Give
Prizes not Patents, Mew Scienrisi, September 16, 2006; Thomas Pogge on Online Opinion. "A New



Last week the World Health Organization (WHO) 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 giobal 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 sdeks 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 also
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, Bernic
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 DeLauro, Jo Ann
Emerson, Dennjs Kucinic, Barbara Lee, Sander Levin, Jim McDermott, Maxine Waters,

Approach © Pharmaceutical innovations,” june 21, 2005; James Love. “Measures 1o Enhance Access to
Medical Technotogies, and New Methods of Stimulating Medicel R&D." Paper for the WIPO Open Forum
on the draft Substantive Patent Law Treaty (SPLT), March 2006,
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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 McColium,
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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Executive Cirector

Reference: EXOPPMTiweh H.E. Mr. Mongkoi Na Songkhia
Pubilic Health Minister

Thano Tiwanond
Amphoa Muang
Nonthaburi 11000
Thalland

26 Decembaer 2006
Excellency,

| wauld like to take thiz opportunity o commend you and the Government of Thalland
for your stong and steadfast efforis to provide accesa to antiretroviral treatment, including
through (s local manufacturing of generic medicinss, t0 paople (iving with HiV.

vioir latest decision to Import generic Efavirenz untf Thalland Is able to manufactire
the dnug itsell, 1a a good example of that commitment. 1tis also a aign of the need to
urgerity iid conalstently lower the oost of antiretroviral reatment in developing countries sa
that it notanly becomes more affordable, but firancially gugtalnabla

Fluase acoept, Excellency, the assurances of my highest consideration.
. V_
Lo
Br Peter Piot

c.c.o Dr. Siwit wWibuipoipragart, Senior Aduisar on Health Economics, Mirfistry of Pubiic

Hegahh, Thalland
H.E. \r Chalyong Sat/ipanon, Ambassador & Permanent Representalive, Thai Misaion,

Gatigva

Uniting the world against AIDS
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@ongress of the United States
Mazliington, BE 20515

January 10, 2007

The Honorable Susan C. Schwab
United States Trade Representative
600 17™ Steeet, NW

Washington, DC 20508

Dear Ambassador Schwab:

We are writing to urge that the United States respect the decision of the Thal government
to issue 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 since before the medicines were patented in the country, Thailand’s Government
Pharmaceutical 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 aceess to newer, second-
line treatment options because they have developed tesistance to, or severe side effects fiom, 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 cxpansion and sustainability of the Thai
proglam.

Thailand's November 29 announcement of its intent to issue a government-use
compulsory license on efavirenz is a demonstration of its commitment to improve treatment
options for the nearly 600,000 Thai citizens living with HIV. ! Ashas been demonstrated in
mapy other contexts, the availability of generics greatty lowers the ptice 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 reaffitned
cach 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 futwe by the GPO and distributed for non-commercial
public use by Thailand’s national program.”

' Bureau of AIDS, 1B, and ST, Department of Discase Control, Thaitand Ministry of Public Health,

www.aidsthaiorg
* Paragtaph 5(b}, ‘Declaration on the TRIPS Agreement and Public Health®, WO Ministerial Conference - Fourth

Session, WIT/MIN(OIYDEC?2, 20 Novembe: (2001)
* World Trade Organization, Agrécment on Trade-Related Aspects of Intellectual Property

Rights (1994), Article 31.
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Unfortunately, it is out understanding that the United States government may be
altempting to intervene in the Thai government’s decision to issue and implement the
compulsoty license fo1 cfavitenz. As you are aware, the Trade Promotion Authority Act of 2002
mandmcr that United States trade policy respect other nations' public health initiatives undet
Doha® We therefore call on you to 1espect the rights of Thailand and other nations lo lmplcmcm
important and permitied public health safeguards

Sincerely,
Tom Allen ndet M)Levin *
Membe: of Congress Men f Congu,ss
,u‘ﬁ!! - [m' f”s,(w
Iduy A, Waxnfn & McDermott '

Member of Congress ember of Congress

.0& 4 e
Fortney Pete Stark JoRin Lewis
Member of Congress Mgmber of Congress

Jember of Congress

Gl 5y

Charles A Gonzalez®”
Member of Congiess

Eail Blumenaues
Membe: of Congress

*U'S Trade Promotion Authorily Act (P L 107-210), August 6, 2002 § 2102(b)(43(C)

79



Thailand/efavirenz, p. 3

" st NG

Betty McCollum
Member of Congress

Z.

Cargn B. Malone
Membet of Congress

Dennis J. Kucinich
Member of Congress

Wocdod K IYoito]

Michael H. Michaud
-Member of Congress

ce D. Schakowsky
ember of Congress

Qﬂw F T
F. Tiemey
embcr of Congress
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Linda T. Sénchez
Member of Congiess

3

Hiida Solis

Member of Congress

Aorbpw (22

"Barbara Lee
Member of Congress

Loretta Sanchez '?
Member of Congr

€S5S

oy WitF

Maxine Whters
Member of Congress

Member of Congress
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