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PRODUCING HIV/AIDS MEDICINES FOR EXPORT/IMPORT UNDER
TRIPS, ARTICLES 31(F), (K), AND 30

There is a massive disconnect between the percamerksts of countries and companies that
research, develop and produce patented medicieeshie U.S. and E.U., and the interests of the
countries of the global South that desperately rseett medicines to fight infectious and tropical
diseases for their poverty-stricken populationsisTisconnect occurs at the intersection of three
separate systems: national and internationalléctelal property regimes, especially TRIPS,
national and regional capacities to manufactureraarket pharmaceutical products, and national
and international patterns of income inequality poderty.

The necessity of increasing access to life-saviegliomes for tropical and infectious diseases,
such as the HIV/AIDS pandemic in Africa, is unddméd Out of 36.1 million persons living
with HIV/AIDS worldwide, 25.3 million, nearly 70%ive in sub-Saharan Africa; another 20-plus
percent live in other developing countries. Outha 3 million persons who died of AIDS in
2000, 2.4 million were from Africa and .47 millidrom Southern and Southeastern Asia. Out of
the 5.3 million new HIV infections last year, mdten 95% were in developing countriesAs

the pandemic intensifies, it is estimated that hilion persons will be HIV infected within
twenty years and that the death rate could skyatoitk1 billion dead by the end of the century if
treatment and eventual cures remain out of reactihéoworld’s poor.

This paper describes the necessity and legalityeuii@RIPS (the WTO Agreement on Trade
Related Aspects of Intellectual Property Rights) ppbducing cheap, high-quality generic
medicines in the countries that have pharmaceutigphcity so that they might be exported to
extremely poor, and even middle-income, countrigiesng a high burden of infectious disease,
especially those countries that lack industrialacity or market size to manufacture or market
such medicines on their own.  After examining theee systems that contextualize and
complicate the delivery of high quality, affordalledicines to developing countries, this paper
will analyze two mechanisms under TRIPS that peth@texportation of generic medicines from
a country with productive capacity to those witholrt particular, the paper analyzes compulsory
licensing for export>import under Article 31(f) and (k) and a “limitedxception for export
under Article 30.

L AIDS is the prototypical example but the need 4ffordable medicines extends to other infectioud ampical
diseases, including malaria, tuberculosis, sleepingness, Chagas disease, leishmaniasis, and ret@ratory and
intestinal infections.SeeMSF Campaign for Access to Essential Medicinesndys for Neglected Disease Working
Group,Fatal Imbalance: The Crisis in Research and Deperlent for Drugs for Neglected Diseag€st. 2001).

2 UNAIDS (Dec. 1, 2000).



1.1 The Intellectual Property Regime

National Patent Systems Pluralistic TRIPS - Uniform
» Flexible » Must include pharmaceutical products
» Could exclude products and/or and processes

medicines :> » Non-discrimination against imports
» Could promote local and/or generic »  Minimum term of 20 years
>

production Limited exceptions

To understand the complications of getting neededlicmes to developing countries, it is
important to outline the intellectual property magi, both national and international, and the
existing pattern of pharmaceutical patents. In d¢lassic, “pre-TRIPS” era, patent law was
essentially national. Each sovereign nation pagsgent legislation designed to suit its own
internal interests taking into account its stage defvelopment, appropriate rewards for
inventors/investors, and lower costs and increasedability for consumers and derivative users
of intellectual property. During this classic ecauntries could discriminate between fields of
discovery and exclude patents for medicines, eByazil; they could decide to patent
pharmaceutical processes but not pharmaceuticdlupts, e.g., India; or they could decide to
limit the duration or scope of medical patents.cérdingly, for example, prior to TRIPS, about
50 countries did not grant any patent protectionatatever for pharmaceutical products,
including both developed and undeveloped countries.

Operating in this classic system, an inventor oplarmaceutical product/process would
ordinarily have to file relatively contemporaneqatent applications in each sovereign state in
order to protect its intellectual property rightseiach country. A product or process could not be
patented in South Africa merely because a pateptication had been filed in the U.S.
Moreover, in filing a separate patent applicatianSouth Africa, the patent seeker would be
bound to the local patent law of South Africa bptbcedurally and substantively. Thus, a poor
country that wanted to make sure that it would haseess to low cost generic medicines could
have, and often did, exclude patents for pharméazdytroducts.

