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Executive Order 
(May 8, 6:50pm) 

ACCESS TO HIV/AIDS PHARMACEUTICALS AND MEDICAL TECHNOLOGIES 

By the authority vested in me as President by the Constitution and the laws of the United States 
of America, including sections 141 and chapter l of title Ill of the Trade Act of 1974, as 
amended (19 U.S.C. 2171, 2411-2420), section 307 of the Public Health Service Act, section 104 
of the Foreign Assistance Act of 1961, as amended (22 USC 215(l)(b)), and section 301 of title 3 
of the United States Code, and in accordance with the executive branch's policy on health-related 
intellectual property matters to promote access to essential medicines, it is hereby ordered as 
follows: 

Sec. 1. Policy: 

a. In administering sections 301-310 of the Trade Act of 1974, the United States shall not 
seek, through negotiation or otherwise, the revocation or revision of any intellectual 
property law or policy of a beneficiary sub-Saharan African country, as defined in the 
Trade and Development Act of 2000, that regulates HIV I AIDS pharmaceuticals or 
medical technologies if the law or policy of the country: 

i) promotes access to HIV/ AIDS pharmaceuticals or medical technologies for 
affected populations in that country, and 

ii) provides adequate and effective intellectual property protection consistent with 
the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS 
Agreement) referred to in section l 0 l ( d)( 15) of the Uruguay Round Agreements 
Act. 

b. The United States shall encourage all beneficiary sub-Saharan African countries to 
implement policies designed to address the underlying causes of the HIV/AIDS crisis, 
including through efforts to encourage practices that will prevent further transmission and 
infection and to stimulate development of the infrastructure necessary to deliver adequate 
health care services; and encourage policies that provide an incentive for public and 
private research on and development of vaccines and other medical innovations that 
would contribute to combating the HIV I AIDS crisis facing Africa. 

Sec. 2. Rationale: 

This order recognizes that: 

( 1) since the onset of the worldwide HIV I AIDS epidemic, approximately 34,000,000 
people living in sub-Saharan Africa have been infected with the disease; 

(2) of those infected, approximately 11,500,000 have died; 
(3) the deaths represent 83 percent of the total HIV I AIDS-related deaths worldwide; 

and 
( 4) access to effective therapeutics for HIV I AIDS is determined by issues of price, 

health system infrastructure for delivery, and sustainable financing. 

Therefore, 



(l) it is in the interest of the United States to take all reasonable steps to prevent 
further spread of infectious disease, particularly HIV/ AIDS; 

(2) there is critical need for effective incentives to develop new pharmaceuticals. 
vaccines, and therapies to combat the HIV/ AIDS crisis, including effective global 
intellect•1al property standards designed to foster pharmaceutical and medical 
innovation; 

( 3) the overriding priority for responding to the crisis on HIV I AIDS in sub-Saharan 
Afiica should be to improve public education and to encourage practices that will 
prevent further transmission and infection, and to stimulate development of the 
infrastructure necessary to deliver adequate health care services; 

(4) the United States should work with individual countries in sub-·Saharan Africa to 
assist them in development of effective public education campaigns aimed at the 
prevention of HIV I AIDS transmission and infection, and to improve their health 
care infrastructure to promote improved access to quality health care for their 
citizens in general, and particularly with respect to the HIV/ AIDS epidemic; 

(5) an effective U.S. response to the crisis in sub-Saharan Africa must focus in the 
short term on preventive programs designed to reduce the frequency of new 
infections and to remove the stigma of the disease, and should place a priority on 
delivery of basic health care products and services that can be used to treat the 
illness and complications associated with HIV I AIDS so as to prolong the duration 
and improve the quality of life of those afflicted with the disease; 

(6) an effective U.S. response to the crisis must also focus on the development of 
HIV I AIDS vaccines to prevent the spread of the disease; 

(7) American innovative capacity in the commercial and public pharmaceutical 
research sectors is unmatched in the world, and the participation of both these 
sectors will be a critical element in any successful program to respond to the 
HIV I AIDS crisis in sub-Saharan Africa; 

(8) the TRIPS Agreement recognizes the importance of promoting effective and 
adequate protection of intellectual property rights and the right of countries to 
adopt measures necessary to protect public health; 

(9) individual countries should have the ability to take measures to address the 
HIV I AIDS epidemic, provided that such measures are consistent with their 
international obligations; and 

(IO) successful initiatives will require close partnerships and cooperation between 
governments, international organizations, non-governmental organizations and the 
private sector, and greater consideration should be given to financial, legal and 
other incentives that will promote cooperation toward the goal of improving 
prevention efforts, as well as treatment and health care support. 

Sec. 3. Scope: This order prohibits the U.S. Government from taking action pursuant to section 
301 of the Trade Act of 1974 with respect to any law or policy in beneficiary sub-Saharan 
African countries that promotes access to HIV/AIDS pharmaceuticals or medical technologies 
and that provides adequate and effective intellectual property protection consistent with the 
TRIPS Agreement. However, this order does not prohibit U.S. Government officials from 
evaluating, determining, and/or expressing concern about whether such a law or policy promotes 



• 

access to HIV/AIDS phannaceuticals or medical technologies or provides adequate and effective 
intellectual property protection consistent with the TRIPS Agreement. In addition, this order 
does not prohibit U.S. Government officials from consulting with or otherwise discussing with 
sub-Saharan African Governments whether such law or policy meets the above conditions. 
Moreover, this order does not prohibit the U.S. Government from invoking the dispute settlement 
procedures of the Worlrl. Trade Organization to examine whether any such law or policy is 
consistent with the TRIPS Agreement. 



U:>/Ull/UU !Lil:. u:: .!!:> l"AA 
"t!:J VV..L 

Document No. 
·--

\\.iHJTE HOUSE STAFFING MEMORANDUM 

Date: 4-/QQ_ ACTION I CONCURRENCE I COMMENT DUE BY: ~sA-P 
subject: ~48":: £c> o,.J Access To J/lt1/A10.S uRuG-s-···- ············--~ --·· - -···· 7-

ACTION FYI ACTION FYI 

VICE PRESIDENT "' D LOCKHART D 

PODESTA 
_,, 

0 LEWIS D D 

ECHAVESTE ~- D MARSHALL D 0 

RICCHETTI ~ D MOORE D [] 

LEW D D NASH D D 

BAILY D 0 NOLAN ~ 0 

BERGER r/ D REED D 

~ BLUMENTHAL D D SPERLING 0 

BRAIN ~ D STREETT D D 

BURSON ~ D TRAMONTANO ~ D 

CAHILL r/ D UCELLI D 

EDMONDS D D VERVE ER D D 

<~ ~Oi 1;;,11.1 CAAi •';;¥ D D D FRAMPTON 

I BARRA D D 0 D 

JOHNSON, B. D D D D 

JOHNSON, J. 
-.., 0 0 D 

LANE 0 0 D D 

REMARKS: 

'° s.-A-~ s~A---2 y 
.-------- v ... - .. ~····---····---

RESPONSE: 

-------··--·--· 
Office of the Staff Secretary 



Executive Order 
(May 8, 6:50prn) -------

ACCESS TO HIV/AIDS PHARMACEUTICALS AND MEDICAL TECHNOLOGIES 

By the authority vesteC. in me as President by the Constitution and the laws of the United States 
of Americ~ including sections 141 and chapter 1 of title III of the Trade Act of 1974, as 
amended (19 U.S.C. 2171, 241.1-2420), section 307 of the Public Health Service Act, section 104 
of the Foreign Assistance Act of 1961, as amended (22 USC 215(1)(b)), and section 301 of title 3 
of the United States Code, and in accordance with the executive branch's policy on health-related 
intellectual property matters to promote access to essential medicines, it is hereby ordered as 
follows: 

Sec. 1. Policy: 

a In administering sections 301-310 of the Trade Act of 1974, the United States shall not 
seek, through negotiation or otherwise, the revocation or revision of any intellectual 
property law or policy of a beneficiary sub-Saharan African country, as defined in the 
Trade and Development Act of2000, that regulates HIV/AIDS pharmaceuticals or 
medical technologies if the law or policy of the country: 

i) promotes access to RN/AIDS pharmaceuticals or medical teclmologies for 
affected populations in that country, and 

ii) provides adequate and effective intellectual property protection consistent with 
the Agreement on Trade-Related Aspects of Intellectual Property Rights (fRIPS 
Agreement) referred to in section 101(d)(l5) of the Uruguay Round Agreements 
Act. 

b. The United States shall encourage all beneficiary sub-Saharan African countries to 
implement policies designed to address the underlying causes of the HIV/AIDS crisis, 
including through efforts to encourage practices that will prevent further transmission and 
infection and to stimulate development of the infrastructure necessary to deliver adequate 
health care services; and encourage policies that provide an incentive for public and 
private research on and development of vaccines and other medical innovations that 
would contribute to combating the IIlV/AIDS crisis facing Africa. 

Sec. 2. Rationale: 

This order recognizes that: 

(1) since the onset of the worldwide HIV/AIDS epidemic, approximately 34,000,000 
people living in sub-Saharan Africa have been infected with the disease; 

(2) of those infected, approximately 11,500,000 have died; 
(3) the deaths represent 83 percent of the total HIV/AIDS-related deaths worldwide; 

~ ~-=an==-d .~!.. -tee~ 
(i\'V~ ( 4) aaeeH &e e~ective -~s for HIV/ AIDS is determined by issues of price, 

- - ~- - } health syS\em. infrastructure for delivery, and sustainable financing. 

Therefore, 



(1) it is in the interest of the United States to take all reasonable steps to prevent 
further spread of infectious disease, panicularly HIV/AIDS; 

(2) there is critical need for effective incentives to develop new pharmaceuticals, 
vaccines, and therapies to combat the HIV/AIDS crisis, including effective global 
intellect'lal property standards designed to foster pharmaceutical and medical 
innovation; 

(3) the overriding priority for responding to the crisis on HIV I AIDS in sub-Saharan 
Africa should be to improve public education and to encourage practices that will 
prevent further transmission and infection, and to stimulate development of the 
infrastructure necessary to deliver adequate health care services; 

(4) the United States should work with individual countries in sub-Saharan Africa to 
assist them in development of effective public education campaigns aimed at the 
prevention of HIV/AIDS transmission and infection, and to improve their health 
care infrastructure to promote improved access to quality health care for their 
citizens in general, and particularly with respect to the HIV/AIDS epidemic; 

(5) an effective U.S. response to the crisis in sub-Saharan Africa must focus in the 
short term on preventive programs designed to reduce the frequency of new 
infections and to remove the stigma of the disease, and should place a priority on 
delivery of basic health care products and services that can be used to treat the 
illness and complications associated with HIV/ AIDS so as to prolong the duration · 
and improve the quality of life of those afflicted with the disease; 

(6) an effective U.S. response to the crisis must also focus on the development of 
HIV/AIDS vaccines to prevent the spread of the disease; 

(7) American innovative capacity in the commercial and public pharmaceutical 
research sectors is unmatched in the world, and the·participation of both these 
sectors will be a critical element in any successful program to respond to the 
HIV/AIDS crisis in sub-Saharan Africa; 

(8) the TRIPS Agreement. recognizes the importance of promoting effective and 
adequate protection of intellectual property rights and the right of countries to 
adopt measures necessary to protect public health; 

(9) individual countries should have the ability to take measures to address the 
HIV I AIDS epidemic, provided that such measures are consistent with their 
international obligations; and 

(10) successful initiatives will require close partnerships and cooperation between 
governments, international organizations, non-governmental organizations and th1! 
private sector, and greater consideration should be given to financial, legal and 
other incentives that will promote cooperation toward the goal of improving 
prevention efforts, as well as treatment and health care support. 

Sec. 3. Scope: This order prohibits the U.S. Government from taldng action pursuant to section 
301 of the Trade Act of 1974 with respect to any law or policy in beneficiary sub-Saharan 
African countries that promotes access to HIV I AIDS pharmaceuticals or medical technologies 
and that provides adequate and effective intellectual property protection consistent with the 
TRIPS Agreement. However, this order does not prohibit U.S. Government officials from 
evaluating, determining, and/or expressing concern about whether such a law or policy promotes 



• 

access to HIV/AIDS pharmaceuticals or medical technologies or provides adequate and effective 
intellectual property protection consistent with the TRIPS Agreement. In addition, this order 
does not prohibit U.S. Government officials from consulting with or othernise discu~sing with 
sub-Saharan African Governments whether such law or policy meets the above conditions. 
Moreover, this order does not prohibit the U.S. Government from invoking the dispute settlement 

·procedures of the Worltl Trade Organization to examine whether any such law or policy is 
consistent with the TRIPS Agreement. 
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Talking Points on EO Regarding Limitation of Trade Actions 
in Connection with Sub-Saharan Measures Promoting Access 

