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AMY STILWELL 
(202) 395-3230 

THE PROTECTION OF INTELLECTUAL PROPERTY AND HEAL TH POLICY 

United States Trade Representative Charlene Barshefsky and Health and Human Services 
Secretary Donna E. Shal-ala today announced their intention to develop a cooperntiv'e approach 
on health-related intellectual property matters to ensure that the application of U.S. trade law 
related to intellectual propeny remains sufficiemly flexible to respona to lettifnimcte public health 
crises. In addition, Ambassador Barshefsky announced the removal of the Republic: of So um 
Africa from the special 301 ''Watch list." 

•·Recent developments in AIDS 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 treannents 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 panni:r 
nations, multilateral organizations. indu:m)', and affected communities to improve access to 
trearment." 

·•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 HNI AIDS" s11id Ambassador Barshefsky ... Secretary Sbalala and l 
believe that sound public health policy and intellectual property protection are, and must continue 
to be, mutually supportive." 

Recognizing that health emerg~ncies 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 inrellecrual property significantly 
impedes its ability to address a health crisis in that country, USTR will seek and give full weight 
te tnc &liviee efHHS regarding rhe health considerations involved. This process will permit the 
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application of U.S. trade-related imellecrual propeny law to remain sufficiently flexible to re!act 
to public health crises brought to the attention ofUSTR. It will also ensure that the minimum 
standards of the WTO Agreement on Trade-Related Aspects of Intellectual Propeny Rights 
(TRIPS) are respected. 

TRIPS provides minimum standards for protecting intellecrua.l propeny rights_ For i?xample, 
TRIPS requires WTO members to gr:nn time-limited exclusive rights through patents, while 
permitting use without the authorization of the right holder (e.g., compulsory licensin~) under 
cerrain limited circumstances and comlit1ons. The provisions of the TRIPS Agreement are being 
phased-mover time. January 1, 2000, is an important implementation date for developing 
countries. The Agreement takes special note of the least-developed countries; obligations on 
these! countri~s 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 unden;tanding developed with Sourh Africa illustrates rhe 
complementary narure of sound public health and imellectua.l propeny policies. Under the 
September 17, 1999, understanding, both Governments reaffirmed their shared obj~crive of fully 
protecting intellectual property rights under the WTO TRIPS Agreemenr, while addressing rhe 
health issues id~ntified by South Africa. South Africa agreed that it.would address health needs 
in a manner that fully protects intellectual propeny 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 further the protection of intellectual property. 

-30-
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PRESIDENT CLINTON ANNOUNCES NEW COOPERATIVE EFFORT TO 
HELP POOR COlJNTRIES GA..JN ACCESS TO AFFORDABLlt MEDICINES, 

INCLVP~G FOR WV/AIDS TREATMENT 
December 1. 1999 

The President today announced that the Office of the United States Trade Rcpresenrative 
(USTR) and the Depamnem ofHeallh and Human Services (HHS) will develop a cooperative 
approach on healch-rela1cd intellectual propeny mauers consistent with ou.r goal of helping poo.r 
countries gain access to affordable :medicines. Through this approach, we will ensure the 
application of U.S. trade law related to imellectual propeny remains sufficiently flexible to 
respond to legitim11te public health crises. President Clinton also C:illled "LJpon our trading 
partners to join him in this effort. The United States will continue to work with its parmer 
nations, multilateral organizations. indusrry. and affected communities to improve access to 
treannent. 

Poor countries face special challenges providing adequate public health care and gaining access 
to affordable medicines, including those needed to treat diseases such as HIVIAIPS. 

• Under this new arrangement there will be a more direcc interaction between USTR and 
HHS on health-related intellecrn.al property issues. 

• Whe;:n a foreign governmem expresses concern that the application ofU.S_ trade Jaw 
related to intellectual propeny significantly impedes its ability to address a health crisis, 
USTR will seek substantive infonnarton from lllIS on the health conditions prevailing in 
that country. 

• This will enable USTR to ensure that the application ofU.S- trade law related to 
intellectual property, consistent with international trade treaties. is sufficiently flexible to 
respond to public health crises. 

The challenge of improving access to treatments wifhout stifling innovation is one that eludes 
simple answers. A modem patent system helps promote the rapid innovation. development, and 
commercialization of effective and safe drug therapies for diseases such as HIV/AIDS. Sound 
public health policy and intellectual propeny protection are, and must continue to be, mulually 
supportive. The WTO Agreement on the Trade-Related Aspects of Intellectual Propeny Rights 
(TRIPS) allows the flexibilny for all WTO Members to respond to p1.4blic health crises. 