At this point, it is important to acknowledge thidtV medicines have not been patented
pervasively throughout the developing world, pafacly in sub-Saharan Africa, even in
countries that have pharmaceutical patent regfnmEse explanation for this pattern of non-
uniform patenting is that smaller and poorer naida not have markets that warrant the cost of
patent applications. Despite incomplete patentirogyever, there are multiple anti-viral patents
in those few countries, South Africa, Kenya, ande\ia, that have meaningful market size and
some pharmaceutical capacity. Similarly, thera gattern whereby some of the most important
low-dose, low-cost anti-viral medicines are patdnt@ countries where the disease is
concentrated.

8 Karin Timmermans and Togi HutadjulReport of an ASEAN Workshop on the TRIPs Agreeamehits Impact on
Pharmaceuticals11(WHO 2000) (hereinafter, ASEAN Report). Intfggharmaceutical patents were not uniformly
recognized in the developed world until late in #8th century: UK (1949), France (1960), Germah96g), Italy
(1978), Japan (1976), Sweden (1978), SwitzerlaB@{}, and Spain (1992)d. at 18.

4 Amir Attaran & Lee Gillespie-WhiteDo Patents for Antiretroviral Drugs Constrain Acee® AIDS Treatment in
Africa?, 286 JAMA 1886, 1888 (Oct. 17, 2001). This autsimongly disagrees with the authors’ thesis tlaepts are
not a significant barrier to treatment in Africa.

5 Low-cost, front-line anti-viral therapies involgn3TC, d4T, AZT, Abacavir, and/or Nevirapine argnsiicantly
blocked by patents in countries containing 68% Bf Hositive persons in sub-Saharan Africa. ConsuRreject on
Technology et alsComment on Attaran/Gillespie-White and PhRMA SunadyPatents on Antiretroviral drugs in
Africa (Oct. 16, 2001).



The pluralism of national patents systems underctassic regime was substantially undone by
the introduction of the TRIPS Agreement, negotiatedhe 1986-1994 Uruguay Round of the
General Agreement on Tariffs and Trade. Instegaeomitting pluralism, the TRIPS Agreement
undertook to impose a substantially uniform systahintellectual property rights worldwide,
with some flexibility for developing and least déyged countries, which have transition periods
within which to become TRIPS compligntThe U.S. and E.U. pharmaceutical industry played
lead role in the negotiation of TRIBSi0t only by convincing trade representatives tanspion

its interests, but by direct lobbying during theyogations. At the end of the day, the industry
was ecstatic, with its principal negotiator boagtihat the industry had achieved all of its aims,
controlling the process and the redult.

The key features of the new agreement, from thesimg’'s perspective, was that it was no longer
possible for countries to discriminate againsteidfof technology, like medicines, in their patent
rules? Similarly, countries could no longer discriminaagainst imports in favor of locally
produced product®. Finally, the length of patents was extended unifp to 20 years! far
beyond the useful life of many patented medicinegerg rapid advances in product
development? Thus, the major producers had succeeded in ddasialy their monopoly power
internationally — they had exclusive rights to exid others from “making, using, offering for
sale, selling, or importing” patented pharmaceltraducts or products made with a patented
process® Given its advantage in conducting research angldpment (96% vs. 4%), the
developed world secured near absolute competitteargage over the developing world in
intellectual property rights via the TRIPS Agreemen

Pre-1995 Medicines Mailbox Rule — End of Transitional
> Need not be patented 1996-2005/2006: Periods (2005/2006):
22{¢Osr]sa??/athen existing <: > Post 1995 medicines > All member states mu
| Wl . .
; . must be given market> be TRIPS compliant
> Brazil and India lawfully exclusivity » Countries must patent

producing pursuant to this
provisior

» No generic copying post-1995 medicines
without a licens

TRIPS delineates three time-frames that will hawltsanatic impact on access to medicines. On
the plus side, because TRIPS was not formallyiedtifintil 1995, none of its provisions require
that a country extend patent protections retroalytito products discovered before its enactment,
unless that country’s legal system already mandsiieti protection and patent applications had
already been filed in a timely fashion. Thus, fydBrazil, and a number of other process-only or
no-medical patent countries have continued to sevengineer pre-1995 AIDS medicines and to
produce them generically. Moreover, India and Breauld lawfully export these medicines to
other countries where patents are not in force loerev compulsory licenses (discussed further
below) have been issued. Such manufacture andtérguort would be fully TRIPS compliant.