to HIV/AIDS Phanna~euticals and Medical Technologies 

• Today the President will sign an executive order that instructs U.S. trade officials to refrain 
from taking actions against laws and policies of sub-Saharan AfrieaD governments that arc 
designed to facilitllte disttibotieR efHIVIAIDS phannaceuticals aJtd medi~al technologies. 
~~~ 

• More 511ecificaBy, the ordcrwill lim1t U.S. trade actions where sub-Saharan measures 
(a) promote access to HIV/AIDS drags and technologies and (b} are consistent with the 
eeotral WTO agreement on intellectual property tules. the Agreement on Trade·Relat~ 
Aspects of Intellectual Property Rights (or TRIPs). 

• The President's action will provide certain sub-Saharan African countries with added 
fleltibility in cralling policies thal will promote access to drugs and medical devices for 
affected populations. The President's action is necessmy because certain laws affecting 
intellectual property rights could hinder access to mv I AIDS drugs and technology or could 
increase their price. 

• At the same time., th~ order ensures that fundamental intellectual propeny rights of U.S. 
busines1e5 and inventors will be protected by requiring that beneficiary sub-Saharan African 
countries comply with applicable WTO Nies - most notably the Agreement on Ttade­
ReJated Aspects of Intellectual Property Rights. 

• Thus, to th~ extent that sub-Saharan African countries comply with their WTO obligations, 
they stand to benefit from the order in important ways. However, if they do not, they may 
face trade actions initiated by we United States. 

• ID addition. the Order &tales that the U.S. will take several positive steps to address the 
HIV I AIDS crisis. These include encouraging all sub-Saharan African countries: 

to implement policies designed to address the underlying causes of the lilV/AIDS 
criiiis; 

· tha ·11 "·-l- ~~v , . ~ . to promote practices t WJ prevent '"'ucer transm1ss1on mr •~tm;q.; 

to stimlllate development of the inframucture necessary to deliver adequate health 
care services; and 

to encourage policies that provide an incentive for public and private research on 
and development of vacc1nes and other medical innovations that would contribute 
to combating the HIV I AIDS crisis facing Africa. 

p_ 1 
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~~~ 

(.1 
• The President's action today will help combat the worldwide H ~6wlli;l1 &a& 

Nsw.ltld i:a approximately 34.000,000 people in sub-Saharan Africa · ~ ~f~ and, of 
those, approximately 11 ,500,000 have died. These deaths represent more ~ 80 percent of 
the total lUV I AIDS-nlatcd deaths worldwide. / 

/ 

• 
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Qt: Wbat does tile Order do? How will it help tbe HIV/AIDS crisis ha sub-Sahanua 
African countries? 

A: 

• Under this Order, beneficiary sub-Saharan A&ican governments will be provided with 
flexibility to bring life-saving drugs and medical technologies to affected populations. 

• They will be provided with this flexibility because the U.S. Government will not seek the 
revocation or revision ofaJJy intellecrual property policy in beneficiary sub-Saharan African 
countries that promotes access to HIV I AIDS pharmaceuticals and that provides adequate aJJd 
effective intellectual property protection consistent with international intellectual propeny 
standards. These standards are established by the World Trade Orpnization Agreement on 
Trade-Related Asp"ts of Intellectual Property Rights or ''TRIPS Agreement." [For 
background information o.n the TRIPS.Agreement, see Ql4.] 

-~M 

li)oo.t 

• In other words, under the OrE_~~nitcd States will not invoke its domestic ttade law 
remedies to get sub-Saharan ggvemments to change their intellectual property laws if two i'" . . A\.. 
important conditions arc m~TJl~~t that the laws in question promote access for ~~ '-'h"~~ '-~ 
HIV/AIDS •ietims to uecd~~edical devices and technology. And the secolid J · 
that the laws must be consistent with the rales established iu the TR.lPS Agreement. 

• Ju addition, the Order states that the U.S. win take several p0siti've steps to address the 
HIV/AIDS crisi5. These .include encouraging all sub-Saharan Amcan. countries: 

to implement policies designed to addre~s the underlying causes of the HNI AIDS 

crisis; &,YvJ 
to promote practices thar will prevent further transmission md!l i1 lectiea.; 

to stimulate development of the infrastructure necessary to deliver adequate health 
care services; and 

to encourage policies that provide an incentive for public and private ~ on 
and development of vaccines and other medical innovati0ns that would contribute 
to combating the HIV I AIDS crisis facing Africa. 

Q2= WJay is the President iuuiag tbi1 Order? 

A: 

• The PRsident is issuing the Order for several reasons. First, he is deeply concerned about the 
HIV/AIDS pandemic sweeping through Africa. [For details on the pande:mit, see Q6.] He 
ha& taken nwncrous steps to fight the spread of AIDS, and this Order j5 intended to add to the 

I 
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Administration's efforts in this critical area. [For details on the Administration'i efforts in 
this regard see Q7.] 

• Second, the President had hoped that Congress would iDclude provisions in the pcnding 
Trade and Development Act 0£2000 [containing the Africa-CBI provisions]. Senators 
Feinstein and Feingold proposed an amendment to the act that would have instructed U.S. 
trade officials not to take action against sub-Saharan intellectual property laws that are 
designed to promote access to AIDS drugs and medical technologies and that are ~onsiatent 
with international intellectual property standards. This amendment, though, was not included· 
in the Conference Report for the bill. Thus, building on the work of Senatol'S Feinstein and 
Feingold. the President decided to issue an Otdc:r that will i!Qplement the policy. 

• Third, for some time [at least since the end of last year] the Administration ha5 been carrying 
out a policy that essentially is mirrored by lhe Order. Formal.Wng this policy through an · 
Executive Order serves to underscore the depth of U.S. ~oncem about the HIVIAJOS ~l 5 
JffBldem in Africa. 

• And fourth, the President determined that the Order, operating in conjunction with the 
Africa-CBI provisions will help our African partnms make important advancements. 
Together, these actions will strengthen African cconomiC5, mihance African democracy, and 
expand U.S.-African trade. They also will enable the United Stales to forge closor tics with 
our African allies. broaden export opportunities for our woiters and businesses, and promote 
our values around the world-

Q3; Will the Order allow forei&D couUiel to steal U.S. AIDS drags for manuf•ctarlae? 

A: 

• The Order in no way diminishes obligations owed by sub-Saharan countries to the United 
States with regard to intellectual property protection. The United States will continue to 
insi~ that our trading partners. including sub-Saharan Aftican counrries, meet their 
international obligations to provid~ basic intellectual property protection. This includes 
J)atent. copyrights. trademarks and other intellectual property rights. 

• Thus, if a sub-Saharan African country has committed to provide U.S. c;ornpanies and 
inventors with patent protection. it must continue to do so. The Order would not allow such 
cawitries to deny patent-holders rights they enjoy under international tules. 

• The Onier makes clear that the minimum degree of protection to be provided by sub~Saharan 
coUJltries is based on the World Trade Organization TRIPS Aar=ment lb.is agreement 
establishes minimum international norms foe patents, copyrights, trademarks, and the like. 
Countries that fail to meet the standards established ill the agreement would not be permitted 
to take advantage of the Order. 

2 
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press for laws or policies that would impleinent a higher standard tha.11 the TRIPS agreement in 
these situations. 

Q6: Why was tbe Order uecessary? Why African ~ountries aud why oow? 

A; 

• The Order recognizes that there is an extraordinary human health crisis occurring now in sub-

p_ 1 

14] (l(J7 

Saharan Africa. Ibis is one .of the gravest health crises in the world_ . ~ 

Nl.Y\Jh 
• The numbers are 5taggerltt;. Approximately 34.000,000 people in sub-Saharan Aftic have 

been infected with lhe ~and, of those in~ed. approximately l l ,S00,000 hav died. 
Ap.PJOximately 5,500 people in sttb-Saharan Africa di~ every day from this illness ~1!188' 
deems Atpfe.'!ierrt mere than 80 pereent of ttte total ~~celated dtt;ll&fi w~1~ . .;;,.4R:m~:+ffll*U 

~~-~!'161'~ 
Q7~ Do you believe rllat this will solve th~ris15 in Africa? What else b tb.e 
Administrative doing? 

A: \)I\ 

~~\~~h 
• The Order wilt not by itself solve the AIDS crisjs in Africa. It will, however, give sub-

Saharan countries added ability to fight the spicad of AIDS. It will give them additional fY\'\1~ 0.. 
flexibility to detennlne how be.st to get d:i:ugs and treatments to people who need them. ~ ~ 5l C • 

• Today's action is an integral part of a broad-based Administration effort to stem t.be rising t,.\;l.\~AJ~ M11M1. 

tide of HIV inf~tion and to help care for the millions of men. women, and children in Africa ~t:r"'-'· 
and 8l'Ound the WQrld who are already sick with AIDS. ~J \:.: t'> 

• The Administration's comprehensive global AIDS strategy also includes: ~ ~~ \t; t· 

" ~tyv· Q<1,. t1 I 
an intergovernmental working group, cbafred by the White House AIDS Office \ j C. 
and the NatiQnal Security Council, charged with coordinating a go~mment-wide ~l OM-'.,­
response; 

working to secure a SlOO million increase in funding for global AIDS programs 
that the President included in his FY2001 budget request; last ~ar tho President 
also requested and secured a $100 million increase in our global AIDS effort 
enabling the USG to more than double its HIV prognuus in sub-Sahara11 Africa; 

encouraging similar increased AIDS-related foreign a.id from other GS coontries; 

encouraging countries in Africa and around the world receiviug debt relief under 
HIPC to redirect these funds toward HIV prevention 822d AIDS cas:e programs; 

4 



2-08-1995 6:51PM FROM 

05/10/00 WED 09:01 FAX AIDS POLICY 

pushing for a 11c:W tax cut to help spur the development and distribution of 
vaccines for AIDS and other diseases; 

calling on the World Bank and other multilater.U development banks to dedicate 
additional .low-interest loans to expand AIDS education and other prevention 
programs as wcJJ as to build health care infrastructure; and 

helping to galvanize support from the business, labor, foundation, and religious 
communities. 

Q8: Is die Ad.lbinir,;tration no lohger coacerned widl the protection ofiateUectual property 
rights in Afric3? 

A: 

• The AdnUntstration continues to seek fuU implementation of intellectual property 
commitments made to the United States by our trading partners_ 

• ln particular, the Administration bas pressed many of our trading partnctS to meet their 
obligations through negotiations and, where necessary, thmugh other trade-enforcement 
me~hanisms. These include initiating investigations into suspect practices Wlder Section 301 
of the Trade Act of 1974 [the principal U.S. trade investigation and sanctions law] and 
Special 301 [USTR's annuaJ report to Congress on the most egregious intellectual property 
practices around the world], as well as initiating dispute-settlement proceedings in the WTO. 

• The United States under the Clinton Administration remains the most active enforcer of 
intellectual property rights in the world. The Order will not pmrcnt futui-e actiDDS against 
sub-SaluQ:an gQvemment$ that fail to meet their international obligations. the Order does so 
by specifically requiring these countries to meet their WTO obligations. If a country fails to 
do so, the United. States can take action against their offending measures. 

• In tbiZi way, the Order strikes a proper balance between the need to enable sub-Saharan 
African ~overnments to promote access to HIV/AIDS pharmaceuticals and medical 
technologies and the need to ensure that intellectual prOJ>ettY rights are protected. 

Q9: What is meant by a beneficiary tountry? 

A: 

We mean those sub-Saharan Afiican countries th~t are determined to be beneficiaries under The 
Trade and Development Aet of 2000 [containing rbe Africa-CBI provisions]. The Order is 
limited to sub-Sahat·ari countries identified in that act. The countries that have been so 
designated are: 

s 

P.2 
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(1) Republic of Angola (AngoJa). 

(2) Republic of Botswana {Botswana)_ 

(3) Republic of Burundi (BW"Wldi). 

(4) Republic of Cape Verde (Cape Vi:rde). 

(.5) Republic of Chad {Chad). 

(6) Democratic Republic of Congo. 

· (7) Republic of the Congo (Congo). 

(8) Republic of Djibouti (Djibouti). 

(9) State of Eritrea (Eritrea)_ 

(10) Gabonese Republic (Gabon). 

(l l) Republic of Ghana (Ghana). 

(12) Republic of Guinea-Bissau (Guinea-Bissau). 

(13) Kingdom of Lesotho (Lesotho). 

(14) Rq>ublic of Madagascar (Madagascar). 

(15) Republic of Mali (Mali). 

(16) Republic of Mauritius (Mauritius). 

{17) Republi~ ofNam1bia (Namibia). 

(18) Federal Republic; ofNixma (Nigeria). 

(19) ~ocratic Republic of Sao Tome and Principe (Sao Tome and 
Principe)_ 

(20) Republic of Sierra Leone (Sien-a Leone). 

(21) Somalia. 

(22) Kingdom ofSwazilmd (Swaziland)_ 

(23) Repubiic of Togo (Togo). 

6 
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(24) Republic of Zimbabwe (Zimbabwe). 

(25) Republic of Benin (Benin). 

(26) B\U'kina Faso (Burkina). 

{27) Republic of C.ameroon (Cameroon). 

{28) Central African Republic. 

(29) Federal Islamic .Republic of the Comoros (Comoro5). 

(30) Republic of Cote d'Ivoire (Cote d'Ivoire). 

(31) Republic of Equatorial Guinea (Equatorial G\tinea). 

02) Ethiopia 

(33) Republic of the Gambia (Gambia). 

(34) Republic of Guinea (Guinea). 

(35) Republic of Kenya (Kenya). 

(36) Republic of Liberia (Liberia). 

(37) Republic of Malawi (Malawi). 

(38) Islamic llepublic of Mauritania (Mauritania). 

(39) Republic of Mozambique (Mozambique). 

{40) Republic of Niger {Niger). 

(41) Republic of Rwanda (Rwanda). 

(42) Republic of Senegal (Senegal). 

(43) Republic of Seychelles (Seychelles). 

(44) Republic of South Africa (South Africa). 

(45) Republic of Sudan (Sudan). 

(46} United R.epublic of Tanzania (Tanzania)-

7 
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Executive Order 
(May 8, 6:50prn) -------

ACCESS TO HIV/AIDS PRl\RMACEUTICALS AND MEDICAL TECHNOLOGIES 

By the authority vested in me as President by the Constitution and the laws of the United States 
of America, including sections 141 and chapter 1 ohitle III of the Trade Act of 1974, as 
amended (19 U.S.C. 2171, 2411-2420), section 307 of the Public Health Service Act, section 104 
of the Foreign Assistance Act of 1961, as amended (22 USC 215(1)(b)), and section 301 of title:-; 
of the United States Code, and in accordance with the executive branch's policy on health-related 
intellectual property matters to promote access to essential medicines, it is hereby ordered as 
follows: 

Sec. 1. Policy: 

a In administering sections 301-310 of the Trade Act of 1974, the United States shall not 
seek, tlu-ough negotiation or otherwise, the revocation or revision of any intellectual 
property law or policy ofa beneficiary sub-Saharan African country, as defined in the 
Trade and Development Act of2000, that regulates HIV/AIDS pharmaceuticals or 
medical technologies if the law or policy of the country: 

i) promotes access to HNIAIDS pharmaceuticals or medical technologies for 
affected populations in that country, and 

ii) provides adequate and effective intellectual property protection consistent with 
the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS 
Agreement) referred to in section 10l(d)(l5) of the Uruguay Round Agreements 
Act. 

b. The United States shall encourage all beneficiary sub-Saharan African countries to 
implement policies designed to address the underlying causes of the HIV/AIDS crisis, 
including through efforts to encourage practices that will prevent further transmission and 
infection and to stimulate development of the infrastructure necessary to deliver adequate 
health care seIVices; and encomage policies that provide an incentive for public and 
private research on and development of vaccines and other medical innovations that 
would contribute to combating the HIV I AIDS crisis facing Africa. 

Sec. 2. Rationale: 

This order recognizes that: 

(1) 

(2) 
(3) 

(4) 

Therefore, 

since the onset of the worldwide HIV/AIDS epidemic, approximately 34,000,000 
people living in sub-Saharan Africa have been infected with the disease; 
of those infected, approximately 11,500,000 have died; 
the deaths represent 83 percent of the total HIV I AIDS-related deaths worldwide; 
and ~\ie.- ~o.,\ la..b'1 \\~~ of saf(. cu"1. 
:ac:t effective t.W• i'rs for HIV/AIDS is determined by issues of price, 
health system \for delivery, and sustainable financing. 

' -We.o...~.S 
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(1) it is in the interest of the United States to take all reasonable steps to prevent 
further spread of infectious disease, particularly HIV/AIDS; 

(2) there is critical need for effective incentives to develop new pharmaceuticals, 
vaccines, and therapies to combat the HIV/AIDS crisis, including effective global 
intellecti1al property standards designed to foster pharmaceutical and medical 
innovation; 

(3) the overriding priority for responding to the crisis on illV/AIDS in sub-Saharan 
Africa should be to improve public education and to encourage practices that will 
prevent further transmission and infection, and to stimulate development of the 
infrastructure necessary to deliver adequate health care services; 

(4) the United States should work with individual countries in sub··Saharan Africa to 
assist them in development of effective public education campaigns aimed at the 
prevention ofHN/AIDS transmission and infection, and to improve their health 
care infrastructure to promote improved access to quality health care for their 
citizens in general, and particularly with respect to the HIV/AIDS epidemic; 

(5) an effective U.S. response to the crisis in sub-Saharan Africa must focus in the 
short tenn on preventive programs designed to reduce the freqllency of new 
infections and to remove the stigma of the disease, and should place a priority on 
delivery of basic health care products and services that can be used to treat the 
illness and complications associated with HIV/ AIDS so as to prolong the duration · 
and improve the quality of life of those afflicted with the disease; 

(6) an effective U.S. response to the crisis must also focus on the development of 
HIV I AIDS vaccines to prevent the spread of the disease; 

(7) American innovative capacity in the commercial and public phannaceutical 
research sectors is unmatched in the world, and the participation of both these 
sectors will be a critical element in any successful program to respond to the 
HIV I AIDS crisis in sub-Saharan Africa; 

(8) the TRIPS Agreement recognizes the importance of promoting effective and 
adequate protection of intellectual property rights and the right: of countries to 
adopt measures necessary to protect public health; 

(9) individual countries should have the ability to take measures to address the 
HIV I AIDS epidemic, provided that such measures are consistent with their 
international obligations; and 

(10) successful initiatives will require close partnerships and cooperation between 
governments, international organizations, non-governmental organizations and th·~ 
private sector, and greater consideration should be given to fin.ancial, legal and 
other incentives that will promote cooperation toward the goal of improving 
prevention efforts, as well as treatment and health care support. 

Sec. 3. Scope: This order prohibits the U.S. Government from talcing action pursuant to section 
301 of the Trade Act of 1974 wirh respect to any law or policy in beneficiary sub-Saharan 
African countries that promotes access to HIV I AIDS pharmaceuticals or medical technologies 
and that provides adequate and effective intellectual property protection consistent with the 
TRIPS Agreement. However, this order does not prohibit U.S. Government officials from 
evaluating, detemrining, and/or expressing concern about whether such a law or policy promotef. 

'i!:..I vvu 



05/ 09/ 00 TUE l:i!: 4 7 t"A.X .. . . 

• 

access to HIV/ AIDS pharmaceuticals or medical technologies or provides adequate and effective 
intellectual property protection consistent with the TRIPS Agreement. In addition, this order 
does not prohibit U.S. Government officials from consulting with or othel"\"ii.se discussing with 
sub-Saharan African Governments whether such law or policy meets the above conditions. 
Moreover, this order does not prohibit the U.S. Government from invoking the dispute settlement 
procedures of the Worl<l. Trade Organization to examine whether any such law or policy is 
consistent with the TRIPS Agreement. 
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Executive Order 
(May 8, 6:50pm) --------

ACCESS TO HIV/ AIDS PHARMACEUTICALS AND MEDICAL TECHNOLOGIES 

By the authority vested in me as President by the Constitution and the laws of the United States 
of America, including sections 141 and chapter 1 <,>f title III of the Trade Act of 1974, as 
amended (19 U.S.C. 2171, 2411-2420), section 307 of the Public Health Service Act, section 104 
of the Foreign Assistance Act of 1961. as amended (22 USC 215(1)(b)), and section 301oftitle3 
of the United States Code, and in accordance with the executive branch's policy on health-related 
intellectual property matters to promote access to essential medicines, it is hereby ordered as 
follows: 

Sec. 1. Policy: 

a In administering sections 301-310 of the Trade Act of 1974, the United States shall not 
seek, through negotiation or otherwise, the revocation or revision of any intellectual 
property law or policy of a beneficiary sub-Saharan African country, as defined in the 
Trade and Development Act of2000, that regulates HIV/AIDS pharmaceuticals or 
medical technologies if the law or policy of the country: 

i) promotes access to HIV I AlpS pharmaceuticals or medical technologies for 
affected populations in that country, and 

ii) provides adequate and effective intellectual property protection consistent with 
the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS 
Agreement) referred to in section 101(d)(l5) of the Uruguay Round Agreements 
Act. 

b. The United States shall encourage all beneficiary sub-Saharan African countries to 
implement policies designed to address the underlying causes of the HIV/AIDS crisis. 
including through efforu to encourage practices that will prevent further transmission and 
infection and to stimulate development of the infrastructure necessary to deliver adequate 
health care services; and encomage policies that provide an incentive for public and 