As a related pohcy objective, we continue to assist developing countries create the public health 
. infrasu-ucture that will allow treatments to be utiliz~d effectively.· Treating dis.eases effe<:tively 
requires that developing countries not only make a<!eq"LJate invesunent in prevention efforts, 
clinics and medical equipment, but continuous monitoring of~eannents to ensure that no 
contamination occurs 8Ild that medicines are administered at the time and with the approprune 
dosage. Without such Infrastructure, there is significant risk that pharmaceuticals. including 
antibiotics and HIV drugs., may not be administered to patients correctly. 
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Heath and Trade Announcement 
December 1, 1999 

Question: What are the Implications of the agreement between USTR and HHS'! 

Answer: 

• Under this new arrangement there will be a more directed interaction between USTR and 
HHS on tlealth-related intellectual propeny issues. 

• When a foreign government expresses concern that U.S. trade law related to intellecrual 
propeny significantly impedes its ability to address a health crisis, USTR will seek 
substantive information from HHS on the health conditions prevailing in that country. 

• Tlris will enable USTR to ensure that the applic1:1.tion of U.S. trade law relared to 
intellectual property, consistent with international trade tteatie.£, is sufficiently flexible to 
respond 10 i8§l·fimate public: health crises. 

Question: Does thig mean USTR is globali.zing its recent understanding with South 
Africa? 

Through consultations with HfIS, USTR will ensure that the unique health demands of 
individual nations are given careful consideration in the application of U.S. trade law. 

We will make rhis detennination on a case by case basis after a thorough analysis of each 
individual situation once a foreign government bas expressed concerns to us. 

Question: What was the undersianding with South Africa? 

• Under the understanding both governments reaffirmed their shared objective of fully 
protecting intellectual propcny rights under the WTO TRIPS Agreement, while 
addressing the health issues identified by South Africa. South Africa agreed that it would 
address heahh needs in a manner that fully protects intellectual propeny rights. 

(If Asked) 

This means that if South Africa engages in compulsory licensing or parallel imponing, 
inter aha, it will do so consistent with existing international obligations. 

Question: What i~ the Administration's respnnse to claimii thar the TRIPS Agreement 
should be amended because it coJlflicts with dcvelopiug countries effons to 
address heallh issues? · 

• TRIPS does not interfere with health policy. In fact, HHS and USTR agree that sound 
public health policy and intellectual property protection are mutuaHy si.ipportive. 
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• As seen in the case of South Africa, TRIPS allows the flexibility for developing countries 
to respond to public health crises. 

• Without IP protection, the incenti\te to create innovative new drugs is seriously 
threatened. 

• Many countries that are facing health crises do not offer patent protection for 
pharmaceuticals, therefore patent protection can hardly be the cause of the problem. 

Q11estion: What is tile U.S. view of proposals to patt!Dts on drugs designated by the 
WHO as essential drugs? 

• We oppose proposals to deny patents on drugs designated by the WHO as essential. The 
vast majority of the drugs designated as essential by the WHO are not under patent 
anywhere in the world. C~ p,. r I ;zoeetf!6ti i3 ftEIRlfilidtlig ill dw "fi51 ef aseess m 

,thlilil:i=ff?tl 1'1Kial Eit't:lgs. 

• Senior officials at the WHO do not support this proposal and do not feel it would have 
any positive impact on access to essential drugs. 

(lf Raisc:d), 

Question: What is the U.S. \'iew of the proposal recently made by the EU, Korea, Japan 
and others relating to compulsory· licensiPg for WHO essential drugs. 

• 

• 

• 

We have only recently become aware ofdlis proposal and are still sruc}ying it.· 

We would point out that the TRIPS agreement already allows WTO members co issue 
compulsory licenses under cenain conditions. · 

In addition, we understand that the majority of the drags on the WHO"s list of essential 
drugs are not under patent anywhere in the world. 

Question: We understand the Thal Government is under pressure co i5sue compulsory 
licenses oo HIV drugs such as DDI. · 

• The Thai Gcvemrnent has not approached us about the situation you describe. If the Thai 
Government does indeed approach us on this issue, USTR will certainly consult closely 
with them and with HHS before detennining the best course of action. 

Question: lsn 't it true that the USG imposed tr•de sanctions un Th~Uand in 1998 
. because it attemp&ed reduce the costs of m~icines? 