5 The transitional rules of TRIPS obligate most depimg countries to become TRIPS compliant by Janaa 2000,
and least developed countries by January 1, 200#cles 65 & 66.

" Robert WeissmanA Long, Strange TRIPS: The Pharmaceutical InduBtriye to Harmonize Global Intellectual
Property Rules, and the Remaining WTO Legal Altiévraa Available to Third World Countried7 U. Pa. J. Int!l
Econ. L. 1069, 1075-1094 (199&®XFAM Great Britain Fatal Side Effects: Medicine Patents under therbficope
38 (2001).

8 “In the words of Edmund Pratt of Pfizer, ‘Our coméd strength enabled us to establish a globabfisector-
government network which laid the groundwork foravbecame TRIPS.” OXFAMsupranote 7, at 38.

Y Article 27.

10 Article 27.

M Article 33.

12 ASEAN Reportsupranote 3at 19-20.

13 Article 28.



TRIPS has complicated the future of producing med& however, even where productive
capacity and sufficient market size exists and ewewgountries that are currently producing
TRIPS compliant generic AIDS drugs, like Brazil aimlia, because of its “mailbox” and
transitional timelines. Because of transitionafigés running from 1996 to 2005/66TRIPS
required a so-called “mail-box” rule whereby deyshy countries were obligated to establish
mechanisms for receiving, processing, and estabijstpriority-in-time” for pharmaceutical
patent applications. Furthermore, the developiogntries had to grant exclusive distribution
rights to the patent applicant when certain prescticonditions were satisfied. Thus, the
mailbox rule effectively precludes generic manuiaets in developing countries that do not
recognize patents on medicines or product patems fproducing “copies” of medicines
described in “mailbox” applications. Stated diffetly, patent applicants have significant and
exclusive market advantages with respect to pa8s-Ifiscoveries even before the full adoption
of TRIPS in developing and least developed cousitrie

Even more dramatically, the window of opportunity §eneric producers in developing and least
developing countries to copy on-patent medicinethaut a license is rapidly closing. By
January 1, 2005 or January 1, 2006, all counteekiag membership in the WTO must become
TRIPS compliant with respect to their patent reginBy these dates, any generic copy of a post-
1995, on-patent medicine must be produced pursaantompulsory license issued under Article
31 or as a limited exception, if applicable, undeicle 30.

1.2 Pharmaceutical capacity and national markets

Big Pharma: Generic Industry: Finishers and No Capacity:

> Robust research and > Some ability to > A few developing
development capacity produce base country can produce
and significant market <: ingredients and > finished products only
power finished products » Most developing

» US.and E.U. > E.g., Brazil & India countries have no

capacity whatsoev

The capacity to produce pharmacological productgesagreatly country by country and region
by region, ranging all the way from highly sophiatied research-and-development capacities in
the U.S. and E.U. to a total lack of capacity instrdeveloping countrie’§.Before the passage of
TRIPS, only ten developed countries had a sophistit pharmaceutical industry with a
significant research base. In the intermediatgeaseventeen nations — twelve developed and
five developing — had some innovative capacity andther fourteen — six industrial and eight
developing — had the capacity to produce both fearic ingredients and finished products;
eighty-nine countries, eighty-seven developing, tagacity to formulate finished products from
imported therapeutic ingredients. At the far ehthe incapacity spectrum, sixty countries, fifty-
nine of which were developing, were without any mpm@ceutical capacity whatsoevér.
Obviously, this widespread lack of capacity has/greonsequences on the ability of developing
countries to manufacture generic medicines evemwhedicines are not patented within their
borders or even when they might hope to produceaimed locally under a compulsory license.

14 Articles 65 and 66.

15 Article 70.

16 OXFAM, supranote 7, at 10. In Africa, only Egypt can currgnproduce therapeutic ingredients and finished
products, though several other countries, inclu@ogth Africa, and perhaps Kenya and Nigeria, qadyce finished
products from imported compounds.