private research on and development of vaccines and other medical innovations that 
would contribute to combating the IIlV/AIDS crisis facing Africa. 

Sec. 2. Rationale: 

This order recognizes that: 

(1) 

(2) 
(3) 

(4) 

Therefore, 

since the onset of the worldwide HIV/AIDS epidemic, approximately 34,000,000 
people living in sub-Saharan Africa have been infected with the disease; 
of those infected, approximately 11,500,000 have died; 
the deaths represent 83 percent of the total lilV I AIDS-related deaths worldwide; 

and ~\,e,. o.>10..\ ~'o'i \\.\..~ of safG. a.rod. 
act effective tl.t • 1··-s for IIlV/AIDS is determined by issues of price, 
health system\ fur deliveiy, and sustainable financing. 

-We.,ow~.S 
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(1) 

(2) 

(3) 

(4) 

(5) 

(6) 

(7) 

(8) 

(9) 

(10) 

it is in the interest of the United States to take all reasonable steps to prevent 
further spread of infectious disease, panicularly HIV/AIDS; 
there is critical need for effective incentives to develop nevl pharmaceuticals, 
vaccines, and therapies to combat the HIV I AIDS crisis, including effective global 
intellecti1al property standards designed to foster pharmaceutical and medical 
innovation; 
the overriding priority for responding to the crisis on HIV/ AIDS in sub-Saharan 
Africa should be to improve public education and to encourage practices that will 
prevent further transmission and infection, and to stimulate development of the 
infrastructure necessary to deliver adequate health care services; 
the United States should work with individual countries in sub-Saharan Africa to 
assist them in development of effective public education campaigns aimed at the 
prevention oflllV/AIDS transmission and infection, and to improve their health 
care infrastructure to promote improved access to quality health care for their 
citizens in general, and particularly with respect to the HIV/AIDS epidemic; 
an effective U.S. response to the crisis in sub-Saharan Africa must focus in the 
short term on preventive programs designed to reduce the frequency of new 
infections and to remove the stigma of the disease, and should place a priority on 
delivery of basic health care products and services that can be used to treat the . 
illness and complications associated with HIV I AIDS so as to prolong the duration · 
and improve the quality of life of those afflicted with the disease; 
an effective U.S. response to the crisis must also focus on the development of 
HIV I AIDS vaccines to prevent the spread of the disease; 
American innovative capacity in the commercial and public pharmaceutical 
research sectors is unmatched in the world, and the·participation of both these 
sectors will be a critical element in any successful program to respond to the 
HIV I AIDS crisis in sub-Saharan Africa; 
the TRIPS Agreement recognizes the importance of promoting effective and 
adequate protection of intellectual property rights and the right of countries to 
adopt measures necessary to protect public health; 
individual countries should have the ability to take measures to address the 
HIV I AIDS epidemic, provided. that such measures are consistent with their 
international obligations; and 
successful initiatives will require close partnerships and cooperation between 
governments, international organizations, non-governmental organizations and th•! 
private sector, and greater consideration should be given to financial, legal and 
other incentives that will promote cooperation toward the goal of improving 
prevention efforts, as well as treatment and health care support. 

Sec. 3. Scope: This order prohibits the U.S. Government from taking action pursuant to section 
30 I of the Trade Act of 1974 with respect to any law or policy in beneficiary sub-Saharan 
African countries that promotes access to HIV I AIDS pharmaceuticals or medical technologies 
and that provides adequate and effective intellectual property protection consistent with the 
TRIPS Agreement. However, this order does not prohibit U.S. Government officials from 
evaluating, determining, and/or expressing concern about whether such a law or policy promoter. 
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access to HIV/AIDS pharmaceuticals or medical technologies or provides adequate and effective 
intellectual property protection consistent with the TRIPS Agreement. In addition, this order 
does not prohibit U.S. Government officials from consulting with or otherwise discussing with 
sub-Saharan African Governments whether such law or policy meets the above conditions. 
Moreover, this order does not prohibit the U.S. Government from invoking the dispute settlement 

·procedures of the Worlcl Trade Organization to examine whether any such law or policy is 
consistent with the TRIPS Agreement. 
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*************************** 
*** ACTIVITY REPORT *** 
*************************** 

ST. TIME CONNECTION TEL/ID SENDER NAME NO. MODE PGS. RESULT 
$05/05 11: 01 6354 AUTO RX ECM 1 NG 01'55 

1 #037 
$05/05 11: 09 6355 AUTO RX ECM 1 NG 01'54 

1 #037 
$05/05 11: 16 6356 AUTO RX ECM 1 NG 01'55 

1 #037 
$05/05 11: 25 2026476301 6357 AUTO RX ECM 2 OK 00'39 
$05/05 12: 14 93015920615 1072 TRANSMIT ECM 2 OK 01'00 
$05/05 12:51 p 1073 TRANSMIT ECM 3 OK 01'24 

96474780 
$05/05 14: 47 913014439645 1074 TRANSMIT ECM 2 OK 00'46 
$05/05 15:49 92260938 1075 TRANSMIT ECM 3 OK 01'08 
$05/05 15:51 DHHS/ASPA 1076 TRANSMIT ECM 5 OK 02'31 

96905673 
$05/05 19:07 69267 1078 TRANSMIT 0 NG 00'00 

0 STOP 
$05/05 19:08 AFRICAN AFFAIRS 1078 TRANSMIT ECM 3 OK 01'44 

69260 
*05/06 12:35 323 876 6896 6358 AUTO RX ECM 2 OK 01'04 
*05108 10:51 96475007 1079 TRANSMIT ECM 3 OK 01'39 
*05108 12:26 202 622 6359 AUTO RX ECM 5 OK 02'22 
$05/08 13:05 EUR ERA STATE 6360 AUTO RX ECM 4 OK 02'36 

202 647 9959 
05/08 14:42 901127112801238 1080 TRANSMIT ECM 6 OK 02'38 
05/08 17:00 EUR ERA STATE 6361 AUTO RX ECM 4 OK 02'31 

202 647 9959 
05/08 17:32 53891 1081 TRANSMIT ECM 1 OK 00'24 
05/09 09:05 EUR ERA STATE 6362 AUTO RX ECM 4 OK 02'31 

202 647 9959 
05/09 09: 11 2023712044 6363 AUTO RX ECM 3 OK 02'08 
05/09 09:21 92650672 1082 TRANSMIT ECM 4 OK 01'55 
05/09 09:30 92650672 1083 TRANSMIT ECM 1 OK 00'30 
05/09 10:19 6364 AUTO RX ECM 2 OK 00'50 
05/09 10:21 6365 AUTO RX ECM 1 OK 00'26 
05/09 10: 28 6366 AUTO RX ECM 5 OK 03'48 
05/09 11: 58 65199 1084 TRANSMIT ECM 3 OK 01'02 
05/09 12: 11 OVP/NSA 1085 TRANSMIT ECM 2 OK 00'53 

69500 
05/09 12:14 THE WHITE HOUSE 1086 TRANSMIT ECM 2 OK 00'50 

65939 
05/09 12:47 6367 AUTO RX ECM 4 OK 02'47 
05/09 13:16 6368 AUTO RX ECM 1 OK 01'01 
05/09 13:24 202 224 5128 6369 AUTO RX ECM 4 OK 03. 14 
05/09 14: 03 6370 AUTO RX ECM 4 OK 01'53 
05/09 14:13 6371 AUTO RX ECM 3 OK 02'36 
05/09 14:46 97076336 1087 TRANSMIT ECM 3 OK 01'13 
05/09 15:35 PESTANA HOTEIS 1089 TRANSMIT ECM 1 NG 00'34 

90112581305305 1 STOP 
05/09 15:40 PESTANA HOTEIS 1090 TRANSMIT ECM 9 OK 03'06 

90112581305305 
05/09 16:07 90113575352756 1091 TRANSMIT ECM 4 OK 01'09 
05/09 16: 11 62215 1092 TRANSMIT ECM 5 OK 02'04 
05/09 16:14 202 493 2962 6372 AUTO RX ECM 3 OK 01'24 
05/09 16:19 96907560 1093 TRANSMIT ECM 4 OK 01'44 



May 9, 2000 

Senator Dianne Feinstein 
United States Senate 
Washington, D.C. 20510-0504 

Dear Senator Feinstein: 

I am pleased to inform you that today I will sign an Executive Order that is intended to help 
make HIV I AIDS-related drugs and medical technologies more accessible and affordable in sub­
Saharan African countries. The Executive Order, which is based in large part on your work in 
connection with the Trade and Development Act of 2000, makes formal for the U.S. government 
the approach the Administration has been pursuing for some time in this area. It also directs 
other steps to be taken to address the spread of HIV and AIDS in Africa, one of the worst health 
crises the world faces. ' 

v t.rllt5 
As you know, the worldwide HIV/AIDS ep1 mic has taken a terrible toll in tenns of human 
suffering and the number of lives lost. Now her as the suffering been as great as in Africa, and 
nowhere is HIV I AIDS spreading more rapidly than · Africa. Approximately 34,000,000 people 
in sub-Saharan Africa have been infected with the · and, of those infected, approximately 
11,500,000 have died. These deaths represent more than 80 percent of the total HIV I AIDS­
related deaths worldwide. 

~ 
To help those countries most-afflieted by HIV/AIDS fight this terrible disease, the Executive 
Order directs the U.S. government to refrain from seeking, through negotiation or otherwise, the 
revocation or revision of any law or policy imposed by a sub-Saharan government that promotes 
access to HIV/AIDS pharmaceuticals and medical technologies. This order will give sub­
Saharan governments the flexibility to bring life saving drugs and medical technologies to 
Rffliete~populations. At the same time, the order ensures that fundamental intellectual property 
rights of U.S. businesses and inventors are protected by requiring sub-Saharan governments to 
provide adequate and effective intellectual property protection consistent with World Trade 
Organization rules. In this way, the order strikes a proper balance between the need to enable 
sub-Saharan governments to · · · HIV/AIDS pharmaceuticals and medical 
technologies and the need to ensure that intellect roperty rights are protected. 

tK'CI< efA,<.. ().C1ZeR.S-lf) 
I know that you preferred for this policy to be included in the Conference Report on the Trade 
and Development Act of 2000, as did I. However, through this Executive Order, the policy this 
Administration has pursued with your support becomes the formal policy of the U.S. 
government. The Executive Order will effort~ by Afiican countries to build a better 
infrastructure to fight diseases like HIV I AI as they build better lives for their people. At the 
same time, the Trade and Development Act o 000 will strengthen African economies, enhance 
African democracy, and expand U.S.-African tra Together, these steps will enable the United 
States to forge closer ties with our African allies, broa n export opportunities for our workers 
and businesses, and promote our values around the worl . 



.. 

Thank you for your leadership on this critically important issue. 

Sincerely, 

William J. Clinton 
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Talking Points on EO Regarding Limitation of Trade Actions 
in Connection with Sub-Saharan Measures Promoting Access 

to HIV/AIDS Phamiaceuticals and Medical Technologies 

• Today the President will sign an executive order that instructs U.S. trade officials to refrain 
from taking actions against intellectual property laws and policies of sub-Saharan African 
governments that are designed to increase access to HIV I AIDS pharmaceuticals and medical 
technologies for people who need them. 

• More specifically, the order will limit U.S. trade actions where sub-Saharan measures 
(a) promote access to HIV/AIDS drugs and technologies and (b) are consistent with the 
central WTO agreement on intellectual property rules, the Agreement on Trade-Related 
Aspects of Intellectual Property Rights (or TRIPs). 

• The President's action will provide certain sub-Saharan African countries with added 
flexibility in crafting policies that will promote access to drugs and medical devices for 
affected populations. 

• At the same time, the order ensures that fundamental intellectual property rights of U.S. 
businesses and inventors will be protected by requiring that beneficiary sub-Saharan African 
countries comply with applicable WTO rules - most notably the Agreement on Trade­
Related Aspects of Intellectual Property Rights. 

• Thus, to the extent that sub-Saharan African countries comply with their WTO obligations, 
they stand to benefit from the order in important ways. However, if they do not, they may 
face trade actions initiated by the United States. 

• In addition, the Order states that the U.S. will take several positive steps to address the 
HIV I AIDS crisis. These include encouraging all sub-Saharan African countries: 

to implement policies designed to address the underlying causes of the HIV/AIDS 
cns1s; 

to promote practices that wi II prevent further transmission of HIV; 

to stimulate development of the infrastructure necessary to deliver adequate health 
care services; and 

to encourage policies that provide an incentive for public and private research on 
and development of vaccines and other medical innovations that would contribute 
to combating the HIV I AIDS crisis facing Africa. 



• The President's action today will help combat the worldwide HIV/AIDS epidemic, which has 
resulted in approximately 34,000,000 people in sub-Saharan Africa being infected and, of 
those, approximately 11,500,000 have died. These deaths represent more than 80 percent of 
the total HIV I AIDS-related deaths worldwide. 
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Author: Eric Goosby at -OPHS DC 
Date: 2/23/00 11:02 AM 
Priority: Urgent 
Receipt Requested 
TO: Deborah Von Zinkernagel 
CC: Glen Harelson 
Subject: Drugs/Africa 

141002 

This is an off the top of the head compilation of essential drugs. 
This is not considered a comprehensive list, nor does it cover 
parasitic drugs or immunizations, most of which are in adequate supply 
in most contries. 

e 
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OVERVIEW 

The needs in Africa are extraordinary. The problem of medical care delivery in the setting of no or 
few resources is evident. The compilation of useful medications is predicated on the following 
assumptions: 

1. Poor medical infrastructure for the majority of the population 
2. Very limited resources to put toward medical diagnostic and treatment needs 
3. Clear need for grass roots based community responses to IDV in each geographic area 
4. Hospice, palliative care needs remain largely unmet 
5. Transportation infrastructure is limited and fixed for the near future 
6. Treatment of opportunistic infection is largely not occurring 
7. Tb and malaria continue to impact heavily on the populations in Af. 
8. Creation of an autonomous medical clinic with surveillance capability . The surveillance 

capability would focus on describing the epidemic in the immediate area in and around the 
clinic. This autonomous clinic would expand to adjacent areas, eventually leading to a 
comprehensive network of medical capabilities in the country.. Consultation and referral 
capability would need to be developed. 

9. Stigma and prejudice remain a major barrier to accessing high risk populations and once 
identified, tested and brought into medical care. 

I 0. Prevention interventions need to be based at the medical facility 
11. Treatment of STD/TB/malaria and prenatal services are integral to impacting HIV spread 

Annotated Formulary (does not include drugs for parasitic infections or immunizations) 

1. Dapsone ($0.19/tab) 
This drug is used to profiles against the development of the most common AIDS 
pneumonia, Pneumocystis Carinii Pneumonia (PCP). It also prevents the development of 
Toxoplasmosis. Dapsone is the second drug of choice for this purpose. It should only be 
used in patients with normal levels of G6PD (requires blood test! G6PD deficiency is 
common in Africans. 

2. Isoniazid (INH: $0.02/T.B.) 
This is the primary drug used in prophylaxis for non INH resistant TB prevention and in 
combination with three other drugs, for treatment of active TB. It is well tolerated at 300 
mg qd in patients with no histmy ofliver disease. INH hepatitis begins to be a problem in 
patients over 3 5 yrs of age and needs to be given with monitoring of liver function tests 
(blood test) to patients over 3Sy. 

3. Bactrim or Septra (trimethoprime-sulfamethoxazole sulfamethoxazole) ($0.07/tab) 
This drug is the drug of choice to prevent PCP and other common infections of the sinuses, 
lung and urinary tract. It also cover Toxoplasmosis. 

lgJ UUJ 
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4. Dox:ycycline ($0.l 1) 
This drug is used as an alternative to chloroquine prophylaxis for malariia and in treating the 
common sexually transmitted disease, chlamydia. It can also be usd to treat Primary and 
secondary syphilis in a penicillin allergic patient (requires 30d treatment) 

5_ Azithromycin ($6.00/tab) 
This drug is used for the treatment o chancroid, mycobacterium avium 

intracellularae (MAI), common bacterial pneumonias_ It has the advantage of having 
shortened time course for therapy of pneumonia, chancroid and other bacterial infections. 

6. *Ketoconazole ($2.80/tab) 

ltraconazole ($5.60/lOOmg tab) 
Fluconazole ($6.88/lOOmg tab) 

Ketoconazole is the cheapest form of the newer antifungal agents (such as fluconazole,and 
itraconazole). Highly effective oral therapy for candida albicans infections of skin, vagina, 
and esophagus. Not as effective as other --conazoles for treatment of cyrptococcal 
meningitis or coccidioidomycosis. 

7. Metronidazole (Flagyl) ($0.03/250tab) 
This drug is effective against gingivitis, intra abdominal sepsis, Arnebiasis, bacterial 
vagueness, trichomoniasis and clostrida.difficule colitis. 

8. Nystatin Vaginal Suppositories ($0.11/each) 
Used in oral thrush and vaginal thrush 

. 9. Acyclovir ($1. 08/200mg tab) 

Used in the prophylaxis and treatment of herpes simplex infections of skin, sex organs, 
anus-rectum 

10. Rifampin ($0./61/tab) 

Used alone in the prophylaxis of TB known to be resistant to !NH or in the the treatment 
of active TB in combination with Pyrazinamide, streptomycin and ethambutol. 

11. Assorted Antibiotics 

Ceftriaxone : one shot treatment for syphillis 
Benzethine Penicillin : late latent, tertiary and Neurosyphilis 
Dicloxacillin: oral medication for more severe skin infections 
Keflex : oral medication for skin infections 
Erythromycin: skin infections and atypical pneumonias (eg:tularemia, Q-fever, 
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mycoplasma,) 

12. Chloroquine (quinine sulfate), Mefloquine, quinidine, proquanil 

Treatment or prophylaxis for malaria. 

l{!J uu:> 
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MR. LOCKHART: Because I don't know any HMOs or insurance 
companies who have one or two beneficiaries. They represent large groups. 
There is an economy of scale; otherwise they wouldn't be in the business. 
There isn't like the front row here has their health plan and the second 
row has their health plan; that's just not the way it works. 

Q Well, federal employees choose from dozens of different 
plans. 

MR. LOCKHART: Right, and each -- well, I guess there is. If we 
can get Terry to move, but he wasn't even listening so he doesn't even know 
what I said. (Laughter.) 

Q Joe, on China. The Chinese government has said that they 
cannot guarantee that they will not sell in the future missile and nuclear 
technology to other countries like Pakistan and Iran. Do you think it will 
affect in the Congress PNTR or 

MR. LOCKHART: Well, we have made our position on proliferation 
quite clear to the Chinese, and I think as a general point we believe we 
are better able to make our points and to articulate our national security 
concerns when we are engaged and we bring China into rules-based 
organizations, rather than by isolating China. So can I predict an impact? 
No. But should it have an impact? Not according to our judgment. 

Q Is the President aware of the Washington Post story the 
other day that honored killings are continuing still in Pakistan? 

MR. LOCKHART: 
check on that for you. 

Yes, I'm sorry, I didn't see that. I'd have to 

Q I think Vladimir Putin just named a Prime Minister -- any 
reaction to this person? I guess he was on the previous government also. 
Do we know anything about him? 

MR. LOCKHART: I don't know in particular what we know about him. 
I think, as a general principle -- we have congratulated Mr. Putin for the 
democratic transition -- the President did, in writing -- on the occasion 
of his inauguration. But as a general principle, we are less interested in 
the people that they put forward, rather more interested in the policies, 
the general move toward economic reform, the cleaning up of corruption, our 
bilateral issues of arms control and nonproliferation. So, again, I think 
-- I don't have a great deal of detail about the newly-appointed Prime 
Minister, but what's important is they follow the general policy outline 
and agenda that Putin talked about. 

Q Joe, do you know.what the practical impact will be of the 
executive order the President signed today on AIDS drugs in sub-Saharan 
Afri6a; and is it a change in administration policy, or does it formalize 
the existing policy? 

MR. LOCKHART: I think the practical impac_S_i_~_J:_haL-i!__ will 
,.-----promote the accessibility or l'!IV-ATBS-drugs-into-suts-Saharan Afri~. I 
------t-rr:hrk-aver-t:Tie tast nio11ths thcl'.'e 's been aOH'O f<deos on Lne crlSTSthat 

exists there. I mean, some 80 percent of the deaths of AIDS right now are 
in sub-Saharan Africa, and over 11 million people have already diec, 44 
million I think are infected. 

The executive order finds the balance between protecting 
intellectual property rights and also promoting accessibility of the drugs 
in this area, and allowing the companies to deal with the public health 
crisis that they face. 

http://www.whitehouse.gov/Ii brary /Briefings.cgi ?date= I &briefing=O 5111100 
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Q Does this mean that what countries like South Africa are 
trying to do in sort of setting up I guess licensing agreements on their 
own to start producing AIDS drugs, maybe without the full permission of the 
companies involved --

MR. LOCKHART: What it does is it provides them flexibility 
within their own intellectual property construct, as long as they stay 
within the trips agreement within the WTO. I mean, I think the basic -- I 
think our intellectual property laws here are much more stringent than even 
within the WTO. And this allows sub-Saharan countries, a group of 
identified countries, flexibility for them to take steps in order to make 
these drugs more accessible. 

Q Developing countries have been saying for years that 
intellectual property laws prevented them from getting badly-needed drugs 
at costs that they could afford. Doesn't this executive order prove that 
point? 

MR. LOCKHART: I don't think that it proves that our intellectual 
property laws are too stringent. I think that this executive order 
recognizes the truly great public health crisis that exists now in 
sub-Saharan Africa, and I think it creates the flexibility that the 
countries there need to address the problem. 

Q Joe, you mentioned the patients' bill of rights. Is there 
going to be a meeting tomorrow with the conferees? 

MR. LOCKHART: It's still on, right? Let me check for you. It 
was tentatively set for tomorrow, and I just haven't checked since Monday. 
But I'll check for you. 

Q One more question on prescription drugs. If you could 
respond to the two main criticisms of it -- the Republicans charge that 
it's going to be too costly, and consumer groups are saying that the 