Recently there have been articles stating that Thailand enacted a patent law in 1992 in 
response to U.S. threats to resuict trade preferences. 
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In fact, in 1993 the USG restored certain trade preferences lO Thailand that had 
been revoke<!. in 1988, pursuant to U.S. trade:: law, over concerns about lhe lack of 
intellectual propeny protection in Thailand 

• lt is imponant to note that the 1998 ··IPR action plan" and restoration of certain benefits 
was the USG's anempt to focus the Thai government's auention on the growing 
copyright piracy problem and 10 promote cooperation between our government rn 
improve IPR protection. 
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Sandy, attached is the draft USTR/HHS press release. As we discussed, I'd appreciate it if you 
did not share this 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 lnLernct 
e-mail J paoovich!1;llt1str. gov and cburck):@1ustr.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 PROTECTTON OF lNTELLl~~CTUAL PROPERTY A ND 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 propeny matters to ensure that the application ofU.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 30 l "watch list" · 

"Recent developments in AJDS 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 dn.1g therapies - therapies such as those now being 
deployed in the war against HlV/AlDS" said Ambassador Barshefsky "Secretary Shalala and 1 
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 cstaolish a process for analyzing and evaluating health issues that arise in the 
application oflJ.S. trade-related intellectual property Jaw and policy. When a foreign government 
expresses concern that U.S. trade law related to intellectual property significantly impedes its 
ability to address a health 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 
US. trade-related intellectual property law to remain sufficiently flexible to react to public health 
crises brought to the attention of USTR. It will also ensure that the rninimum standards of the 
WTO Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS) are 
respected. 

TRlPS provides minimum standards for protecting intellectual property 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 1, 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 TRJPS Agreement, while addressing the 
health issues identified by South Africa. South Africa agreed that it would address health needs 
in a manner tliat fi.11ly 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.1rther lhc protection of intellectual property. 

Final Draft 11/23/99 
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U.S. - South Africa Understanding on Intellectual Property 

United States Trade Representative Chat:lene Barshcfsky today announced that the Governments 
of the United States and South Africa have come to an unden;randing with respect to South 
Africa's urgent need to provide bcncr. more affordab1e health care while ensuring that 
intellectual property rights arc protected. This understanding was reached worldng thmugh the 
mechanism of the Council of the Trade and Investment Framework Agreement (TIF A). 

"The Government of South Africa is battling a very serious AIDS pandemic," stated Ambassador . 
Barshefsky. "The Unit~d States Government fully sup~rts President Mbeki and his 
Government in th.cir e~ort to combat this problem· and 1s· committed to do whatever it can to 
help. . ~·i, 

Both Governments also have reaffirmed their shared objective of fully protecting intellectual 
property rights, including their commitment to comply with the WTO's Agreement on Trade­
Related Aspecl'i oflntellectual Property Right.; (the TRIPS Agreement). They recogni7.ed that 
this Agreement is designed to ensure high levels of intellectual property protection while 
enabling governmenti:; th address national socia1 needs. · 

'.' ).f'. 

Between. these shared ~ommitments, the two govemme1~~ have identified common ground with 
respect to South Africa's implementation of its so-callc~ "Medicines Act." "The United States 
ve:ry much appreciates South Atiica's assurance that, a.S·i.t moves vigorously forward to bring 
improved health care t9 its citizens, it will do su in a m~cr consistent with international 
,.nmm;tm...,,tc:: !:Inti thAt fldlv n1·nt,..r.N in1P.11P~t\IA1 -nmnertV riuht.~." continued Amba.~ador 
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. . , DRAFT· . . . . 
JOINT STATEMENT B,PwEENTHEGOvERNM&NTS OF SOUTH AFRICA AND 

1 THE UNITED STATES OF AMERICA . · . 
17September1999 · 

· Over the· past-·f8W me~tM. offlclars Of tha Ga'iemments of South. Africa and th~ United 
States of America have been exchanging view! with ·the aim cf reaching a common 
understanding on the matter of intelled:Ual property as it pertains to the pharmaeeutical 

··industry. · 

We are pleased to announce Iha:~. a resolution to this matter has now been found .. ·This 
·is premised on the commitment of both Governments to Agreement on Trade Related 
Intellectual Property Rights (TRIPS}~ under the auspices of the . World Trade· 
Organization, as wen as an appreclatlon of the South African Government's efforts to 
provide affordable health C.re to its'peopl8 . 

. It is the.expresS position of the South African Govemment that, in the implarnentation of 
the provisions of th• Medicines Act - ·which permit& parallel importation and compulsory 
licens;ng of patents for pharmaceuticals - It will honour itS obligations und.er the TRIPS. 
Agreement. . . . " · : . · · , · . 

·, 

We strongly welcome ·tbe fact that this matter has been Clarified to the satisfaction of 
both Governments. ll'ldeed, our two countries can now move fofWard tO strengthen our 
co-.operatlon on matter 1of common interest, without the distraction that this Issue had 

J 
~~~. . . : . . . 

The Go~emments of the United. States of America and South Africa; h~pe that the · 
resolution of this matter wlll o~n the way far South Africa to· pursue Its much-needed 

. health. reforms in the Interests of Its. people. · · · 

. I 