17 ASEAN Reportsupranote 3at 20.



Big markets and rich Midsize markets with Small markets and very
markets, e.g. U.S. & E.U. significant middle clas: poor markets, e.g., Souther
Africa

In addition to manufacturing capacity, the marke¢ ®f a country and its access to other markets
affects its ability to efficiently manufacture amdarket pharmaceutical products. Of course,
market size is impacted in part by the populatibthe country — small population countries like
Botswana have “small” markets. The markets in tgieg countries for pharmaceutical
products is smaller yet when factoring in the pasthg power of consumers. Especially in
countries with a small elite and a thin middle slag.g., the poorest countries (where
GDP/population is under $400), there is little orattual market for HIV/AIDS medicines in the
absence of substantial foreign aid and/or costidigss Thus, to achieve economies of scale vis-
a-vis consumers who can actually afford to purchesen lowest cost generic drugs, it is
important to aggregate regional markets includireplthier consumers using the private sector
services.

1.3 The pricing system and the impact of poventyorchasing power

> $10,000-$15,000/year > $900-$1500/year > $295-$350/per year

Triple therapy — U.S./E.U. <% Discount Prices (conditional) %> Generic Offers (India)
» Can go as low as $200

Primarily as a result of publicly funded reseanttoitherapeutic compounds and subsequent drug
patenting, development, registration, and prodachy the proprietary pharmaceutical industry,
the industry has brought a range of anti-retroudralgs to market. These medicines, typically in
combination, dramatically extend the life of persdiving with HIV/AIDS, but they have
historically been priced at an extremely high leweich that the typical triple-therapy treatment
regime costs between $10,000 and $15,000 per geheiU.S. and in Europe. These prices are
certainly cost prohibitive for poor people in wégltcountries, but fortunately government
subsidies, public health systems, and medical amsie schemes make these medicines available
to many if not all people living with AIDS in thesdeloped world.

In the developing world, however, the vast majo(@9.9%) of people living with AIDS cannot
afford anti-retoviral therapy nor can their castagped governments afford to subsidize care
(with minor, pilot- program exceptions). The regslthat in the year 2000, as few as 25,000
Africans were on triple-therapy out of 25.3 millidAlV positive resident® Despite this
widespread unaffordability, until the very receasppatent holders offered their anti-retrovirals
at the same monopoly price in Africa that they gedrin the U.S.

Although pressure from the United Nations, deveigptountries, and treatment activists has
recently resulted in highly conditional offers ¢éap price discounts for certain AIDS medicines,
patented triple-anti-retroviral therapy still costsninimum of $900-$1500 per patient per yéar.

18 Report on the WHO International Consultative Megton HIV/AIDS Antiretroviral Therapy (May 22-23001).
This figure may be considerably higher now, esplgcianong private sector consumers, as the priees plummeted
over the past six months and as governments hgvanded drug availability through agreements to imgeen
cheaper generics.

19 Offers are frequently time limited, use limitechdasector limited (usually public sector only) aoffen have
stringent requirements on treatment regimes andicalechonitoring. Carmen Perez-Casa et alecessing ARVS:



Even at these discounted or concessionary prisssnéal AIDS medicines remain unaffordable
for the vast majority of patients in the developwgrld. In contrast, generic triple-combo-
therapy medicines have been offered by severalamananufacturers, CIPLA, Hetero, and
Ranbaxy, at dramatically lower prices, $350, $3difd $295 respectivefy. With sufficient
economies of scale and secured sources of basadiagts, there are indications that standard
triple therapy medicines could be provided foritielas $200 or less per patient/per yealt is
because of the dramatic price advantages of hightggeneric medicines over the current “rock
bottom” prices of patent holders that strategiegxport/import generic medicines becomes so
important — every dollar or euro saved counts.

2. TRIPS compliant production of low-cost genenedicines for exporimport

In order to keep track of the complications of &fging the need for affordable medicines in the
export/import context, it might be useful to map #iternatives that are currently available.