administration is buckling to the pharmaceutical industry. 

MR. LOCKHART: That puts us right in the middle, so I think it's 
normally a pretty good place. I think you'll find that the prescription 
drug program that the President laid out is affordable and fits within our 
budget framework, it pays down the debt by 2013, invests in Medicare, 
Social Security and our other urgent national needs. 

As far as those who say we're buckling to the pharmaceutical 
companies, if we have, the pharmaceutical companies have shown a peculiar 
way of expressing their appreciation by opposing it. 

Q What's the President's view of the lawsuit the DCCC filed 
against Tom Delay? 

MR. LOCKHART: You know, 
paper this morning. I don't know, 
try to get his opinion. 

I saw a couple of things on that in the 
I haven't talked to him about it. I'll 

Q Do you know, has anyone at the White House -- as you may 
have seen, a former White House official is quoted as saying, or wrote a 
piece saying he thought it was a bad idea. Did any input come from the 
White House --

MR. LOCKHART: No. 

Q -- did DCCC check here before they did this, or was it just 
a --

MR. LOCKHART: Not that I'm aware. The first I saw of it was 

http://www.whitehouse.gov/library/Briefings.cgi ?date= 1 &briefing=O . 5/11/00 
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} 1)rlr. Gore and the AIDS Drugs 

t' ]~!&~:§9$ ~;:~:==~~~~=· 
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1 
'. · Th~'~AlPS activists who· have· heekled . Mr. which industry objects, are compuls0cy licens- . 

; 1 ;Gore:·13-t -~s. early appearances, 'seeking· to ing and parallel imp0rting. Under the former, 
, • 1dro~J·hini out .. with chants of "Gore's Greed the.government could force a multinational to 

'' 
( 

i I Ki!¥>;'.-ih$nipulatc, the facts in \Vhat is actually grant manufacturing rights, for a fee, to a local 
:a .Ip.~~1'- more complicated and interesting producer;_the latter would allow the imi>ort of 

I 

! 
I. 

. . deb~~· ' . ' . · .. · legally prOduced medicines from a third coun-
' • Inforriational trade law protects drug com- try where they might be cheaper. South Africa 

p~yp~tents, and for goOd reason. Companies maintains that both may be permitted under- · 
· invest;Jarge sums in research that often leads international law in certain cases. Industry for 
nowhere but s0metimes produces valuable the most part dislikes both ideas. ·· · · 
new medicines. If the industry can't recoup its The Clinton administration,·. led·· by Mr . 
. investment through drug sales, here and Gore, has sought to protect :industry's legal 
overseas, it . won't. look for new drugs, and position. You could make a case that it should 
everyone will suffer-Ainericans and foreign- push harder to help South Africa get access to 
ers alike. · · drugs it can afford. But Mr. Gore has not been 

But poor countries chafe, understandably, as one-sided as industry-or many Republi­
when medicines that could save lives are cans in Congress-would like. Last year the 
priced beyond their reach. This conflict be- U.S. drug industry persuaded a Republican 
itween the legitimate interests of industry and congressman from New Jersey, home to many' 
th~ of the developing world has no ultimate pharmaceutical giants, to attach a provision to 
soWf czy·,; but ave~ues ?f compromise ~ be the foreign~aid bill blocking U.S. assistance to 

· ,foup,~12_More foreign_ aid from wealthy coun- South Africa's government until· the ·State 
tries ;·coUld be targeted. to health rare and Department exPlained what it was. doing on · 
sPecifjd.lly to encourage the development of . industry's behalf. The congressman, Rodney 
.medi8bes useful to the developing world.· Frelinghuysen, wasn't satisfied with· Uie de­
DeYi~oping countries could devote a larger partment's first report, so it submitted a 
sh#~~~ftheir budgets to primary health ~e. revision, portraying itself inore strongly as a 
lthEi:.,, by]::reating more of a market for useful champion of U.S. industry. ·, 
: · -. ;~~r:ug companies ~ould inore ofte~ settle Language from that. report~rdered · up 
!for~' Q,'(ft!r profit margms when selling or because the industry perceived the administra-
1li#~$:Produci:' to. poor nations, especially tiori as too·soft on South Africa and dutifully 
when the alternative is no sales. at all. . ·. delivered by the administration to forestall a 
. ·· -~~~-7 8outh Africa approvedan~w law, cutoff of U.S. aid~is now cited by Mr. Gore's 
!aim~i;il-:Inaking medicines more affordable, critics on the other side as evidence that he is· 
1thitifu.)11Jinationals deemed a threat to patent ·. in industry's pocket. As we s3id,. welcome to 

I ,rights~0M industry lawsuit is still pen9ffig in . the caII1paign. 
! ; ~-~.~![1~~.:.: .... :~.;· . .:..,~~::-.'f.~ ...... \ ... •·, .. ,·~ ... -~;-~·:;.'(:.,·> -~.:..- _.,,:;_.._·;· •. ;.-.•. ~.~·~d:.~.:. . ·-- .:,: ...... :. . .• , --. ·,_._:·.: .. 
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Policy Statement 

We realize that AIDS is a special case which may require special measures. Thus, while we do 
not believe that compron1ising intellectual property rights is the solution to the greater problem, 
contrary to our general approach, we would not object to compulsory licensing of AIDS-related 
drugs by South Africa provided that it is done in a manner consistent with provisions of the 
WTO's TRIPS agreement. Any such paralkl importing of drugs should ensure their safety and 
efficacy and not otherwise infringe relevant patent rights. 

Article 31 of TRIPS establishes specific conditions to permit what is called "w1authorized use" 
under exceptional circumstances, while attempting to protect the interests of the patent holder. 
For example, TRIPS would permit a country to compel a patent holder to grant a license, but 
only on a ca::;e-by·case basis, and normally only after the proposed user of the patent bas heen 
unable to obtain a license on a voluntary basis on reasonable commercial tenns. This latter 
requirement may be waived in a "national emergency." However, even in the case of such an 
emergency, other conditions still apply, including a requirement to pay adequate remuneration to 
the patent holder and to permit the licensing decision to be subject to judicial review. In 
addition, the product produced under such a license should used predominately to supply the 
domestic market of the govenU11ent authorizing such use and the license should be non-exclusive 
(meaning the patent-holder wc;mld still be able to voluntarily license other users) and non­
assignable (meaning the licensee could not assign the license to other users). 

Neither does the US Government generally support parallel importing of phannaccuticals. The 
TRIPS Agreement states that a patent holder enjoys the exclusive right tC> make, use, sell, or 
import (including parallel importing) a product. H()wevcr, Article 6 of the TRIPS Agreement 
states that disputes about "exhaustion of rights" (parallel imports) are not covered by the WTO 
dispute settlement procedures. Therefore, we arc saying that if the SAG chooses to parallel 
import, such a practice could not be disputed wider WTO rnles, provided patent rights are not 
otherwise i11fringed. Nevertheless, we would look to a country permitting parallel imports of 
phanuaceuticals to ensure the safety and efficacy or such drugs. 

14! 00 2 
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AIDS. Drugs for ~ftjca 
June 25, 1999 

Context.' · In 1997 South Africa's National Assembly passedlegislation granting the Health 
. . Minister unspecified powers related to pharmaceutical patents. In response to thiS; legislation, 

more than 40 companies~ roughly one third from America, one.third.from Europe,' Qne third 
from South Africa -.challenged the law in South African Court, contending that this law .. 
violates the constitution of South Africa. The litigation is still ongoing. 

At the s.ame time, the US. Trade Representative was concerned thal'the ambiguity ·in the law 
. could allow for actions in violatio.n of the W'fO.,TRIPS agreement (the agreement reache.d by 
· the 134-member WTO on protection of intellectual property). As a result, USTR named South 
. Africa to the 301 Special Watch List. The watch /i,i;t (which is not atiached to sanctions) is the 
. lowest level of three designations included in the report USTRpr(Jd1fces every April. The 

report 's purpose is to signal us. concern on intellectual property rights 'protect.ion offered to 
'U.S. goods by U.S.. trading partners. · · 

The Vice President-. in .his meeting with Deputy President Mbe/d in August 1998 - proposed 
that the two work toward a solutiOn,within a framework that would include parallel importing 
and compulsory /i~·ensing, so long as they were done consistent with international agreements 
(!'RIPS). But.progress of negotia,tions has been slow because of worrie~ on both sides about 
p~ejudiCing the outcome of the ongoing litigation. . ,'. ' 

' ' 

· 1 AIDS activists havt;? charged th.Ot the Vice President - in order 10 curry favor with drug 
. companies ..;.. has threatened severe trade sanctions against South Africa. These activists have 
bee.n given credible airing in the media in spite of underlying facts that disprove their points. 
Namely: Early in 1999, drug company representati~es pushed to raise ~outh Afr~ca 's starus 

, on the 301 Special Watch List from /hf# lowest level to the highest level. · The highest 
designation :_ if imposed - would require .South Africa to resolve the issue to U.S.· satisfaction 
within a set period of lime _or face trade sanctions. As reported in a Tuesday, Ju,ne ~2 story in : 
the.Baltimore Sun, the Office of the Vice Presidenrstrongly opposed the dnJg industry 
recommen.datio~. and the April 30 report- rather than raising the des{griation -- kept.South 

.1 ·.Africa on the· watch list, · 

AIDS activists have said the Vice President has threatened t~de sanctions ·against 
South Africa if they go forward ~ith plans to produce lower~cost AIDS drugs. . ls that 
fuir? ·. · 

• As co-chair of the U.S:.:SouthAfrica Binational Commission,· the Vice President has made 
. an immense personal.investment of time and effort in buildirig better U.S. ties with s·outh · 
Africa - working to improve health, expand trade, buiid ihe:economy. · · 

. - . . . . . . 

• Why .would he ·be trying to ~dercut his own efforts? .. 



I .. 

.' . 

· • The Vice President has taken a special interest in South Africa's efforts to fight AIDS, and 
ha~ kept the crisis clearly in mind as we have worked to resolve our trad~ differences .. 

. . . . . 

• . As Susan Rice, our Assistant Secretary of State for Africa, said in the press tJ:µ.s week 
(Baltimore Sun, Tuesday June 22): tll.e Vice President took the position. that ·the health· 

.. · crisis in South Africa needed to be taken into account, and he leci the way led the way in 
.opposing trade sanctions pushed by the pharmaceutical fudustry • 

. • .. These activists.:.... as the Washington Post.Sa.id in their Thursday editorial.- are 
"manipulating the facts.'~ They·shciuld understanp, that the.Vice President is one of the 
strongest advo~ates in. this administration for the issues they care about. 

' - ' . . 

• .They should be working with~ ins_tead of against him. 

The Vice President cares nothing for millions who are dying. 

·It would be hard to find someone in the U.S. Go'vernment.with a more actjve record of stipport 
for µte fight against AIDS~ South Africa. 

Since 1995, the Vice President has co;.ch.aired with Deputy President Mbeki the U.S.-South­
Africa Binational Con:imission. In that context, h~ has had ·a central ro.le in bringing to South· 
Afdc.a the' best of American knowledge, ~ffort and ideaSinthe fight against AIDS. . . . ' . . . . . 

Under the.auspices ofthe Commission, th.e·u.s. has funded a South African effort t~ track the · 
disease-you can't fight it if you can't track it .. The Commission has also worked to expand · 
awareness and improve prevention. 

, 

The Vice President has brought high-:-level U.S. health officials on his trip,s to South Africa·­
Secretary Shalala and Surgeon General ~atcher - where they have spoken with President 
Mandela's cabfuet ori the issue of AIDS. 

Just a few tn.onU"is ago, Vice President'Qore took Surgeon General David Satcher with him to. 
S9uth Africa for another meeting of the Commission. . . · . 

', I ' ' 

' ' 

When Vic~· President Gore appeared with Deputy President Mbeki last February o~ national 
TV in South Africa, he was wearing an AIDS ribbon,done in African bead.work, given.to·him 

I by Mbeki after the two had spent hours the; previous day in .a one-on-orie discussion on AIDS. 

It is hard. to ·believe that the Deputy_P.resident would present the Vice Presidtmt such a gift 
\ ' . unless they were united fo partnership in the fight against AIDS. 

The Vice· President and Deputy President Mbeki spent a substantial part of their time at the · · 
press conference talking about ~e importance ofraismg awareness ofAIDS, and the' Vice 



·-

President urged· leaders in every sector of South African soci.ety to add then'. voices to Mr.· 
.Mbeki's in the call for greater awareness and action against AIDS. 

During·those 'meetings, did the Vice President threaten trade s~nctions against South 
Africa? ' 

No,:he did not. Th~ Vice President propo~ed working toward a resolutiori within a framework 
that wo'uld include compulsory licensing ~d parallel importing, 'as long as they were done in 

, line With inte~arional agreements. · 

Wh.at's the.basis for the.dispute? 

The issue arose in 1997~ when South Africa's· National Assembly passed legislation' granting 
the Health Minister unspecified powers related to phannaceutical patents. The ambiguity 
·raised concern that actions :taken wider that law might not be compliant with the WTO-TRlPS · 
ag~eement~ · · · 

In response to this legislation, more than 40' companies -.roughly one third from America, one 
third from Eu.rope, one third from South Africa-have challenged the lawfa South African 

· Court, contending that this law violates the constitution· of South Africa. Titls· case is now 
. being heard by the South Africa Constitutional Court. The ongoing litigation has slowed 
effo~ to resolve it on a govenunent io goveniment:leveL · . ' . 

But didn't ·the Vice President order a sweeping new review of South African trade laws 
on April 30, 1999? · · 

No, he did not. The Baltimor~ Sun's June 22 story pointed out this fallacy. This charge 
grows out of a misunderstanding.ofthe United States Trade Representative's Annual 301 
report - issued April 30, 1999. 

The USTR is mand8.ted by Congress to publish a report every year at the end of April, detailing 
which of America's trading partners may not be affording full protection to U.S. intellectual 
property rights. As a reslllt of the passage ofmnendments to South Africa's Medicines Act, 

· land the provisions that could lead to the loss ofU$. intellectual property rights, the U.S.T.R 
named South-Africa to t:he. 11 Sp~ciaj: 301 watch list." This designation m.eans what it says: 

. "The U.S. is seei~g some things that give it con9ern, signaling .that concern .to the South 
African government, and indicating that it will be watching further.developments. !tis the. 
mildest designation in the report, and .is not attached to sanctions. . 

There are tWo higher designations on the report -- the priority ~atch list, and the highest, -the 
priority foreign country list. If a country is named a priority foreign country, jt means that the . 

. country must -- within a set period of time -- resolve the trade dispute to the satisfaction of the 
United States or face stiff trade sanctions.· South Africa is not close to that·status. · 

. I 
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'· 

But clearly ,.the Vice President is in the pocket o_fthe pharinaceuticalindustey-
1 • • . 

· No, he· is n~t. ·Th~ Phann.8ceutical Research and Manufacturers argued this spring that the_ 
USTR annual report·-~ due to coine out again at the end of _April -- should designate South 
Africa (because of the Medicines Act) as a priority foreign country' the most severe 

. designation. This would have required South Africa to resolve the issue to U$. satisfaction 
.within a short period of time, or face sanctions and a loss of foreign aid. As reported in th~ 
June 22 Baltimore ·Sun, the Vice President's office strongly oppose.d the recommendation .. The 
U.S.T.R. agreed, and its April 30, 1999 report renewed ·south Africa's status ~n the watch list. 

But the Vice President is trying to stop South Africa' from doing things that are legal 
undcr.WTOffRIPS.· . . 

No, he is· not. The U.S: is seeking Clarification of the law- about how it Vv'.i.11 be implemented. 
·The point o·'-f djscussions has been to work with South Africa to seek ·assurances that actiops 
-taken under the law \.Yill be m.Hne with ir~terriational agreements. · . · . ' 

So where does the Vice President stand? 

The Vice P~esident believes we need to use all avail3.ble means to deliver high-quality, 
affordable inedidnes to those who need them. And we should do it withiri the legal limits 
established-by TRIPS. Specifically, the Vic~ President· has no objection to parallel exporting 
or compulsory licensing of pharm.aceuticals in South .. Africa, so long as it is consistent ~th · . 
TRIPS.-. 

But all the South Africans want to do is what is already their ·~al right under TRIPS. 

Section. I Sc of the Medicin~s Act gives the Health Minister ~specified pqwers that ~ould go 
· b~yond was has been agreed.to ~der TRIPS. · · 

' ' - . , 
But the State Department Report says that the .Vice President was part-of an effort to put · 
pressure on the South Africans. ' 

First, the State Department report- dated Februar)' 5 - was written in response to members of 
Congress who had expressed concern tlIBt the U.S. wasn't being tough enough with South· 
Africa. They had already ~uspended U.S. foreign assistance to the central Government of 
South Africa. and said they· would· not restore the aid unµl they received a State Department 
r~port detailing whatthe U.S. was doing to re.solve the issue. They had already rejected an 
earlier report:... apparently for not being tough enough. · · 

- ' 

' , ' 

Secori~, the only.language in the rei)ort thaf names Vice. President' Gore comes on P!ig~~ 6 and· 
7 - under the headi.ng "The Vice President's.Plan for a Negotiated Solution." It reads as 
.follows: · 



.. 
. ~. 

' ' 

'"During the August 1998 U.S.-South Africa Bi.D.ational Commission meetings in 
Washington; Vice President Gore· made 'the issue of intellectu8.I property rights protecrtion; anci 
pharmaceutical patents .in particular, a central focus of his discuSsions with Deputy President 
Mbeki~ They agreed' on .a basi_s for a mutually satisfactory, Govemment"."to-Govemment 
negotiated solution t~ the.fmpasse." · 

· · That is_ the only m~ntion cifVice·Presi~~nt Gore's actions in the e.ntire report. 

·' . 

· . .' 
\ 

: . 
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Rep. Barbara Lee 
June 15, 1999 

Corporate Involvement 

DRAFT 
5. Partnerships with che Private Sector 

The United States should significantly support the involvement of the privat,e sector in 
establishing a comprehensive fund dedicated to education, research and treatment of men, 
women, and children living with and/or exposed to IDV/AIDS in Africa. An effective 
public-private initiative could he seeded and leveraged with federal money, challenging 
private industry to contribute significant resources for this effmt. As has been 
demonstrated in the recent $100 million .. Secure the Future" initiative put forth by 
Bristol-Myers Squibb, private industry is interested in becoming involved in the fight 
against the IDV/AIDS epidemic in Africa. Given the national focus on trade paitncrships 
wich African nations, it is in their own best interest to do so. The Federal government 
should provide a means not only to encourage the involvement of the private sector, but 
also coordinate and support future private sector initiatives. 
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Balms for the poor 

Infectious diseases hinder developing countries from developing. Making 
existing drugs cheaper there would help. Making entirely n<:\\' drugs \\'uuld 
help even more 

PEER over the count<.;r at a ph:inn~1cy in 
America, Europe or japan and you sec a 

wealth of drugs. Americans and Europeans 
spend more than $220 billion a year on pre­
scription medicines for everything from 
high blood pressure to low mood-a power­
ful incentive for pharmaceutical companies 
to keep them supplied with current reme­
dies and to concoct new ones (see chart). Of 
course, drugs for such diseases as river blind­
ness and sleeping sickness are not routinely 
found on western shelves since there is little 
demand for them. But walk into a dispen­
sary in, say, C:imcroon, and you discover 
that such drugs arc equally scarce there-not 
because they are not needed, but .because 
nobody can afford them. 

Lack of money not only restricts access 
to existing drugs and vaccines and means of 
dispensing them; it also offers little incentive 
for drug companies to develop new medi­
cines for people in poor countries. Globally, 
the World Health Organisation (wHo) esti­
mates that more than $s6 billion a year is 
spent on health research-but less than 10% 
of that sum is directed toward diseases that 

. afflict 90% of the world's population. 
As Piers Whitehead of Mercer Consult­

ing notes, large drug companies arc more like 
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supermodels than charitic,;: they wun'1 get 
out of bed and into work for less than $3som 
in annual sales for any given product. This is 
because turning a gleam in a researcher's eye 
into a handful of useful pills is an expensive 
and time-consuming business: on average, it 
costs $3oom and takes more than a decade. 
Between 1975 and 1997, an impressive 1,223 
new compounds were launched on the mar-
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ket. But as Patrice Trouiller, a consultant with 
Medecins sans Frontieres (MsF), an aid 
group, points out, only 11 of them were de­
signed for tropical diseases. 

lhe problem is not merelyoneofhuman 
welfare, imponant though that is. M:rny eco­
nomists, among them Jeffrey Sachs of Har­
vard University (sec pages 17-20), believe it is 
also an issue of economic development. !'>'~l­
tcr access to better medicines is not the only 
way to improve the health of poor countries, 
but it is a significant one. And creating new 
drugs and vaccines is such a technology­
intcnsivc business that the developing world 
is likely to remain dependent on western 
pharmaceutical firms for years to come. 

New pills, old ills 
Encouraging the development of new med­
icines is difficult bcc;1use it requires both the 
push orfinanci:.il i ricentives (10 offser rhc risk 
of research in largely uncharted fields) and 
the pull of secure funding (to ensure that 
there is :.i paying market OilCC the drugs are 
re:idy). Recent Iv. however. ~orne new ick:15 
about how to solve these problems h:i\·c 
emerged, lx1scd 011 new ;1lli:inccs berwccn 
industry :ind the public sector. 

Oneappro:1ch 1,; that being t:1ken b\· the 
new Medicines for lv\:1laria Venture (.\1 \\ v) 
which brings toge1hr:· public-sector u:

7
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sations and drug cornpanies under the um­
brella of the WHO. Robert Ridlcv. director of 
MMV, secs the venture as a "r;ot-for-profit 
virtual drug company", combining public­
and private-sector research through funding 
collaborative discovery and development 
projects. Drug companies have millions of 
molecules in their chemical libraries created 
for more lucrative diseases such as cancer, 
along wit Ii' thousands of old drugs currently 
used for other ailments, which could be de­
veloped for malaria at roughly a tenth of the 
cost of starting from scratch. 

But finding i:he money to finance the re­
search is not easy. M MV aims to register one 
new antimalari.11 product every five years, 
and is likely to need $3om a year to do so. The 
drug companies' gifts-in-kind are worth mil­
lions, but the bulk of the required money is 
still expected to come from public funds and 
philanthropic institutions. Initial promises 
of$5m have enabled MMV to begin the pro­
cess of project selcction,and the venture will 
be fonnally launched btcr this year. 

Seth Berkley, head of the International 
AIDS Vaccine Initiative (1Av1), is hoping to do 
something similar for AIDS vaccines. Rough­
ly $2 billion a year is spent on research into 
AIDS tre<Jtments, most of which arc e.ither 
too costly or too complicated for use in poor 
coun1rics. Rut 11\\11 csti111<1tcs th<lt only 
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Flying high 

COCAINE, as addicts well know, has 
curious effects on the body. One of 

them is "reverse tolerance": rather than be­
coming accustomed to cocaine with in­
creasing exposure (as happens with, say, 
alcohol), the brain becomes more sensitive. 
With each hit, responses, such as fidgeting, 
arc more exaggerated. lhis sensitisation is 
thought to be a first step in creating an over­
whelming craving for thedrug that eventu­
ally leads to addiction. 

In humans, studying cocaine sensitisa­
tion is tricky since most governments have 
strong views on giving drugs to the uniniti­
ated, and tend to enforce them with leng­
thy prison sentences. So instead research­
ers have turned to creatures such as the 
fruit fly, Drosophila melanogaster, to 
probe the cellular basis for co­
caine craving. In this week's issue 
of Science, biologists jay Hirsh, 
Sarah Chaney and Rozi Andrctic 
of the University of Virginia re­
port that an appetite for cocaine 
seems to be connected to the 
mechanisms which control circa­
dian rhythm-the so-called 
"body clock". 

Fruit flies, like humans, have 
an internal biological clock that 
governs their activity over a 24-
hour cycle. Ms Andretic recently 
found that the brain makes use of 
;i bioche111ic<1I called dopamine 

Other experiments on mice and flies have 
shown that dopamine is also involved in 
cocaine sensitisation. So the researchers 
put the two together and decided to see 
whether disrupting the body's internal 
clock might also affect cocaine craving. 

When exposed to purified "freebase" 
cocaine, fruit flies behave surprisingly like 
junkies. lhey twitch, gnaw and groom 
themselves compulsively while wandering 
about in circles. A~ the drug dose rises, such 
erratic movements become more severe 
until the fly is paralysed and drops dead. 
Ordinarily, one cocaine hit is enough to 
sensitise a fly. But Dr Hirsh's team found 
that mutant Drosophila lacking genes 
called "Clock", "Period", "Cycle" and 
"Doublctime"-all of which are known to 

to regulate its circ;ician rhythm. Fruit flies on the rocks 

$25om is spent creating vaccines, few of 
which are potentially useful for poor coun­
tries where about 95% of 111v infections oc­
cur. Dr Berkley wants to make life as easy as 
possible for potential vaccine developers by 
mustering expertise and money to help com­
panies negotiate regulatory hurdles and or­
ganise clinical trials in developing countries. 

1 AVI is also trying to use the tricky issue of 
intellectual property to expand access to 
new vaccines. Patents have long been a sore 
point between the companies which own 
them and developing countries (such as 
South Africa) which want to get their hands 
on nifty new medicines and resent having to 
pay the premiums which patent-holders ex­
pect as a reward for their innovation. tAVI 
will invest in drug companies if they prom­
ise to provide their vaccines to poor coun­
tries (though not rich ones) at just above 
manufacturing cost, rather than including 
the usual hefty margin. If they do not, IAVt 
has the right to transfer the patent to another 
producer. 1Av1 has already struck a deal with 
one biotech company, Alphavax of North 
Carolina, along these lines and is hoping to 
do business with large pharmaceutical firms 

as well. Another proposal is to allow compa­
nies that agree to develop an HIV vaccine ;i 
limited extension to their patents on block­
buster drugs in their most lucrative markets. 

A different approach, being cham­
pioned by MSF, is to make a virtue of the rar­
ity of tropical diseases in the West. Since 1983 
America has offered incentives in the form 
of tax credits and marketing monopolies to 
companies willing to develop drugs for "or­
phan" diseases, which afflict fewer than 
200,000 people and so offer markets too 
small to attract much attention from phar­
maceutical companies. The European Com­
mission is preparing similar legislation, and 
Dr Trouiller of MSF is lobbying for tropical 
diseases to be included in it. But although or­
phan drug legislation has been a boon to 

. America's biotech companies, which can 
use the prospect of a market of a few million 
dollars to lure investors, that is scarcely loose 
change for large pharmaceutical firms. And 
since only big firms can manufacture drugs 
in large quantities, it is crncial to engage their 
interest too. 

A bill now before Congress could do just 
that. The Lifesaving Vaccine Technology Act 

-----~~~~~~~~~ 

control circadian rhythm-also lack 
heightened responses to cocaine even after 
multiple doses. In fact, "Doubletime" mut­
ants proved particularly resistant to the 
drug, requiring substantially higher quan­
tities before behaving strangely. 

In fruit flies, a biochemical called tyra­
mine seems to be responsible for such drug 
responses, and Dr Hirsh thinks that tyra­
mine regulation is the chemical link bet­
ween these two very different processes. 
After a single cocaine dose, the enzyme 
that makes tyramine becomes more active 
in normal flies. In the circadian-gene mut­
ants, however, the enzyme's activity stays 
steady after a dose of the drug, so tyramine 
levels remain low. TI1e absence of the circa­
dian genes, which seem to regulate the 
release of tyramine, prevents flies from 
becoming more responsive to cocaine. 

Whether sky-high flies can teach scien­
tists much about human addic­
tion remains to be seen. Only 
about a fifth of the people who 
use cocaine actually become ad­
dicted to it: the puzzle lies in un­
derstanding what distinguishes 
the casu;:il user from the h;:ird­
core addict. But if the propensity 
to addiction is also genetically 
controlled in humans, it could 
provide a mechanism to address 
the problem at the cellular level, 
by regulating tyraminc or its ver­
tebrate equivalent. It might then 
be possible to treat coc;iineaddic­
tion as a clise:isc, rather than ;i 

Cl'llllll!:li ~CIJVt<y. 

of 1999, introduced by Nancy Pelosi, aims to 
encourage drug makers to develop vaccines 
for malaria, tuberculosis and HIV, which to­
gether kill almost Sm people each year. TI1e 
legislation proposes substantial tax credits 
on resea,rch and development expenses, and 
would cost about $z5m a year. 

But while the bill has received backing 
from both politicians and industry execu­
tives for its tax credits, it may face opposition 
to its explicit endorsement of "tiered pric­
ing"-the simple idea that poor countries be 
charged less than rich ones for drugs. In the 
past, American congressmen have com­
plained that it is "unfair" that their voters 
should pay 1ootimes more for a measles vac­
cine than, say, a mother in Bangladesh. 

Such opposition to tiered pricing alarms 
drugcomp(lnies, according to Amie Batson, a 
vaccine consultant with the World Bank. 
Even more worrying, says Walter Vandcrs­
missen, head of government affairs at Smith­
Kline Beecham Biologicals, is the prospect 
that rich countries might allow the import of 
discounted drugs from poor countries, and . 
undercut the drug industry's sales in their 
profitable markets. (At the moment, Americc>. 
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and the European Union strictly control im­
ports of drugs made outside their borders.) 

Though many in the pharmaceutical in­
dustry are impressed by these proposals, 
some feel that there are now too many com­
peting "initiatives" and that they all fall 
short of inspiring novel drug development. 
Mr Vandersmissen considers them "interest­
ing think-tank exercises". The best way to 
stimulate new research, he believes, is to 
prove that sustainable markets can be creat­
ed for relatively expensive medicines al­
ready on the shelf. This is the aim of a new in­
ternational consortium, the Global Alliance 
for Vaccines and Immunisation, to be 
launched next year. It brings together the 
World Bank, the WHO, wealthy donor coun­
tries, poor recipient ones, philanthropic or­
ganisations and the drug industry, with the 
aim of improving access to existing vaccines 
and developing new ones. 

According to Geoffrey Lamb, head of 
"resource mobilisation" at the World Bank, 
one way to finance such a programme is 
through a global trust fund for vaccines for 
needy countries. But wealthy donor govern­
ments are not keen to tic up large sums of 
money for long periods of time on uncertain 
odds. A more likely prospect, in Mr Lamb's 
view, is "contingent lending", in which do­
nors promise to give money and needy 
countries promise to buy a vaccine if and 
when a useful one appears. 

Ultimately, says Tim Evans, director of 
health sciences at the Rockefeller Founda­
tion, rich donor countries prefer to give their 
money to projects (such as drug donation 
and immunisation programmes) which 
show results in a couple of years, rather than 
put up with the long and uncertain slog of 
developing new medicines. But some donors 
are prepared to take a more long-term view. 
The biggest splash has been made by the Bill 
and Melinda Gates Foundation. Since last 
December, the foundation has given $som 
for malaria vaccine development, $z5m for 
Ams vaccine research and $10om to the 
Gates Children's Vaccine Programme which 
aims to improve access to expensive new 
shots against hepatitis-a, Haenwphilus in­
ftuenzae and rotavirus. 

Though such contributions are wel­
comed by international health workers, they 
are, in Mr Evans's view, largely "catalytic" -
enough to kickstart a reaction among drug 
developers and public health authorities, 
but not enough to sustain it. He would like to 
see a new group of donors: multinational 
corporations whose business in poor coun­
tries depends on a healthy workforce, who 
would benefit from novel drugs for their old 
ailments. In the end, developing new medi­
cines for the world's poorest will depend on 
appeals to both altruism and self-interest. 
Balancing the two may prove the toughest 
trick of all for the new alliances between the 
public and private sector. 

Volcanoes 

Now, listen 
carefully 
CENTURIES ago, only seers and oracles 

could predict when a volcano was going 
to vent its fury. More recently, they have 
been replaced by electronic sensors and 
computer models which are, frankly, not 
much better at giving warning of impending 
eruptions. Milton Garces, a geophysicist at 
the University of Hawaii in i'vlanoa, thinks 
this could soon change. In some GlSCS, he 
says, a volcano will tell you when it is about 
to blow its top-it is just a matteroflistening 
to it in the right way. 

Vulcanologists have, in fact, been listen­
ing to volcanoes for years, but not in the way 
that Dr Garces suggests. Most monitoring of 
volcanoes happens through the ground. The 
sloshing of magma deep in the heart of a vol­
cano generates rumbles, called seismic 
waves, through the earth. Previous attempts 
to predict volcanic eruptions have been 
based on changes in the quality of these 
waves from deep, high frequency quakes to 
more shallow, low frequency rumblings. But 
this approach is unreliable. The problem, Dr 
Garces thinks, is that the complex structure 
of the earth distorts seismic waves travelling 
through the ground as they encounter differ­
ent layers of rock and soil. 

Sound waves above the ground, in con­
trast, pass through the air with rciatively lit­
tle interference, so they should be mucl 1 eas­
ier to interpret. For five years, Dr Garces and 
his colleagues have been listening to these 
external "acoustic" sounds made by volca­
noes. Their latest research, about to be pub­
! ished in Geophysical Research Letters, com­
pared seismic and acoustic monitoring of a 
volcano in southern Japan, and found that 

---------------• Sakurajima speaks 
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the sound waves gave a much clearer warn­
ing of its eruption. 

As well as being less distorted, acoustic 
waves are a more direct measure of what is 
going on inside a volcano than seismic 
waves. That is because a volcanic explosion 
is driven by pressure changes as the volcano 
builds up and releases excess gas, and sound 
waves are nothing more than those pressure 
changes propagating through the air. The 
kinds of sound waves Dr Garces is interested 
in are "infrasonic" waves, with frequencies 
below about 20uz, and so beyond the range 
ofhum:rn hearing. 

In />.lay l.i:>t year, Dr G;1rccs <ind his col­
leagues surrounded the Sakurajima volcano 
with ten seismometers buried in the ground 
and ten microphones placed above the 
ground. They took readings for several days 
before the volcano exploded on May 19th. 
Two days before the explosion, there was a 
clear increase in the number and strength of 
both kinds of signals, suggesting that infra­
sonic signals associated with eruptions fol­
low similar patterns to seismic signals, and 
can thus be used to monitor eruptions. 

But when they compared the two sets of 
readings more closely, the researchers found 
the infrasonic ones to be superior. The 
seismic signals varied a lot from one place to 
another, whereas the infrasonic ones were 
more consistent. And just before the explo­
sion, there were clearer changes in the char­
acter of infrasonic signals than there were in 
the seismic ones: the infrasonic si~nals 
switched from brief, distinct events to,; sus­
tained vibration of the ~tmosphcrc. This 
tr<insition was harder to distinguish in the 
seismic signals, because distinct seismic 
events often merge into each other anyway 
as they resonate through the ground. 

Looking at infrasonic wave patterns 
alone will not guarantee that volcanic erup­
tions can be predicted. Dr Garces and others 
are also working on computer models that 
describe what is actually going on inside a 
volcano, to ·see if those processes produce 
the kinds of infrasonic waves observed. 
They then hope to be able to link their mea­
surements to useful information, such as 
how much and what kind of stuff the volca­
no will spew and how powerful the erup­
tion will be. 

This approach could find widespread 
use. For, in order to make sure that countries 
comply with the Comprehensive Test Ban 
Treaty and do not surreptitiously set off nu­
clear weapons, a huge network of acoustic 
listening posts is being built all over the 
world. It will also be able to monitor misbe­
having volcanoes. In another decade or so, 
Dr Garces reckons that it might be possible 
to integrate infrasonic, seismic and other 
readings with a computer model to predict 
the time of an eruption to within a day or 
two. Far more reliably, in other words, than 
.the oracles of old. 
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South Africa 
Intellectual Property Rights 

The SAG has undertaken to extend adequate and affordable healthcare to all South Africans The 
USG supports this goal. In 1997, the South African National Assembly amended prior legislation 
in an attempt to ensure the supply of affordable medicines. The effect was to grant the Health 
Minister broad, ill-de tined powers to abrogate the patent rights of pharmaceuticals companies. 
The pharmaceutical industry and their Congressional advocates have urged the USG to pressure 
the. South African Government (SAG) through use of U.S. trade laws and diplomatic channels 
into repealing or amending the Medicines Act. At the same time, a coalition of South African and 
foreign pharmaceutical companies is challenging the legislation as unconstitutional in South 
African courts while also trying to negotiate a compromise directly with the SAG. Recently, a 
coalition of consumer and AIDS activists has been pressuring the USG -- especially the Vice 
President -- to stop pursuing the issue with South Africa in view of its HIV I A IDS epidemic. 

In our efforts to resolve this issue, we have recognized that the HIV/AIDS crisis in South Africa 
is a special situation that may require special measures. Thus, we informed the SAG and stated 
publicly that while we do not believe that compromising intellectual prope11y rights is the solution 
to the greater problem, contrary to our general policy, we will raise no objection to compulsory 
licensing or parallel importing of pharmaceuticals (described below) on the part of South Africa, 
as long as it is done in a way that complies with the SAG's international trade obligations under 
the World Trade Organization Agreement on the Trade-Related Aspects of Intellectual Property 
Rights (TRIPS). 

BACKGROUND: 

Actions by the Administration 

Under the Special 30 I provisions of the Trade Act of 1974, the Onice of the U.S. Trade 
Representative is required annually to identify foreign countries that deny adequate and effective 
protection of intellectual property rights and to issue a public report to this effect at the end of 
each April. South Africa was named to the Special 301 "Watch List" (the report's lowest 
category) in 1998 over concern about the authority granted the Minister of Health lo abrogate 
patent rights as well as other intellectual property issues. During this year's Special 30 I review, 
U.S. industry recommended we designate South Africa as a "Priority Foreign Country" (the 
report's highest category), which could have resulted in trade sanctions. We chose not to do so, 
however, because we had already developed a framework to resolve our differences. As a result, 
South Africa was maintained on the Watch List. 

The framework the Administration proposed for the resolution of our differences with South 
Africa was through the Binational Commission, chaired by Vice President Gore and then deputy 
President Mbeki. The intent of the proposal was to bring together an experts group including all 



relevant decision makers - trade, health, and intellectual property - to reach a mutual goal of 
bringing better healthcare to the people of South Africa while assuring effective and adequate 
protection of intellectual property. Discussions have continued since the framework's acceptance. 

A number of South African officials have recently stated that the Medicines Act will only be used 
to compulsory license and parallel import pharmaceutical in a manner consistent with South 
Africa's international trade obligations. We are now working to obtain satisfactory assurances 
that the Medicines Act will be implemented in this manner so that this issue can be removed from 
our bilateral agenda. 

U.S. industry has expressed concern that any government-to-government settlement at this time 
could undermine their efforts to negotiate a settlement with the new government. 

Congress 

In the closing days of last year's budget process, Congressman Frelinghuysen of New Jersey 
inserted into the foreign aid bill a provision that blocked U.S. aid to the central Government of 
South Africa until the State Department provided a report explaining the Administration's efforts 
to obtain the repeal of the Medicines Act. Dissatisfied with State's first report, Congress asked 
for a revised report. The final report contains language that portrays U.S. efforts as being more 
aggressive. Congressional critics of the Administration's approach and consumer and AIDS 
activists have now seized on this report, as well as USTR's Special 301 report, as evidence of the 
Administration's heavy-handedness on the issue. 

On June 25, in a response to a letter from the Chairman of the Congressional Black Caucus, the 
Vice President responded stating that he supports "South Africa's efforts to enhance health care 
for its people -- including efforts to engage in compulsory licensing and parallel importing of 
pharmaceuticals -- so long as they are done in a way consistent with international agreements." 

On July 21, the Oflice of the United States Trade Representative testified before the House 
Committee on Government Reform's Subcommittee on Criminal Justice, Drug Policy and Human 
Resources chaired by Congressman Mica. In that testimony, USTR stated that, contrary to our 
general approach, we will raise no objection to compulsory licensing or parallel importing of 
pharmaceuticals on the part of South Africa, as long as it is done in a way that complies with 
TRIPS. 

US Policy 

The Administration's approach to patent protection for pharmaceuticals is to ensure that the 
necessary incentives are provided to promote rapid innovation of new drug therapies and to 
safeguard the protection of the medicines that now exist. We generally do not support policies 
that allow for the parallel importation or compulsory licensing of pharmaceuticals because such 
practices compromise intellectual property rights and raise concerns about the safety and efficacy 
of imported drugs. Under U.S. law, compulsory licensing and parallel importing of 
pharmaceuticals is generally prohibited. However, the TRIPS Agreement does allow for these 



practices under certain conditions. We will not object to South Africa's efforts to compulsory 
license and parallel import pharmaceuticals, but want South Africa to abide by the TRIPS 
Agreement. 

Our policy approach has been responsive to both sides in this debate. On the one hand we seek to 
ensure that South Africa honors its international obligations with respect to intellectual property 
but on the other hand are demonstrating flexibility in the application of U.S. trade policy to 
address concerns about South Africa's HIV I AIDS crisis. 

Compulsory Licensing 

In this situation we are concerned that the South African Government would grant a compulsory 
license to one or_ more domestic manufacturer(s) for the purpose of allowing it (or them) to 
produce a patented drug for sale in the domestic market without the consent of the patent holder. 