EXPORTING COUNTRY «—> IMPORTING COUNTRY (right to import if:)

1. Post-patent drug 1. Parallel importation if country has

2. No patent filed international exhaustion rule; Art. 6, may

3. Patent regime does not currently patent permit importation of drug produced undefr
pre-1995 drugs compulsory license in exporting country

4. Compulsory license predominantly for 2. Compulsory license for import, Art. 31
domestic use, Art. 31(f) (import allowed pursuant to Art. 28)

5. Compulsory license for abuse of patent 3. No patent on file (mainly in smaller and
Art. 31(k) poorer countries)

6. Limited exception to effectuate

compulsory license in importing country
with no capacity or insufficient market
humanitarian grounds, Art. 30.

7. Limited exception to permit export to a
no capacity/no patent market on
humanitarian grounds, Art.30.

As the map above indicates, there are severalrepfar exporting/importing generic medicines.
Although this paper makes at least brief mentioralbfof them? it primarily discusses the
options shown above italics.

2.1 TRIPS-free export/import of no patent, podept and pre-1995 medicines

As previously discussed, in member states wheresdiaime is off-patent, either because the
patent has expired or because the nation did cogreze pharmaceutical patents prior to 1995 or
because a patent application was never filed heeitountry, it is completely lawful for a generic

Untangling the Web of Price Reduction for Develgp@ountries (MSF Campaign for Access to Essential Medicines,
October 5, 2001).

201d. at 3.

21 Medecins Sans Frontieres, Campaign for Accessskeritial MedicinesHIV/AIDS Medicines Pricing Report.
Setting Objectives: Is There a Political WiB (July 6, 2000).

22 For example, although beyond the scope of thiepahere are arguments that drugs produced undemaulsory
license, where a royalty has been paid, have “esthdlithe patent holder’s patent rights. Thugpaifallel importation
rules survive, a country that recognizes “interadi exhaustion” would be permitted to import drpgsduced under
a compulsory license issued in another countrythie analysis, even if there is no compulsory Igeg in the
importing state, the parallel importation would TIPS compliant. Carlos Correa advocates this ambrdntegrating
Public Health Concerns into Patent Legislation iev@loping CountrigsSection X.2 (2000).



manufacturer to export HIV/AIDS medicines. Purdutmthese rights, Brazil and India can

lawfully export first and second generation AIDSdivines as could Namibia (assuming it had
industrial capacity, which it does not) becauskeas$ no AIDS medicines under patent. Despite
this theoretical possibility, only India is postied to export significant quantities of anti-

retroviral medicines; Brazil's generic productiomed not meet even its own internal needs.

2.2 Article 31: compulsory licenses — generavi@ions

If authorized by local law, Article 31 of TRIPS pats a competent government authority,
including a health or patent department, to licethgemanufacture, sale, and use of an invention
to an authorized third-party or government agendthaut the consent of the patent-holder.
Although such licenses could stimulate price-lowgrcompetition and ensure availability of
needed medicines, no developing nation has yeedssucompulsory license for HIV/AIDS
medicines, though an application is pending in B&ftica. Complicating any such effort is the
fact that few developing countries have comprelensompulsory licensing clauses in their
patent legislation. Even as developing countrieerad their intellectual property regimes to
become TRIPS compliant, many of them are not taladgantage of the TRIPS-compliant
compulsory license provisions that exist.

The permissible grounds for compulsory licensesrartefully enumerated or delimited in the
TRIPS Agreement, and thus developing nations h@ymfisant discretion in selecting health
sensitive policies. Permissible grounds for corspry licensing include public health and the
public interest broadly definéd,national emergencies and matters of extreme uygsnch as
epidemics* public non-commercial or governmental G3end/or anti-competitive practices,
including abusive pricing and non-working of thetqya® Some of these grounds justify
expedited governmental action. For example, uAdécle 31(b), when the government declares
an emergency or a matter of extreme urgency, sscthe AIDS pandemic, it could seek a
compulsory license for itself, or for an authorizéitd party, to begin commercial exploitation
without first negotiating with the patent holde&imilarly, when the government is seeking a
license for public, non-commercial use, the govenior its authorized agent is not required to
seek prior approval and it can limit the patentdeols remedies to review of the amount of
compensatiof’ Finally under Article 31(k), if the government sdb redress anti-competitive
practices or abuse of patent, it can both redueeathount of compensation to the patent holder
and distribute the product without quantity restoics outside the domestic market.