TRIPS imposes a number of disciplines on compulsory licensing including, for example: 

the requirement that authorization of such use shall be considered on a case-by-case basis; 
such use shall be authorized predominantly for the supply of the domestic market; 
the right holder shall be paid adequate remuneration; and 
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 such 
efforts have not been successful within a reasonable period of time. 

The last requirement (but not the others) may be waived in a national emergency. However, none 
of these conditions are included in the Medicines Act. 

Parallel Imports 

Parallel imports of pharmaceuticals are pharmaceuticals that are produced by, or with the 
authorization of, the patent holder and intended for sale in one market, for example Kenya, but 
that are diverted from the designated market, away from authorized distribution channels, and 
imported into another market, such as South Africa, without the authorization of the patent 
holder. The diversion occurs in many instances because the drugs are offered for sale in the 
intended market at a lower price than the market to which they are diverted. It is difficult to 
ensure the safety and efficacy of drugs that are parallel imported because they were not handled 
by authorized distributors. Thus, parallel importing of pharmaceuticals is generally prohibited in 
the United States and the European Union as well as Kenya. 
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H.R.434 

Trade and Development Act of 1999 (Engrossed Senate Amendment) 

SEC. 116. ACCESS TO HIV/AIDS PHARMACEUTICALS AND MEDICAL 
TECHNOLOGIES. 

(a) FINDINGS- Congress finds that--

l . . ~ '.'" ".;,l,,. 
) (,';.,,,,/ I(.,,/ 

(1) since the onset of the worldwide HIV/AIDS epidemic, approximately 34. 000, 000 people 
living in sub-Saharan Africa ha11e been infected with the disease; . 

(2) of those infected, apptoximately 11,500,000 have died,· and 

(3) the deaths represent 83 percent of the total HIV/AIDS-related deaths worldwide. 

(b) SENSE OF CONGRESS- It ls the sense of Congress that·-

(1) it is in the interest of the United States to take all necessary steps to prevent further 
spread of infe<;tiou.s disease, particularly HIV/AIDS; 

(2) there is critical need for effective incentives to develop new pharmaceuticals, vaccines, 
and therapies to combat the HIV/AIDS crisis. especially effective global standards for 
protecting pharmaceutical and medical innovation; 

(3) the overriding priority for responding to the crisis on HIV/AIDS in sub-Saharan Africa 
should be the development ofrhe infrastructure neces.sary to deliver adequate health care 
services. and of public education ro prevent transmission and infection. rather than legal 
standards issues: and 

(4) individual countries should have the ability to determine the availability of 
pharmaceuticals and health care for their citizens in general, and particularly with re.\pect 
to the HIV/AIDS epidemic. 

(c) LIMITATION ON USE OF FUNDS- Funds appropriated or otherwise made available to any 
department or agency of the United States may not be obligated or expended to seek, through 
negotiation or otherwise, the revocation or revision of any intellectual property or competition 
law or policy that regulates HIV/AIDS pharmaceuticals ot medical technologies of a beneficiary 
sub-Saharan African country if th(! law or policy promotes access to HIV/AIDS pharmaceuticals 
or medical technologies and the law or policy of the country provides adequate and effective 
intellectual property protection consisrent with the Agreement on Trade-Related Aspects of 
Intellectual Property Rights referred to in section l 0 l (d) (15) of the Uruguay Round Agreements 
Acr. 
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Record Type: Record 

To: Richard Socarides@EOP 

cc: 
Subject: Activists Lock Gore Out of His Office 

PRESS RELEASE -- For immediate release 
CONTACTS: John Riley: (212) 795-9673 

Eric Sawyer: (212) 864-5672 
Susan Whitaker: 215-731-1844 
On-site cell phones: (917) 653-7267 and (917) 797-9203 

Activists Lock Gore Out of His Office, 
Criticizing Proposed S. Africa AIDS Drugs Deal 

Washington, DC, August 23 - Five activists were arrested today after 
locking down the Old Executive Office Building a block from the White 
House, the site of the office of Vice President Al Gore, to protest 
elements of a U.S.-South Africa deal on pharmaceutical access which has 
not yet been made public. The demonstration lasted for over an hour and 



firemen were called to cut the activists' chains. The protesters, members 
of the group AIDS Drugs for Africa, were handcuffed together with their 
hands inside pipes to make it difficult to remove them from the entrance 
of the building. 

The proposed agreement would resolve a two-year dispute-during which the 
U.S. has brought trade sanctions against South Africa-over a 1997 South 
African law allowing the country to manufacture or import inexpensive 
versions of high-priced U.S.-patented drugs, powers which are fully legal 
under World Trade Organization rules. According to the activists, leaked 
information indicated that Gore-the Chair of the U.S.-South Africa 
Binational Commission-is insisting on an agreement which would only allow 
South Africa to use these cost-saving measures for drugs against AIDS, not 
for other disesases. While the deal has not been signed, it is in the 
final stages of negotiation. The protesters charge that the Gore proposal 
would unfairly limit South Africa's right to produce and import important 
drugs at affordable prices, critical for a country with very restricted 
health care funds. 

"Gore has already tried to save his reputation by asking Congress to spend 
$100 million on AIDS in Africa and other poor nations - none of which 
would even go for purchasing anti-HIV drugs," said protester Linda Lu. 
"This deal is a ruse as it is unlikely to pass Congress given budget caps 
and constraints, and is intended to appease human rights watchers while 
winking at pharmaceutical companies." 

Since June, AIDS activists have been dogging Gore at campaign stops around 
the country. While Gore has repeatedly made public offers to meet with 
protesters, he has not responded to verbal and written requests for such a 
meeting. 

According to the Wall Street Journal, talks to resolve the U.S.-South 
Africa dispute intensified soon after the first protests. The activists 
stated that leaked information in July had indicated that the U.S. was 
ready to offer South Africa a deal allowing that country to only do 
parallel importing (importation of inexpensive versions of drugs from 
sources other than the manufacturer). Then a later leak-expanding on a 
public statement made by Gore a week after the controversy 
ignited-indicated that the Administration was willing to allow compulsory 
licensing (domestic manufacture of patented drugs), but only if South 
Africa signed an agreement pledging to comply with international trade 
law. As a result of these leaks, the Pharmaceutical Research and 
Manufacturers of America increased its lobbying and Gore recently reversed 
his position again, insisting on an agreement which would only allow South 
Africa to use the parallel importing and compulsory licensing for AIDS 
drugs. 

Shortly after the second leak, an official of the U.S. Trade 
Representative's office, Joe Popovich, told a Congressional hearing that 
the administration is not willing to relax its trade policy to allow for 
compulsory licensing and parallel importing. He went on to say that 
because of the spread of HIV, the may be willing to relax the trade policy 
for HIV and AIDS drugs only. 



Activists say the forthcoming deal implies that this concession will be 
granted only to South Africa .. In recent months, American trade officials 
have applied negative pressure to other developing nations attempting to 
access AIDS medications and other life-saving treatments under provisions 
of the World Trade Organization's TRIPS (Trade-Related Aspects of 
Intellectual Property) Agreement. 

"The U.S. signed the TRIPS agreement, and now Gore is trying to limit the 
exercise of its provisions," said Marshal Weaver of AIDS Drugs for Africa. 
"South Africa has 3 million people with HIV, and infection rates are 
increasing exponentially. South Africa has the right to produce generic 
AIDS drugs and buy from generic manufacturers. The U.S. has curbed that 
right." 

The United States, through Gore and US Trade Representative Charlene 
Barshefsky, has repeatedly claimed that the South African law violates 
intellectual property rights. 

"No American official has been able to say exactly what part of 
international trade agreements are being violated by South Africa. 
Meanwhile, the US has not interfered with parallel importing of drugs by 
the UK, Canada and the Netherlands," said Anna Lynne of AIDS Drugs for 
Africa. ''The TRIPS agreement states in clear language that patents for 
essential resources may be circumvented when it is in the public interest 
in the case of national emergency. And that same agreement in no way 
restricts parallel importation." 

South Africa cannot afford AIDS treatments at name-brand prices. Generic 
versions of the same medications can be produced at about one-tenth of the 
cost. Pharmaceutical companies, whose lobbyists are close Gore associates 
and who donate generously to his campaign coffers, have sued South Africa 
to block the 1997 Medicines Law. 

Activists from the group AIDS Drugs for Africa say they will escalate 
their protests until the United States stops pressuring developing nations 
to refrain from exercising their rights. In recent weeks, two open letters 
have been sent to the Vice President urging him to end U.S. government 
pressure on South Africa. One letter was signed by a global list of over 
200 public health experts, AIDS leaders, human rights, religious, labor 
and development leaders, and concerned citizens; the other by South 
Africa's HIV/AIDS Treatment Action Campaign, a coalition that mounted two 
large demonstrations last month at U.S. consulates in that country. Gore's 
obstruction of South Africa's efforts has been criticized by such 
prominent personalities as civil rights leader Rev. Jesse Jackson, 
consumer advocate Ralph Nader and syndicated columnists Arianna 
Huffington, Molly Ivins and David Corn. And today, an editorial in The New 
York Times called on the administration to change its position on this 
issue. 

The item above is being distributed as a free, non-profit informational 
service to a limited number of individuals who have expressed interest in 
this topic for educational and research purposes only. Please do 
redistribute or post copyrighted material anyplace on the Internet 
accessible to the public without attribution and permission from the 
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author. Please note that distribution of this item does not necessarily 
constitute endorsement of the content; in fact, often items are distributed 
as "opposition research." 
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U.S. Department of State 
Office of Southern African Affairs 

FACSIMILE 

DATE: Wednesday, August 18, 1999 

FROM: Michael Koplovsky -- Tel: (202) 647-9850 Fax: (202) 647-5007 

TO: 

Name Organization Tel Fax 

B. Schwartz USTR 395-9159 395-4505 
D. DiPaolo USTR 395-4685 395-3891 
A. Robinson US DOC 482-5148 482-5198 
J. Babbitt OVP 456-9513 456-9500 
J. Urban US PTO (703) 305-9300 (703) 305-8885 
T. Walsh EB/IPC 647-1537 
S. Thurman White House 456-2437 456-2439 
N. Carter-Foster OES/EID 647-2435 736-7336 
C. Reintsma AID/AFR 712-4018 216-3233 

SUBJECT: Press report FYI 

(Note: The copy is very bad, you can access the article on the internet at 
www.bday.co.za) 
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. . . 

SA betwe·en a .rock and a .. hard . . . . 

plac.e on Trips arrangem·ent 
Thouah not hiding 111 unease, lhe 

~roclo tepreeenlativa 11ad lllll• choice 

~: 
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alter IJS Vlc.•Prs:sid6n1-AI aor11 h11d , 
wrlhl!JI le James CIYDurn - chairman 
ol 1h11 oongresalonal ~lack CQ11c..---- -
1n11 ·1 w11131 you to llnow flflm me start 
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c> .. 

i ..... = 

JUSTIFYING lie dgc::IQion 10 keep 9A 
on Its 11.&1 al ln1e11ec11.111 proper1y 
vlolalote, tM ollle• ol lhe US trade 
repr.t:t1:n11>llw Hid In April: "SA'a 
meaictnas ao1 appeara 10 gram 1h1 
nealtl'I rnlnlster 11l·delined aulhortly lo 
issue ccimpu11scry lieenge1, 11.11h~r111e 
p~ralLa I lmporls and po111n1lally 
otherwise abrogale pa1en1 rlghls.• 

La11 montn. r1pres111niauve·1 
ln11llec1u1:11 property commi11111r, Joo 
Papovlch, told 11 congraa1lon1I 
aomml11ee !hat ~lrary to our 
gsneralapproi.gh, w6 ralH no 
ot1jac11on 10 comr;iu1sorv Ucans1ng or 
porollel 1mpor1inljl of ptutmace~1t1cals 
on •he pan Ol 5A, u long as It I'll dono · 
In a way lhal ccmpllea wllh Tricia•. lhe 
World Trade Org111T1IH!lon (WTO) 

governl'Mlnl. mandatad bll Canorass 
in 11'16 Uruguay Aound Agreemanla 
ACl.-10 Pl'8H Tr11:1s SIQnAl0/181, lik11 SA. 
to pravldo pQIOnl proleetlOMSllQ"QOt 
("'rl'IP!•pluai trian \!'la1511 th.y hnd 
agreed to In th11r11111y, Tripe being an 
l.lfllldycompromlae from lh11 US 
stanc11:io1m. u11aer Trips, governments 
ate apeclllcafly. lhollljlh condlllonally, 
111lowell 1.0 a&SIQn peien1 rlghta to 
domaallc third por!IA1 (eompulacrv 
1ioen1lng) far Iha publlc good and may 
not tie challenged in tna WTO IT 1ney 
1111ow pa111n1ad h11ma 10 bci Imported 
through cnannels not 1u1t1crlaed by 

tho I I =uppor1 SA'a efforts to enhanca 
health oare !or lt11 peopla, lnGludlng ll'le 
courury's eflorta to eng•g• In 
compwllOl"J \lc11naln9 and petallel 
lme>onlno or pl'larmaceuuca11, 10 long 
as they are dona In a way consi1lent 
wun ln;erna11ona1 a51raemen[:I". 

Gata adop1ed lh1s lorlTlula le 
lnoou1Alll hlmHll ag~ non­
maln11ream AI05 acuvl11ts wtto wem 
dogging his pre11id•nllal •l•cllon 
eamp1lgn with charge• ll'lat he wH a 
a10ooe of 1n1 me ciruo lndua1ry, Tnev 
al&lrTleCI 1ha1, ea cholrmal'\ ol rhe US· 
SA binallona1 CQ11111\111lon, he was 
bultylng PraLOrla into torswaarlnc me 

uaa or l?lf•llel 1mj,Ort:1 and . · ·. . . . . . :. 
compulsory llCenllng as a meana 10 
obialn cheap AIDS lfledlclrie for SA'a 
poor. wno ware lheralore dylrig Jor .. , 
wanl al AZT and o!har auctl death· 
dl~yin; Hf'll palllallva:r. · 

Tiie US df\JIJ ll'ldUSltY w111 aQpallec 
by GorD'• Dpparentwabblinc:111~ a.nd 
1ne precedama 11 might set, npeclally 
elnce he wH oleo s1..1pgastlng lh&t all 
SA had lo dO lo aa!la!y o!Ocial US 
concern1 was to I~ a 11a11men1 
appravsd l:ly trio lrQde repreaan1ollv11c 
elf Ice, pledging compliance wllh 'Tl'lpa. 

th .. pa111n1.halder. 
Howlllt'er, Iha raproaantallve's 

o Ifie• has &llPlled the acrewi: 10 a 
n1.1mbarof countrlH latthN1a1anlng.10 
ex11rdae lhHe right:.. N-, IL Hamed, 
SA wea 10 be oivan a epaclal br11k 
"Gonttary 10·01.1r g11noral opproach". 

ll!ii r.:iemen1en1nte11ec1ua111rop11rty. 
Tnl!:. waa a i::onoasslan. Mllnerto, i1 

naa Deen 1he ollidlll po1loyol 1ha us 

of policy, but II put Pra\gril:l under no 
aDllgallon 10 rerrlQVe \Ile root or all lh• 
troublo, lhe !!till potanllally oparatlVa 
languaQe at eei::lion 1 S(c) ol lho 19117 
Medicine& and Flelataa Sub11111ncH 
Arnenclmonta Act, whicl'I glvaa ll'\o 
coun1rv·1 hGallh minia11r oart• 
olancha 10 vlola1a exieting. Trips· 
compl\ant, SA pa111111 law. 

s1cdo11 HHcl na1 Deen cna11angea 
In Iha Prs1ari12. Mlgh Court by 1h11 SA 
Pharmac1uuca1 Manuh1c1ur1r1 
Asiloei•llon and 41 CO•Qllllionara­
among wnom are se'leral SA 
companies ana 1ne 1oca1 sul:ltidie.ne.s 
ol VS and European companl11. 

Thi lltlganl1 are currenlly 
negolla1lng an aut-ar-co1.m se111em1nt 
'1111\h lhD "'64111'1 minister. M&nlo 
Tsnabalala-Melmang, who rai11d 
riopol ol a compromle11 by slatll"l; lhat 
&nesaw 1ha lnduslry 11 a partnDr 
r1:1Lnar than an an1.11gcni1t, as ll9r 
predacauar calldgaaly hAd dona. 

Al a Clo&ed-accr m&111ng l<\&t w11e11. 
wtlh Gore'& peaph;, lrode 
r111r1sema11ve olllClall and Whihi 
Houae AIDS taarlna Sandra Tnurman, 
1ne US companlH urgsd tho coun1ry'11 
admlnlatrauon no\ ta oc any1n11\g inat 
would lnterfatewllh the pending court 
Httlemem rn SA. 

-Wa Med to ba elear lhla la a Souin 
Alriean 1111o111 IO be SG!Ued ln SA:' aald 

participant Tom aamaelles 01' 
Pharmaae1.11raa1 Rcaoe."9h and 
Manulacwrara of Americia. •1111 
important !hat 11'11 ptocea& ba allowed 
10 proc:eed on iti:a own,• 

BcmballH' rear, though ne avoided 
Hying so far the roaord, wu lnat II Iha 
US 01f1ciany agr11c 1 :i(c) could li111, ab 
long ae clatlllad by a Statamem And 
•upporllng rag1.1la1lona, Iha SA 
oovernmen1 would nor IHI ob1151ea 10 
rellnqule'n \l'IO clau111. whcH removal. 
Mlryenna i;:>eel:I ol lhc: SA medical 
11&&oclatlcn, said ll'lla week wau non· 
n .. gotiable demand en 11\c pi:trt ~ Irle 
U!lo11n1s. DHD arguao lha1 so·~ As 
anlcla 1 !(c}1urvlved, governmenl 
ciculd prevent arug comp11nlH 
aHenlng their rlgnta under eitl&!!ng 
SA Tripa-plua patent law. 

'Ol1 tr111e rapraaenial!ve'I ornce, 
wnoae can1llt\.iol\ci11a are lM US 
1ncusw and Congr1111 and wl'\lol'I, 
tnough o~lclally &Whit.a House 
agenc;y, could no1aarDa1'1001 abou1 
Gore's travtlla an the campaign nil, ie 
ri:l1.1alt1g mocl podandcally to accept 
tne araft 11a11men1s l'ra1oria t1a1 'aeen 
i:andlng it. t..11111nwn111, Gore's psop111 
l'lave 151Ji1Q•fll6d 11hort·alrciultlng lho 
rep resanc11ive·1 00111ct1on11 wltfl a 
polilioiil agrearnol'll ~lgnecl by Gate 
and f'reaicset11 TilB.l:IO Mbekl whieh 
would ba announced and presamea. 

.• 11 ... 

Not only w&& thl1 an ebanaonl'l'lent 

like Gor.11 earlier fonm11&, ICI lia 
officials u tall accompu. 1nl1rnllngly'. 
'lhlde and lnduslry Minister Alec !rwln 
ls said bY d\plomatt 10 be e1Gh11Wln9 , 
1ha pollt[eal route, pralarrlna 10 seltlA 
1n1 matter face 10 laGS wlll'I Charlene 
Bar1nal1ky. lh1 onice·s l'laa'c:t. Also: tl'le 
ao1.1raaa 11c.y, ho la no1 pr11p11r1d to lark 
in tl'la con1ext ol gentng SA removed 
lrom tl'l11 llat, whlCl'I ne saaa u a WT0-
1,,col'l1la1•nl 1.1t1rlat11ral UC mechanism 
lor 1>row1:1eaung 1euar na\JOn1. 

The.I le pregnant b1cau111 1ne.cfflce 
ha• Sjl.ld lt5 llall~4t of SA I& aubi•C:I ID a 
r1vlaw-1hal11. eocullR5nTl8in .. 
monti'I. SAwlll evldllnlly l'IOI ba taking 

·part, un1a11 U'le US agrees io·cauc;h 
the c:an\oXI dllferanl\y. 

e:rw1n·a appro11c:h Is aorr&aL ~011 II 
a Ut\le brash abOur 1ne llGtlng P100esa. 
which virtually 1111 UG trading pannars 
l'l1v1 ta encsura. me lmponant point is 
tl'l•I a dolll with 1ha repra111"o1atlve, 
wnose 1merea11 and pollc;y ara 
penno.nen1 unlil Concre.u tell& It 
c1herwlsa, l1 r11r mora valict tnan ona 
wlln a i:iraalcsenuar candidate wrio la1:1 
nlmsD!tl:lo oawad by a l'landful ol noilY 
but unrepruenatlv11 AIOS activists. 
Gor• may ba more emenatile a1 rnis 
mam•n11nan 1he mule rapra11ori11l~ve. 
However. Gora ls Impermanent. 

The lnr.do tepresantativ., who&11ar 
apr;iciln111 it& bau, lll lar..v .. r. 
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What are the implicatious of the agn~ement between USTR nod HHS? 

o Under this new arrangement there will be a more directed interaction between USTR and 
HHS on health-related intellectual property issues. 

o When a foreign government expresses concern that U.S. trade law related to intellectual 
property signilicanlly impedes its ability to address a health crisis, USTR will seek 
substantive information From HHS on the health conditions prevailing :in that country. 

o This will enable USTR to ensure that the application of U.S. trade law related to 
inteJlectual property, consistent with international trade treaties, is sufficiently nexible to 
respond to public health crises. 

Question: Does this mean USTR is globalizing its recent understanding with South 
Africa? 

Answer: 
o Through consultations with HHS, USTR will ensure that the unique health demands ur 

individual nations are given careful consideration in the application of U.S. trade policy. 

o We will make rletem1inations on a case by case basis after a thorough analysis of each 
individual situation once a foreign government has expressed concerns to us. 

Question: What was the understanding with South Africa? 

Answer: 
o Under the understanding both governments reaffirmed their shared objective of fully 

protecting intellectual property rights under the WTO TRIPS Agreement, while 
addressing the hca1th issues identified by South Africa. This will pennit South Africa to 
engage in compulsory licensing, parallel importing, inter alia. consistent with existing 
international trade law. 

Question: What is the Administration's response to claims that the TRIPS Agreement 
should be amended because it cunnicts with developing countries' effo.-ts to address heallh 
issues? 

Answer: 
o We do not believe that TRIPS interferes with health policy. In fact, HHS and lJSTR 

agree that sound public health policy and intellectual property protection are mutually 
supportive. As seen in the case of South Africa, TRIPS allows the flexibility for 
developing countries to respond to public health crises. 
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HHS INTERNAL DOCUMENT 

Questions and Answers, Protection of Intellectual Property and Health Policy 

Background: United Stales Trade Representative Charlene Harshefsky and Health and 
Human Scrvii.;l"::s St:~relary Donna E. Shalala today announced their intention to develop a 
coopcral1vc approach on health-related intellectual property matters lu ensure Lhal Lhe 
application of U.S. trade luw related to intellectual property by USTR remains 
sufficiently flexible to respond to public health crises. Recognizing that health 
emergencies may require special measures, USTR and HHS arc working together to 
establish a process for analyzing the health issues that arise in the application of U.S. 
trade-related intellectual property law and policy. The exact process by which HHS wi11 
analyze and evaluate USTR requests for assistance has nol yet been fully described. 

Does th.is approuch signal a shift i11 VS Trade Policy to be more accommodating of 
health issues such as AJJJS? 

I would refer this ru1d any other questions on Trade Policy to the USTR. DHHS will 
simply provide consultation to USTR at its request 

Did USTR come to Hl/S with this idea or did HHS approach USTR? 

USTR approached HHS. and a dialogue was begun between HHS and USTR. 

What will this new arrangement actually mean in terms of HHS input into US Trade 
Policy~ 

USTR may receive requests from some countries to relax protection of inte11eclual 
property to make drugs more available in a public health emergency. USTR wiJl consult 
with HHS on such a request, and HHS, afit:r reviewing the situation, will provide 
information us to the nature of the public health problem. USTR will consider this 
information, but only the USTR will decide to what extent the application of US trade 
law might be modified. 

Will HHS certify or otherwise confirm that an aclual health emergency exists in a specific 
country? 

No. HHS will provide expert consultation on the pertinent health issues in that country, 
and it will be up to USTR to decide whether or not a flexible approach to intellectual 