Although TRIPS is relatively indifferent about tgeounds for issuing a compulsory license, it is
relatively strict about the conditions that must roet in order for an ordinary license to be
granted. Except in cases of governmental usesaaggng from abuse of patent rights, or cases
involving emergency or extremely urgent conditioti;e government is ordinarily required to
seek a voluntary licensee on commercially reasengtiunds for a reasonable period of tthe.
In addition, as previously stated, the governmentsoauthorized third-party is required to pay
adequate compensatioh. Even though the meaning of adequate compenséiomot fully
defined in TRIPS, the WTO will be certain to lodktlae process used to reach a particular result.
Despite a requirement of case-specific determinafiliowever, it would be appropriate to set

Z Article 8.

24 Article 31(b).
#d.

2 Article 31(k).
27 Article 42.

28 Article 31(b).
2 Article 31(h).



forth factors affecting royalty rates including finbexpenditures, inventiveness, research and
development costs, remaining life of the patentppse of use, etc. Fortunately, the companies
cannot ordinarily insist on receiving their normatfraordinary rates of profit. Instead, relatyel
small royalties in the range of 2-10% have becawmditional in the pharmaceutical field.

Even if a compulsory license is granted, the patelder retains its underlying intellectual
property rights in the patent. The license graigeatdinarily non-exclusive, meaning the patent-
holder and its other licensees can still comperaoreover, the license is non-assignabl®lore
significantly, the license is revocable once threwnstances that led to its granting have ceased
to exist, though some consideration must be gieethé interests of the licensee who may have
invested heavily in order to manufacture the lieehgroduct® This possibility of revocation
creates barriers to entry in developing countnesnean those rare circumstances where they have
sufficient drug manufacturing capacity to producegs locally>*

2.2.1 Compulsory licenses for local production asd — an illusory right

Some developing countries that cannot produce bagedients but have some “assembly”
capacity may be able to import unpatented basedignts and produce medicines pursuant to a
compulsory license. However, compulsory licensiaglbcal production is an illusory right for
most African countries that lack any capacity wbat®r to produce HIV/AIDS medicines and
for countries that have small markets. Admittedlfew larger and more industrially advanced
countries, like South Africa, could make use of paofsory licenses to produce medicines
internally and to satisfy their local market, thbugrosecuting a license, organizing production,
and obtaining drug registration would obviously gatime. Nonetheless, unless there are
interpretations of TRIPS that permit export so @aaggregate a larger and more cost-effective
market, the promise of the right to produce locallyTRIPS is meaningless to the poorest and
smallest countries in the most desperate needw€dst medicines.

2.2.2 Compulsory licenses to import

If a country cannot manufacture generics on its ,ailvan the obvious solution is to be able to
import medicines under a compulsory license initlgorting state. On its face, TRIPS seems to
preclude the competing importation of a patentiigfing, non-licensed product because one of
the exclusive rights given by Article 28 is thehtigof exclusive importation. On the other hand,
TRIPS clearly authorizes the issuance of compulBoepnses and Article 27.1 provides for non-
discrimination between locally produced and imporpgoducts. Article 27.1 surely justifies
satisfying a compulsory license through import asllvas by local manufacture. Thus, a
compulsory license could be granted in the impgrtiauntry that could in turn be satisfied by an
exporting manufacturer producing its generic medisj assuming its manufacture does not
violate patent rights in the exporting state.

2.2.3 Production for export under 31(f)

30 James LoveAccess to Medicine and Use of Patents Without #tenRsion of the Patent Owner: Models for State
Practice in Developing Countrie§{ 35-42.

31 Article 31(d).

32 Article 31(d).

33 Article 31(c) and (g).

34 As previously mentioned the vast majority of Afiiccountries have little or no pharmaceutical potidn capacity.
SeeOXFAM, supranote 7.at 11.



For purposes of this analysis, the most problenfatiture of the compulsory license regime in
TRIPS is that compulsory licenses are authorizeddpminantly for the supply of the domestic
market” of the authorizing country, except in caségatent abuse where the limit does not
apply®*® The meaning of this “domestic supply” requiremantnherently unclear as it might
mean that “the predominant portion of products poedi must be consumetbmestically” or
alternatively that “the license shall be predomthafor the benefitof domestic consumption.”
With the latter interpretation, a country would jostified in exporting a major portion of its
production if such export were necessary in oraerthave large production runs so as to
efficiently supply the domestic market. This i® threferable interpretation of Article 31(f)
because it could result in a regional manufactbesng able to supply several small markets in
order to achieve cost efficient economies of scale.

2.2.4 Production for export under 31(k)

Fortunately, there is a domestic-market exceptioArticle 31(k) when a patent-holder has been
found to have anti-competitively abused its patduyt,excessive pricing or otherwise, in the
producing country. In these circumstances, a gemepducer operating under a compulsory
license could produce on a large scale for exporother countries, most obviously if a
compulsory license had been granted on any bagieimporting country.

Unfortunately, TRIPS provides no definition of whatight constitute an anti-competitive
practice. Given the absence of guidance in TRIP& gimen the directive in Article 1 that
members states should “determine the appropriathadeof implementing the provisions of
[TRIPS] within their own legal system and practideseems clear that individual countries are
permitted to develop definitions of anti-compettivehavior so long as they are not transparently
TRIPS-nullifying®

By their very nature, patents are somewhat antipsiitive because they enable the patent holder
to exclude other manufacturers and vendors. Afhotnormal” exploitation of patent rights
would not constitute an anti-competitive practiseper-monopoly power, profits, and prices
might be held anti-competitive in particular segsn particularly where a product dominates a
therapeutic class. Another anti-competitive practnight be the now routine practice of patent
holders discriminating between prices offered ia plublic and private sector and the practice of
price differentiation among countries. Since priaiscrimination is frowned upon in many
competition schemes, discriminatory pricing mightjfy the issuance of a license.

The most promising argument, however, is one tlomblines abusive pricing and a relative
failure to work the patent. Given that many cornijmet schemes are designed to prohibit
excessive pricing or price gouging, it may be fdassio argue that high prices are unwarranted
even where there are multiple providers in thedpeutic class. This argument is bolstered when
it can be shown that excessive pricing effectiveliyninates product availability, producing a
substantial failure to work the patent for the vasstjority of consumers. If medicines are not
being provided on a reasonably affordable basisrifig some reasonable relation to the costs of
production, then a country could issue a compuléognse under Article 31(k) on the basis of
abusive pricing/non-working. Because anti-retrduinadicines have been largely discovered and
developed with public money,because industry profits have been so Rigimd because the

35 Article 31(f), (k).

36 Article 40 also empowers member states to addnessompetitive practices in licensing agreements.

37 Consumer Project on Technologddditional Notes on Government Role in the Develgnof HIV/AIDS Drugs
(Feb. 23, 2000).



price of anti-retroviral drug have been grosshyat#d until recent price discounts (and could
become so again), there is a strong argument #tahpholders of essential anti-retrovirals have
abused their market position and that an expornptmg Article 31(k) compulsory license could
be issued.

2.3 “Limited” exceptions for export under Articl® 3

A more coherent approach for expanding permissiorekport (under a compulsory license or
otherwise) is to recognize “limited” Article 30 esqations designed to address external public
health crises on humanitarian grounds. Although uhienate scope of Article 30 is unclear,
particularly in its relationship to Article 31, htiugh its language contains multiple interpretive
ambiguities, and although its potential reach heenbnarrowly construed in at least one WTO
decision, there are sound policy reasons and i@gvp principles which support using Article
30 to prevent a Catch-22 that bars meaningful actesnedicine for countries most in need of
lowest cost generics exported from a producer natio

The text of Article 30 certainly evidences enoulgiibility to justify limited exceptions designed
to address the dire public health crises of theldging world:

Members may providémited exceptions to the exclusive rights conferred Ipagent,
provided that such exceptions do notreasonablyconflict with a normal exploitation of
the patent and do nanhreasonablyprejudice the legitimate interests of the patemer,
taking into account the legitimate interest of thparties.(Emphases added.)