property protection will be applied. 

Will this possibly mean a modification of the TRIPS agreement? 

No. The United St.ates is a signatory to TRIPS, hut we believe that US Trade Law and 
TRlPS are sufficiently flexible to permit sound public health approaches to a given 
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problem in any country with whom the U.S. is a trading partner. We believe that public 
health policy and intellectual prope1ty protection can he mutually supportive. 

Who will actually provide information to the USTR on health-related trade issues i' 

The Department will draw on expertise from various HHS agencies in consultation with 
multi-lateral partners. The review and response will be coordinated through the Office of 
international and Refugee Health, a staff office to the Secretary. ll is likely that CDC, 
NIH, HRSA, and FDA will be the main sources of expertise. 

Was the recent agreement worked out with South Africa a result ofa consultation process 
between USTR and HHS? 

No. The USTR acted independently in the case of South Africa. However, it was as <.t 

result of the recent events in South Africa that the need for health input in trade policy 
became apparent. 

Could outcomes resullingfrom USTR requests to l/l/S related to international trade 
policy affect domestic issues? 

It is possible that certain of the problems identified as emergencies abroad may be simil!:!r 
lo those found in. this country. However, the so1utions are likely to be quite different, and 
we do not anticipate that decisions made by USTR in Ute consideration of health 
emergencies in other countries will be applicable here in the United States. 

it is likely that many nations will consider many differellt problems as health 
emergencies. Will there be a separate office sci up in HHS to handle the subsequent 
consullalion requests from ·usTR? 

No. At this point, HHS will provide analyses on an ad hoc basis and then later determine 
if additional resources will be needed to respond to requests from USTR. We arc 
announcing today the intention to work together, and we are currently developing the 
review and response process. 

What will constitute a public health emergency? 

As we have stated, we have aiu1ounced our intention to develop a process of responding 
to USTR requests for infom1ation. We will be working on this process with USTR in the 
coming weeks. 

What will be the impact of this consultation process be on the Nlll 1s policies for 
prolection of US-developed intellectual property and its' licensing to private parties? 

None whatsoever. 
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What are the implications of the agreement between USTR and HHS? 

o Under this new arrangement there will be a more directed interaction between USTR and 
HHS ~n health-related intellectual property issues. 

o When a foreign government expresses concern that U.S. trade law related to intellectual 
property signi licantly impedes its ability to address a health crisis, USTR will seek 
substantive information from HHS on the health conditions prevailing in that country. 

o This will enable USTR to ensure that the application of U.S. trade law related to 
intellectual properly, consistent with international trade treaties, is sufficiently flexible to 
respond to public health crises. 

Question: Docs this menn USTR is globalizing its recent underslauding with South 
Africa? 

Answer: 
o Through consultations with HHS, USTR will ensure that the unique health demands of 

individual nations are given careful consideration in the application of U.S. trade policy. 

n We will make determinations on a case by case basis after a thorough analysis of each 
individual situalion once a foreign government has expressed concerns to us. 

Question: What was the understanding with South Africa? 

Answer~ 

o Under the understanding both governments reaffirmed their shared objective of fully 
protecting intellectual property rights under the WTO TRIPS Agreement:, while 
addressing the health issues identified by South Afric~2his will permit South Africa to 
engage in compulsory licensing, parallel importing(ili"rer a/ia,-COnsisLent with 1.::xi!:iting 
international trade law. ~----·-_../ 

Question: What is the Administration's response to claims that the TRIPS Agreement 
should be amended because it conflicts with developing countries' efforts to address health 
issues? 

Answer: 
o We do not believe that TRTPS interferes with health policy. Tn fact, HHS and USTR 

agree that sound public health policy and intellectual property proler.:tlon arc mutually 
supportive. As seen in the case of South A fiica, TRIPS allows the flex i bi Ii iy for 
developing countries to respond to public health crises. 
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Question; What is the U.S. view of proposals to patents on drugs designated hy the 
WHO as essential drugs? 

Answer: 
o We oppose proposals to deny patents on drugs designated by the WHO as t:sst:nlial. The 

vast majority of the drugs designated as essential by the WHO are not under patent 
anywhere in the world. -~:wfy-.~aklel prote~tigft is not standing i11 the wuy of access ta 
these e<:~ent iat drngs. 

Question: We understand that the Thai Government is under pressure to issue 
compulsory licenses on HIV drugs such as ddl. 

Answer: 
o The Thai Government has not approached us about the situation you describe. If the Thai 

Government does indeed approach us on this issue, USTR wlll certainly consult closely 
with them and with HHS before determining the best course of action. 

Question: Isn't it true that the USG imposed trade sanctions on Thailand in 1998 
becau~e it attempted to reduce the costs of medicines? 

Answer: 
o Recently there have been articles stating that Thailand enacted a patent law in 1992 in 

response to U.S. threats to restrict trade preferences. 

0 

- ~Jin 1993 the USG restored certain trade preferences to Thailand that had been 
revoked in 1 CJRR, pursuant to U.S. trn.de law. over concems about the fack of 
intellectual property protection in Thailand. 

imports o Thai wood product~ jewelry. 
ll has a~bccn inaccurately st.at d that the USG in 1 98 threatened to increase tariffs on 

- In;~act, in 199~, the USG
1
md hail~nd agree to a ~ostly copyri~ l oriented 

aclton Ian which served as the basis for the restor tion of dutyfree reatm t or 
i;hai w~od furniture 3?,a jcwelr Thailand greed lake step to c 1ply feit its 
'Li.RI.PS bligations, ; eluding to iminate RIPS in nsistcn - comp ~.lice 'n 
I , . . 

wov1s101 . 
This actio in 1 
fevoked i11 

hailand (mentioned above) that had been 

0 Tt is important to note that the 1998 IPR action plan and restoration of certain benefits as 
the USG's attempt to focus the Thai Governments attention on the growing 1P problem 
and to promote cooperation between our govenuncnts to improve lPR protection. 
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Press Release on USTR Letterhead USTRIHHS draft 11/24/99 

THE PROTECTION OF INTELLECTUAL PROPERTY AND HEAL TH POLICY 

Unite.d States Trade Representative Charlene Barshc:fsky and Heal.th and Human Services 
Secretary Donna E. Shalala today announced their intention to develop B cooperative approach 
on health-related intellectual property matters to ensure that the application of U.S. trade law 
related to intellectual property by USTR remains su:ffic"icmtly flexible to respond to legitimate 
public health crises. In addition, Ambassador Barsh efsky announced the removal of the 
Republic of South Africa from the special 301 '"watd1 list." 

"Recent developments iD. AIDS treatments give us ell hope for helping those already living with 
HIV and for pteYenting new infections by interrupting maternal to. child transmission. The 
challenge of making treatments a viable option for tnose who need tht:m is one that eludes simple 
answers" said Secretary Shalala. "The United Statei will continue to work with its partner 
natioti.s, multilateral organizations, industry, and affected comrmmities to improve access to 
treatment." 

I 

"A m.odem patent system helps promote the rapid innovation. J~velopment. and 
commerc:i~li7~tion of effer.tive s.nd safe drug thc:rap:leS - therapies such as those now being 
de;Jloy.:cl'. irJ ·;h~ war ag:a.ins', HIV/AIDS" said Amba;;sador Barshefsk')'. "Secretary Shalala and I 
believe that sound public health policy and intellect~ propeny prote:ction are, Bild must 
continue to be, rnutUally supportive." 

Recognizing that health emergencies may require SJiecial measmes, USTR and l-lllS are working 
together to establish a. process for analyzing and ev~1luating the health issues that arise in the 
application ofµ.s. t:rade-related intellectual property law and policy. When a foreign 
government expresse..s concern that U.S. trade law 11:lated to intellectual property significantly 
impedes its ability r.o address a health crisis in that c:ountry, USTR will seek and give full weight 
to the advice ofllliS regarding the he-.alth considerations involved. Th.is process will permit the 
application of U.S. tra.d.e-rcl11.ted intellectual property law to reme.in sufficiently flexible to react 
to public health crises brought to the attention of UHTR. It ~ll also ensure that the minimum 
~tandards of the WTO Agreement on Trade-Related Aspects oflntelkctual Property Rights 
ITRIPS) are respected. · 

TRIPS provides minimum st.andUds for protecting :l.ntellectual property rights. For example, 
TRIPS requires WfO membei;s to grant time-limited exclusive rights through patents, while 
permitting use without the authorization of the right holder (e.g .• compulsory licensing) under 
certain limited circumstances and conditions. The provisions of the TRIPS Agreement are being 
phased-in over time. January 1, 2000, is an Uz:lportant implementation date for dcvoloping 
countties. The Agreement takes !pecilll note of the least-developed countri~; obligations on 
these countries generally do not apply until 2006. 

.:I.:l'Vl.S .:ID d3IH:l 
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Ambassador Barshefsky also announced that she is removing South Africa from the special 301 
"watch list." Th~ recent bilateral understanding developed with South Africa illustrates the 
complementary nature of sound pu.blic health and btellectual property polii:::ies. Under the 
September 17, 1999, Wlderstanding, both 0o¥enunents reaffirmed their shared objective of fully 
protecting intellectual property rights under the WrO TRIPS Agreement, while addressing the 
hc:alth issues identified by South Africa. South A.fiica agreed that it would addzess health needs 
in a manner that fully protects intellectual property rights.· Ambassador Barnhefsk:y took this 
action as a result of this understanding, as well as other steps South Africa has and is taking to 
improve further the protection of intellectual prope:fy. 
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Qu•tion~ How doer tills maanc:eme11t wttlt HRS ch.anp tbt11p'! 

• 

• 

• 

Under this new arrangement thc:rc will be a 111ucJi more intensified interact;art ocl:9roen 
USTR. and HHS health·relatd 1nt.ellcctua1 prupe.rty issues. 

When a fore:ign govcmmant expresses col\eein that U.S. trade law retaied. to intellectual 
property 1i,gnif1emUy :imJ:lllldcs ib; ability to .acldres& a health ~S. USTR 'larll111Cek 
mbst.artti"e infonnation lrmn. HHS c:in. the heii1lth ~ondition.~ ~:ailing in that e1011ntry. 

This will Cllllltle USTR to ensure that the 3J"J'l'j~atiu.a of U.S. trade law n:lated tn 
intelleehlal J'roperty is 'uftlcicmly flexible to rl!Z.'!pand to legitimate pW,1ic he.zlth crise!i. 

Qa,tltioa: Dea this me:u US11l a. .. zlnhalb:ia 11" lb; ""ecent 11ndentaBdla1 with South 
Aft-lea? 

• It Jnelll"J.S tbaf: tlvvugh our c:ansulwiona with. t!tHS ..,111...,;Jt detcnninc if the South Afric:..a. 
type of understanding ts w;uranted with other i:ountic:s. 

We will make thj5 detemti11ation on .ii. case 'by case basili after a fhcrough analysis of ~h 
individual situation once a fotcilb gg""""""111ertt has eqJteSlicd concemis to us. 

Qaatlon: "What was the and.e.ratu.dlat _. Sunrh Atrlr.a? 

• Undet the understandlag bath govcrnmd'lt1 T'f!l11ffirmed. tbeir l5han:d objective of ft.Illy 
l'!'C11Xtblg i11tellc:ct11al ptq>erty rights \1Ddc!'ib1: "\Vl'O TltIPS Awumcnt, v.thile 
addres1ing the health INiUD idcrrtiftcd by SouU1 Afiie11. ~.d..u~ci--th~d~ 
~~eedUn-... ~t-fi..ltt~aifttellCG.tuat-pn>pctt)t..~ 

Que.don: Wb•til& the A.d111lnt11nat1on'1 n1pou11e tu cJal1111 that tbe TRIPS Agreemat 
••a11ld be a111endld because ft eoaftl1:1:111fidt U\lelapinJ coaab'iea efl'o111 to 
•ddns1 brlllth ts•cs7 

• Fi1'$it, we reject tkc notion that TRIPS in anywa:r intmeres "1itfol lllOmld health policies. Jn 
fad. HHS and USTR are in total agreement that sound public health policy and 
intellectual pl'Dpaty protec:tio1:1 arc mutuaJJy supparri~. Withnut IP prot~llDT'J, the 
in.ccnti.vc to ~te 111r1etvative 12cW drugs is seriously thrcatc:nod. 

Sacand.. ii c:am:1ot be cstabhshed th.:at TRIPS has hid a negative impact on deYelaping 
.:guntrieri eROrti:. to lddre&s health crises, devefopi.ng o:runtries .at£ not even obligated to 

implc:ment TRIPS until January 1. 2000. 
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• Ma11y coumriei; thu ara facU.g health cri11e11 clo Plot o.ffEf p;dent pratc:c:tion for 
pharmaccuti.:;;111.:i. thcrcfon: pale1\tprgtection :.ari hardly be the: QMac of the jnoblem. 

Qaesttoa: Wll1t is tile U-S.. "ll'te ... or proposals M patent! OD drap desipataf b:y tb~ 
WHO as cueatfal dnagli? 

• The Thai Government bu llot _.prva.chcd Uii ••hour the &ituat.i.on yo" dacribi;. 

When and if the Thai Govanment 2J'Proache1 us on th.ls issue. "lllE -.rill certainly ecnsu.1.1 
doscly-ith tncm and HHS to dctermirae the 'best cmnc cfactioft. 

Que1t:1an: lsn't it true t11at the IJSG ltnpo111d trade 1a11ctto111 an Thaflud In 1998 
because it attempted red11n tbc custa uf medit:Jau? 

Recently thr;n hii.vc hem articles stating that lhailand etiacted a pa1ent law in 1992 in 
response to U.S. thrf;ats to restrict trade premwmees. 

In f.acl in 1§193 t.he USG rescored cilldain trade preferences to Thailand that had 
b8en ~oked in 1'81. pursuant to V.5. 1radc taw, over 1,;gncoma about thi: i.ck of 
~ntellecrual prvpc:zty protection in Thailand 

• Tt hu also been maccun.tely stata! t'lu.t the USG in 1998 '"thre~tened to inc:rsast: tariffi; on 
imJ"Ofts of Thai wood pnxta~s and jcweh)'. •· 

In tact, in 1998 the USG artd Tb.ail.and .1.gr1:1ed to a mostly cop)'right ori°'ted "'IPR. 
a.crion pan"' whi~h served ii.Ii thu b•is fi:>r the ~toratiOTI of duty-&ee ttu1:1ru:nt fOr 
T'haj weod furniture: andjew.,1ry. Thmlland. ~d to take~ to c<'mplywith it 
TR.IPS obligations. including to eliminate TRIPS inconsistent ccmpulsa:ry 
hc;main& provil!iicns. 

This actiaa in 1998 rc~rcd benefits to Thailmd (mentioned above) that had been 
revoked in 1988. 

BLO·~ ~D/8D'd D&D-~ 
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Jt is impaftlnl to note 'that the 1998 .. IPR Act~on p!~rf· and tcstofation of certain benefits 
was the: USG's 3ttempt to focus the Thai go1~·1i attention an 1be growing IP 
PrObli:rn and to pramch! coopention bet"W'Bli!ll.t our govcrtuttc:nt to irnprove IPR prMection . 

. ,, ..... , 



Thomas M. Rosshirt @ OVP 
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Record Type: Record 

To: Sandra Thurman/OPD/EOP 

cc: 
Subject: VP's remarks on AIDS 

Sandy: 
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On Thursday in South Africa, the Vice President gave a very moving answer to a question on AIDS 
in at his press conference with South African Deputy President Thabo Mbeki. The passion of his 
response doesn't come through in the text with the same power as it did in delivery, but I thought 
nonetheless you might like to see the remarks, and might have a few ideas for pushing them out. 

Tom 

Gore: If I could respond also. In the United States of America, the AIDS epidemic really began to hit 
home around 1981. Our national leaders did not really raise the alarms at that time. There are many 
reasons for it; I won't go into it lest my comments be misinterpreted. The point I'm trying to make is a 
simpler point; we did not ring the alarm bells. Our national leadership did not raise the roofs in trying to 
alert people to what was going on. It took some time before that happened. Now, finally, we have begun 
to see a little bit of progress, but we're not out of the woods yet. Here in South Africa this epidemic, 
which is really a pandemic, has hit with hurricane force. South Africa is blessed with a leader in Thabo 
Mbeki who has been speaking out forcefully, boldly and often. In order for South Africa to tum the 
comer, his leadership must be joined with leadership from every sector of society. Piease forgive me, as 
a non-South African, for speaking in this way about a matter affecting your country. I'm wearing this pin 
because my friend, Thabo Mbeki, gave it to me this morning after a very lengthy conversation we had 
about HIV/AIDS last night. This is a crisis for South Africa. Listen to what Deputy President Mbeki is 
saying and ask the leaders of entertainment and sports and business and labor and every sector of 
society: Why aren't you also adding your voice to that of the Deputy President? Minister Zuma has been 
leading the way. Our Surgeon General, David Satcher, engaged in a very interesting and illuminating 
discussion with her in our Commission meeting today. Secretary Shalala, from the United States, has 
been actively involved in the health committee's wor1c as well. This is a problem that must be faced at a 
new level of urgency. And by the way, it is not only in South Africa. South Africa keeps good statistics. 
Neighboring countries may not in the same way. This is a regional epidemic and a worldwide pandemic 
that must be faced with the kind of urgency that Deputy President Mbeki has been bringing to it. 
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May 10, 2000 

EXECUTIVE ORDER 

Immediate Release 

THE WHITE HOUSE 

Off ice of the Press Secretary 

May 10, 2000 

EXECUTIVE ORDER 

ACCESS TO HIV/AIDS PHARMACEUTICALS 
AND MEDICAL TECHNOLOGIES 

E'or 

By the authority vested in me as President by the Constituti,~n and the 
laws of the United States of America, including sections 141 and chapter 1 
of title III of the Trade Act of 1974, as amended (19 U.S.C. 2171, 
2411-2420), section 307 of the Public Health Service Act (42 u.s.c. 2421), 
and section 104 of the Foreign Assistance Act of 1961, as amended (22 
u.s.c. 215lb), and in accordance with executive branch policy on 
health-related intellectual property matters to promote access to essential 
medicines, it is hereby ordered as follows: 

Section 1. Policy. (a) In administering sections 301-310 of the 
Trade Act of 1974, the United States shall not seek, through negotiation or 
otherwise, the revocation or revision of any intellectual property law or 
policy of a beneficiary sub-Saharan African country, as determined by the 
President, that regulates HIV/AIDS pharmaceuticals or medical technologies 
if the law or policy of the country: 

(1) promotes access to HIV/AIDS pharmaceuticals or medical 
technologies for affected populations in that country; and 

(2) provides adequate and effective intellectual property protection 
consistent with the Agreement on Trade-Related Aspects of Intellectual 
Property Rights (TRIPS Agreement) referred to in section lOl(d) (15) of the 
Uruguay Round Agreements Act (19 U.S.C. 35ll(d) (15)). 

(b) The United States shall encourage all beneficiary sub-Saharan 
African countries to implement policies designed to address the underlying 
causes of the HIV/AIDS crisis by, among other things, making efforts to 
encourage practices that will prevent further transmission and infection 
and to stimulate development of the infrastructure necessary to deliver 
adequate health services, and by encouraging policies that provide an 
incentive for public and private research on, and development of, vaccines 
and other medical innovations that will combat the HIV/AIDS epidemic in 
Africa. 

5/15/00 2:24 PM 
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Sec. 2. Rationale: (a) This order finds that: 

(1) since the onset of the worldwide HIV/AIDS epidemic, approximately 
34 million people living in sub-Saharan Africa have been infected with the 
disease; 

(2) of those infected, approximately 11.5 million have died; 

(3) the deaths represent 83 percent of the total HIV/AIDS-related 
deaths worldwide; and 

(4) access to effective therapeutics 
for HIV/AIDS is determined by issues of price, health system infrastructure 
for delivery, and sustainable financing. 

(b) In light of these findings, this order recognizes that: 

(1) it is in the interest of the United States to take all reasonable 
steps to prevent further spread of infectious disease, particularly 
HIV/AIDS; 

(2) there is critical need for effective incentives to develop new 
pharmaceuticals, vaccines, and therapies to combat the HIV/AIDS crisis, 
including effective global intellectual property standards designed to 
foster pharmaceutical and medical innovation; 

(3) the overriding priority for responding to the crisis of HIV/AIDS 
in sub-Saharan Africa should be to improve public education and to 
encourage practices that will prevent further transmission and infection, 
and to stimulate development of the infrastructure necessary to deliver 
adequate health care services; 

(4) the United States should work with individual countries in 
sub-Saharan Africa to assist them in development of effective public 
education campaigns aimed at the prevention of HIV/AIDS transmission and 
infection, and to improve their health care infrastructure to promote 
improved access to quality 
health care for their citizens in general, and particularly with respect to 
the HIV/AIDS epidemic; 

(5) an effective United States response to the crisis in sub-Saharan 
Africa must focus in the short term on preventive programs designed to 
reduce the frequency of new infections and remove the stigma of the 
disease, and should place a priority on basic health services that can be 
used to treat opportunistic infections, sexually transmitted infections, 
and complications associated with HIV/AIDS so as to prolong the duration 
and improve the quality of life of those with the disease; 

(6) an effective United States response to the crisis must also focus 
on the development of HIV/AIDS vaccines to prevent the spread of the 
disease; 

(7) the innovative capacity of the United States in the commercial 
and public pharmaceutical research sectors is unmatched in the world, and 
the participation of both these sectors will be a critical element in any 
successful program to respond to the HIV/AIDS crisis in sub-Saharan Africa; 

(8) the TRIPS Agreement recognizes the importance of promoting 
effective and adequate protection of intellectual property rights and the 
right of countries to adopt measures necessary to protect public health; 

(9) individual countries should have the ability to take measures to 
address the HIV/AIDS epidemic, provided that such measures are consistent 
with their international obligations; and 

5115100 2:24 PM 
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(10) successful initiatives will require effective partnerships and 
cooperation among governments, inter-national organizations, 
nongovernmental organizations, and the private sector, and greater 
consideration should be given to financial, legal, and other incentives 
that will promote improved prevention and treatment actions. 

Sec. 3. Scope. (a) This order prohibits the United States Government from 
taking action pursuant to section 301(b) of 
the Trade Act of 1974 with respect to any law or policy in beneficiary 
sub-Saharan African countries that promotes access to HIV/AIDS 
pharmaceuticals or medical technologies and that provides adequate and 
effective intellectual property protection consistent with the TRIPS 
Agreement. However, this order does not prohibit United States Government 
officials from evaluating, determining, or expressing concern about whether 
such a law or policy promotes access to HIV/AIDS pharmaceuticals or medical 
technologies or provides adequate and effective intellectual prop1~rty 
protection consistent with the TRIPS Agreement. In addition, this order 
does not prohibit United States Government officials from consulting with 
or otherwise discussing with sub-Saharan African governments whether such 
law or policy meets the conditions set forth in section l(a) of this order. 
Moreover, this order does not prohibit the United States Government from 
invoking the dispute settlement procedures of the World Trade Organization 
to examine whether any such law or policy is consistent with the Uruguay 
Round Agreements, referred to in section lOl(d) of the Uruguay Round 
Agreements Act. 

(b) This order is intended only to improve the internal management of 
the executive branch and is not intended to, and does not create, any right 
or benefit, substantive or procedural, enforceable at law or equity by a 
party against the United States, its agencies or instrumentalities, its 
officers or employees, or any other person. 

THE WHITE HOUSE, 
May 10, 2000. 

WILLIAM J. CLINTON 

# # # 
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In September, USTR announced that we had reached a common understanding with 
South Africa which resulted in the setting aside of long-held differences related to patent 
protections for intellectual properties as they pertain to pharmaceuticals. At the center of 
the debate was South Africa1s intent to implement compulsory licensing and parallel 
importation of pharmaceuticals to expand access to affordable medicines. USTR has 
generally opposed these practices believing they infringe on the rights of patent holders 
and undercut ec.onomic incentives for the development of new drugs. 

South Africa reaffirmed that any future use of these practices would be in full 
compliance with its obligations under the WTO's Agreement on Trade Related Aspects 
of Intellectual Property Rights (TRIPS). In light of South Africa's unique circumstances, 
including the immediate dire impact of the HIV/AIDS crisis, USTR agreed to voice no 
further objections to South Africa's intent to implement these practices. 

Public health organizations and activist groups seized upon this issue and are currently 
demanding that USTR lift its opposition to these practices for all nations. Until now, 
USTR recognized the South Africa solution as a special case, which required special 
measures. Yet in conjunction with the framing of the resolution of our difference with 
South Africa. USTR sought to develop a cooperative approach with HHS concerning 
health-related intellectual property matters to ensure that the application of U.S. trade 
law and policies remain sufficiently flexible to respond to legitimate public health crises. 

On December 1st, USTR and HHS will jointly announce the results of their efforts. The 
agreement reached between the agencies calls for USTR to consult with HHS, when a 
foreign government expresses concern that U.S. trade law or policy related to 
intellectual property significantly impedes its ability to address a health crisis. USTR 
pledges to seek and give full weight to the advice of HHS regarding the international 
health considerations involved. While this approach was developed specifically with the 
global HIV/AIDS crisis in mind, it is not limited solely to addressing that crisis. 

Compulsory Licensing - refers to the use of a patent without the authorization of the 
patent holder, including use by government or third parties authorized by government. 
TRIPS imposes a number of specific and restrictive obligations related to compulsory 
licensing. 

Parallel Importing - refers to the importing of genuine products without the authorization 
of the patent holder. Parallel importing permits the importation of a good from any 
authorized distributor worldwide, rather than limiting transactions solely through a single 
authorized distribution channel. 

141001 
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KHOMSAN SANG-SUE-MOON 

Age: 14 years 

Address: 7/1 Baan Mae Kee, Moo 3, Pa Sang Sub-District 
Mae Chan District, Chiang Rai· Province 57110, Thailand 

Both parents died of AIDS. Khomsan now lives with his uncle and 

is in Grade 8 (the second year of secondary school) . Khomsan 

represents not only a case of AIDS orphan but also of a child 

from broken family. He, however, has a very good support from 

his uncle. He is supported by UNICEF through their district-

based project for caring for children affected by AIDS. 
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Author: 
Date: 

Abigail Bing cabing@fenton.com> at Internet 
18/08/1999 6:32 PM 

Normal 
TO: nhlca@aol.com at INTERNET, Graciela Hall at UNHQ16, puiccij@un.org- at INTERNET, 

ddesantis®unicef.org at INTEIWET, jcarmichael®unicef .org at INTERNET 
CC: mark@[l99.245.22.2] at INTERNET 
Subject: Precious Thomas 
------------------------------------ Message Contents 

Hello, 

FYI, below find a Washington Post feature article from today, reporting on 
the life of Precious Thomas - the 8 year old girl who will participate in 
the World AIDS Day event at the ON. She sounds like an amazing person who 
will add significantly to the event. 

A Precious Child With a Special Burden 

me sick." 

mother, Rocky 

By Lisa Frazier 
Washington Post Staff Writer 
Wednesday. August lS, 1999; Page Ai 

Precious Thomas was 2 years old 
and too tiny to reach the 
microphone from her seat next to 
the disc jockey at a D.C. gospel 
radio station. 

Looking like a pretty brown doll in a 
frilly dress. matching hair bows and 
socks, she climbed onto her 
mother's lap, donned a headset and delivered her speech. 

"I have a bad bug in my body," .she began. "The bug makes 

It was the first time that Precious, who lives with her 

Thomas, in District Heights, talked publicly about life 
with HIV, the virus 

that causes AIDS. But on that Sat.urday morning in l5193, 

t:he articulate 
child with the frightening, fatal illness started down 

the road to an unlikely 
kind of celebrity. 

In the Washington area, Precious, now 8, has become the 
public face of 

children with AIDS. With her hair pulled into thick, 
black twists and her 

narrow face framed by wire-rimmed glasses, she has 
appeared on posters 

and postcards. She has been .swooped into the arms of more 
politicians, 

entertainers, activists and at.hletes than she can 
recognize. Speaking 

requests are so frequent that she has red-and-white 
business cards. 

l{fj UUJ 
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Precious is in demand, in part, because. she is Afric:an 
American- HIV and 

AIDS have spread rapidly and disproportionately among 
African 

Americans, and nowhere is the ga.p more evident. t.han among 
the children 

younger than 12 who have been infected. 

Children make up a small percent.age of the total AIDS 
caseload. But of 

the 4,358 AIDS cases reported among children younger than 
12 in the 

United States through December 1998, nearly 57 percent 
were among 

African Americans_ Tw~ty-thre.e percent were among 
Hispanics_ 

In the District, the proportions are even more etar1:1ing. 
All but three of the 

168 AIDS cases reported among children in the same time 
frame were 

among African Americans_ 

As with adults, new medical treatments have extended the 
lives of infected 

children- With a new regimen tha.t involves giving the 
drug AZT to 

pregnant women infected with HIV, fewer children have 
been born with 

the virus in recent years_ 

But despite laws designed to prevent the isolation and 
harassment that 

made headlines in the 1980s, the disease still carries a 
dreaded stigma. In 

many families, the secret is often guarded so closely 
that the truth is hidden 

even from the infected child, medical professionals say. 

Secrecy was not in Rocky Thomas's nature. 

When she learned that the l-year-old girl she planned to 
adopt was 

HIV-positive, she shared the burden with family, friends 
and church- She 

also taught Precious about the ''bad bug." 

"When they're sticking her and taking her blood, she 

needs to know 
what's happening to her," Thomas said. 

Part of Precious's appeal is this: Her innocence ca:n 

soften even the most: 
judgmental hearts. She can win access t.O places where 

talk of HIV and 
AIDS are generally off-limits -- such as African AmE!rican 

churches. 

Ask Precious why she gets so much attention, and she will 

tell you. 

"Because I have HIV, and I talk about it," she said .. 
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But sometimes, the load can get pretty heavy for an 
s-year-old girl who 

can't: help wondering whether she will have a future. 

A Loving Home 

"You forgot: somet:hing, little girl," PaPa said, as 
Precious dashed into her 

family's apartment from school and headed t:o the 
refrigerator. 

Dressed in blue shorts and a white shirt, her school's 
summer uniform, she 

rushed to the dining room table, threw her arms around 
his neck and 

pressed her face against: his. 

PaPa is 77-year-old Nathaniel Walker, who shares a Prince 
George's 

county apart:ment: near the Dist:rict: wit:h ~recious and his 
granddaughter, 

Thomas. 

Named Sheree Marbella Henson at: birt:h, Precious was 2 
weeks old 

when her drug-addicted birth mother handed her to 
Walker's daughcer, 

Linda, at the time also a drug addict. 

Nathaniel Walker felt: sorry tor the premature baby. He 
often drove to his 

daughter's home, wrapped the child in blankets and took 
her home with 

him. He and Thomas kept her for days at a t:ime. One day, 
Thomas just 

never sent her back. 

"It's hard to believe I could fit that little girl :right. 
here when we first goc 

her," Walker said, extending his right. hand as if tr:> 
cai:ch a ball. 

Thomas was a newlywed who lived with her grandfather and 
four children 

-- two stepchildren and two cousins she was helping to 
raise. 

With brown skin and deep brown eyes, the new baby was 
pretty and 

precious. So that's what everyone started calling her. 

For Precious•s first birthday, Thomas, a beautician, 
planned a Saturday 

bash. She bought balloons and favors, sent invitations 
and ordered a cake. 

But the day before the party, an aunt who was 
baby-sitting Precious 

called from a hospital emergency room. Precious was sick. 

Thomas rushed to her adoptive daught:er•s side. Four of 
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he~ customers --
some with hair still wet -- tagged along. Precious had 

pneumonia. The 
next week, Thomas learned that Precious was infected with 

HIV. 

"I was numl:i," Thomas said. "All I could think about was 
death." 

A less committed adoptive mother might have backed out of 
the child'5 

life. Ini;;tead, while Precious was in the hospital, Thomas 
finalized the 

adoption. 

In an odd way, Thomas had been prepared for this day. On 
t:elevision 

once in the late 1980s, she had seen Hydeia Broadbent, a 
beautiful 

African American child, then about s. with puffy chE~eks 
and a frilly lace 

dress. Hydeia, who has AIDS, spoke eloquently about the 
"bad bug" in 

her body. 

Thomas had never seen an African Arn12rican parent or child 
speak out in 

such a way. Hydeia and her mother left an impression, and 
Thomas 

eventually became friends with t.he BroadbenLs. 

In her first few years of battling the disease, Precious 
was in and out of the 

hospital regularly. Doctors prescrib@d a liquid form of 
AZT, a bitter elixir 

that Precious strongly disliked. To help make the routine 
easier, family 

members would gather around Precious, clap and sing: 
"Medicine time, 

medicine time, Precious, it' a yciur medicine time." 

"She'd take her medicine and start clapping, 11 Thomas 
recalled. 

By age 2, curious and smart, Precious was learning to 
read. She 

memorized easily. She could recite the 39 books of the 
Old Testament 

and the parts of the digestive system. She also could 
explain that the "bad 

bug" was destroying her immune system. 

That amazed Tracy Morgan, a gospel radio announcer, who 
stopped by 

Thomas's home one day in 1993 to get her hair styled. She 

knew little 
about AIDS, but Precious made her want to learn. 

"No one in my family ha~ experienced it," Morgan said. 
"Then she came 

into my life. So, I began educating myself and pretty 
much became a voice 

lf!J UUD 
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speaking about it on the airwaves myself." 

Before leaving that day, Morgan had some advice for 
Thomas: 11 We have 

got to get this child into the churches and on tile 
radio," she said. 

A Special Child 

The glittery phase of the little girl's journey has been 
recorded in a blue 

plastic scrapbook: 

Pictures with President Clinton, civil rights icon Rosa 
Parks, Attorney 

General Janet Reno, Nation of Islam leader Louis 
Farrakhan and NFL 

quarterback Warren Moon. Backstage meetings with 
entertainers Patti 

LaBelle, Lola. Fa.lana and Brian McKnight. Dinner with the 
late singer 

Phyllis Hyman. 

It all began with the radio interview Morgan set up. 
Precious was invited 

to speak at one church, then another. AIDS organizations 
began calling. 

"Hello, my name is Precious Thomas," she would say, 
opening her speech. 

"I a.rn special for many good reasons. I am a child of God. 
My family 

loves me very much, a.nd I am a beautiful, proud African 
American young 

lady. I am also special for one not-so-good reason. I am 
HIV-positive. 1• 

At first, Thomas rarely turned down invitations. Like the 
Broadbents, she 

wanted Precious to raise awareness about HIV and AIDS, 
especially 

among African Americans. 

"I took a stand," she said. 11 ! saw children in the 
hospical who were 

absolutely isolated. I couldn't do that to her. If you 
were going to be part 

o! her life, you were going to be pa.rt of her life, 
whether she had the virus 

or not. I have never regretted that decision." 

Besides, she said, Precious seemed comfortable in the 
spotlight. But at 

times, the girl couldn't help acting her age. 

During a speech before the Congressional Black Caucus 
last: year, 

Precious revealed that she was taking a serum that had 
not been approved 

by the Federal Drug Administration. The serum, she said, 
had improved 

lffl uu ( 
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her health_ Reporters gathered around her for a comment. 

As the media geared up for a profound sound bite, 
Pr2ciaus flashed her 

eyes at Thomas and said: "Mammy, I just n@ed to go t.o the 
bathroom." 

The interview was done. 

Many groups have been charitable ta Precious. The 
Children's Miracle 

Network sent her ta Disney World. The Make-a-Wish 
Foundation gave 

her a birthday party at a Lanham restaurant and sent h@r 
and six family 

members on a Disney cruise ta the Bahamas in J\l.ly. 
Precious also was 

chosen ta attend Camp Heartland, a safe haven outside the 
Twin Cit.ies in 

Minnesota for children affected by AIDS. 

But these days, Thomas says "no" more often ·ta speaking 
requests. She 

set up a trust fund far Precious and bought businesi; 
cards that list the child 

as a motivational speaker. Without a job or support from 
her ex-husband, 

Thomas said, she struggles to pay her bills. 

She gave up her beauty business, she said, because i:aring 
for Precious is 

a full-time job. Precious is enrolled in a clinical drug 
t.rial at the National 

Institutes of Health in Bethesda, and the two of them 
frequently spend a 

week at a time there. 

''Na institution in the world is going ta understand that 
every time my baby 

is sick, I have to go," Thomas said_ 

But Thomas and her friends say that some groups and 
individuals have 

taken advantage of Precious. Last year, a church 
advertised tha~ a gospel 

concert would benefit Precious, but she never saw a dime, 
Thomas said. 

"All we get is promises," Thomas .said. "I try to do 
things with Precious to 

let her help t.his one or that one, but who's helping her?" 

Precious receives Social Security, which helps t.o Cc)v~r 

her private school 
tuition and dance lessons. 

Far the past year, Precious has been energetic and 
healthy. On any given 

afternoon, she is romping in the playground behind the 
apartment, climbing 

up and dawn the tap bunk in her roam, running chraugh the 
house -- all 

lf!J uuo 
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activities she could barely handle last summer. Small for 
~ Pter age, she 

wears a girl's size 5. Last sunnner, a toddler's size 4 
was baggy. 

Precious knows how to take her own medicines, a handful 
of pills five 

times a day -- at 5 and 7 a.rn. and 3, s and ll p.m. "I 
have gotten used to 

it," she says. 

But how long the child can survive is uncertain. 

"We have many, many kids born with HIV, living into t:heir 
teens and 

beyond," said Pauline Thomas, coordinator of the 
Pediatric HIV/AIDS 

surveillance Project for t:he New York City Department: of 
Health. "The 

kids benefit from new treatments. But we don't know yet 
what their 

survival rate is." 

When asked about her fears recently, Precious, who had 
been playful just 

minutes earlier, got quiet. 

"I don't like to bring it up," she said, standing in the 
parking lot outside her 

question on the 

asked. 

pavement. 

Abigail Bing 
260 Fifth Avenue 
Tenth Floor 

home. "I don't want to sa.y it.'' 

She studied her feet:, t:wirled her thumbs. She turned the 

one who asked it: 

"If you had HIV, what would be the scariest thing?" :!:;he 

Silence. 

"People die from it," she said finally, staring at the 

She never looked up. 

1999 The Washington Post Company 

Back to the top 

New York, N'f iooo1 

Tel: (212) 504-5024 
Fax; (212) 504-5045 
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Sandy, attached is the draft USTR/BHS press release. As we discussed, l'd appreciate it if you 
did not share thi.s outside the government before the event. I spoke with Tom Novotny at HHS 
today and he will call you on Monday. Claude Burcky and 1 will be in Seattle next week and will 
be staying at the Madison Renaissance (206) 583-0300. We should also be reachable on Internet 
e-mail Jpaoovi~l1(!;hustr. go'i and cburcl~:!.Pustr.gov. If cell phones will be working in Seattle, 
Claude can be reached at 202-329-7289. 
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Press Release on USTR Letterhead 

JUE PROTECTJON OF lNTELL.~:CTUAL PROPERTY AND HEALTH POLICY 

United States Trade Representative Charlene Barshefsky and Health and Human Services 
Secretary Donna E. Shalala today announced their intention to develop a cooperative approach on 
health-related intellectual property matters to ensure that the application of U.S. trade law related 
to intellectual property remains sufficiently flexible to respond to legitimate public health crises. 
In addition, Ambassador Barshefsky announced the removal of the Republic of South Africa from 
the special 301 "watch list." 

"Recent developments in AJ.DS treatments give us all hope for helping those already living with 
HIV and for preventing new infections by interrupting maternal to child transmission. The 
challenge of making treatments a viable option for those who need them is one that eludes simple 
answers" said Secretary Shalala. "The United States will continue to work with its partner 
nations, multilateral organizations, industry, and affected communities to improve access to 
treatment." · 

''A modern patent system helps promote the rapid innovation, development, and 
commercialization of effective and safe drug therapies - therapies such as those now being 
deployed in the war against HIV/AIDS" said Ambassador Barshefsky. "Secretary Shalala and I 
believe that sound public health policy and intellectual property protection are, and must continue 
to be, mutually supportive." 

Recognizing that health emergencies may require special measures, USTR and HHS are working 
together to establish a process for analyzing and evaluating health issues that arise in the 
application of U.S. trade-related intellectual property law and policy. When a foreign government 
expresses concern that U.S. trade law related to intellectual property significantly impedes its 
ability to address a hea.lth crisis in that country, USTR will seek and give .full weight to the advice 
of HHS regarding the health considerations involved. This process will permit the application of 
U.S. trade-related intellectual property law to remain sufficiently flexible to react to public health 
crises brought to the attention ofUSTR. ft will also ensure that the minimum standards of the 
WTO Agreement on Trade-Related Aspects of lntellectual Property Rights (TRIPS) are 
respected. 

TRI.PS provides minimum standards for protecting intellectual propc1ty rights. For example, 
TRTPS requires WTO members to grant time-limited exclusive rights through patents, while 
permitting use without the authorization of the right holder (e.g., compulsory licensing) under 
certain limited circumstances and conditions. The provisions of the TRIPS Agreement are being 
phased-in over time. January l, 2000, is an important implementation date for developing 
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countries. The Agreement takes special note of the least-developed countries; obligations on 
these countries generally do not apply until 2006. 

Ambassador Barshefsky also announced that she is removing South Africa from the special 301 
"watch list-" The recent bilateral understanding developed with South Africa illustrates the 
complementary nature of sound public health and intellectual property policies. Under the 
September 17, 1999, understanding, both Governments reaffirmed their shared objective of fully 
protecting intellectual property rights under the WTO TRIPS Agreement, while addressing the 
health issues identified by South Africa. South Africa agreed that it would address health needs 
in a manner that folly protects intellectual prope1ty rights. Ambassador Barshefsky took this 
action as a result of this understanding, as well as other steps South Africa has and is taking to 
improve fi.trther the protection of intellectual property. 

Final Drah l l/23/99 

XVd CJ>: 91 Hid 66/9ZIH 