As a guiding interpretive principle, though thisotis not free of dispute, it is important to
recognize that Article 8 authorizes member coustti@ consider public health and public
interests needs when drafting their patent lawsvipgied that such measures are consistent with
the provisions of this Agreement.” Similarly, Aite 7 provides that intellectual property rights
“should contribute to the promotion of technologidanovation and to the transfer and
dissemination of technology, to the mutual advaatafjproducers and users . . . in a manner
conducive to social and economic welfare, and balance of rights and obligations.” For these
two provisions to mean anything, they must mean mmember states can balance their public
health, public interest, and consumer needs in saffireative way that impacts the unfettered
exercise of patent rights. Thus, given the extdrihe AIDS pandemic in Africa and given the
realities that many developing countries cannodpece medicines locally, it makes common
sense under public heafthtrade, and human rights principles to fashiontiahiexceptions that
permit the export-import of AIDS medicines to those poor nations.

Some commentators express disagreement aboutidtienship between Articles 30 and 31 and
about the use of Article 30 to limit one of the prarated “exclusive” rights of the patent-holder
under Article 28. These disagreements impact oethér Article 30 can ever be used so as to
facilitate the operation of a compulsory licenseitier the importing or exporting country so as
to permit export to developing countries that carmanufacture medicines on their own. The
better interpretation of the relationship betweetickes 31 and 30, however, is that an Article 30

38 public Citizen’s Prescription Drug Update — Drug @pany Profit{Oct. 11, 2000) (a 38% return on equity, making
the pharmaceutical industry the most profitabléaeda the U.S. economy).

%% The African Group, Brazil, India and other natidrare proposed a clarification of TRIPS that “Nothin the

TRIPS Agreement shall prevent Members from takimgsuares to protect public health.” Submissiomé&WTO

TRIPS Council, Sept. 18, 2001. The U.S. has pregasmuch more restrictive interpretation advocptise of
“[existing] provisions in the TRIPS Agreement whigtovide flexibility to address public health cdssuch as

HIV/AIDS and other pandemics . . . and in particutasecure access to medicines.”
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limited exception can be used to augment or expiyids of exportation. In particular, Article
30 can be interpreted to support three highly irtgr@rmeans of getting high quality, lowest cost
generic medicines to developing countries suffermgplic health crises, most obviously
HIV/AIDS, TB, and malaria.

Limited exception to permit Limited exception to permit Limited exception to permit
export to satisfy a expanded export under a export even when there is no
compulsory license issued in compulsory license issued in compulsory license in either th:
the importing state the exporting state exporting or importing country
» Would satisfy export » Would satisfy export to » Would also satisfy export 1
markets in countries with markets in countries markets in cantries withou
a patent regime, a patent without a patent regime or a patent regime or without g
on file, and a compulsory without a patent on file. patent on file.
license.

First, Article 30 could justify manufacture and exrpof medicines to satisfy a compulsory
license issued in the importing country/export rerk Because such a license provides for a
royalty payment to the patent holder, the patehdérts legitimate interest are fully protected.
This limited exception, first proposed in the sdleth Amsterdam Statement to WTO Member
States on Access to Medicirf@shas subsequently been endorsed by TACD in thrparae
documents: (1) T 3 of TACD’s Resolution on Glohatess to Health Café(2) 1 5 of TACD’s
Access to Medicines in Developing Countriéand (3) Pharmaceutical Doc. No. Health 11%01.
It is also endorsed by the Africa Group and iteeaft* Although this option is critically import to
countries where patents are on file and where maltiegislation authorizes compulsory licenses,
this compulsory-license option does not addressnéeds of countries that lack compulsory
licenses because no patents are on file. Fortiyn#tere are two other limited exceptions under
Article 30 that address this other area of need.

Where a manufacturer is already producing medicureter a compulsory license issued in the
country of manufacture, Article 30 could justifyetlexpansion of that compulsory license to
permit public-health oriented export, in effectatirg a humanitarian exception to the domestic

0 Increasing Access to Essential Drugs in a GlsbdlEconomy Working Towards Solutions (Nov. 252889)
http://www.cptech.org/ip/health/amsterdamstateniimi. (accessed Nov. 1, 2001).

414 3. The US and the EU should communicate to tROWRIPS council that they will support policiesansure that
compulsory licensing of medicines will also benefihall market countries. Specifically, that meckars to enable
production of medicines for export markets willdagpported where such exports benefit public heaithwhere the
legitimate rights of patent owners are protectethi markets where the products are udettip://www.tacd.org/cgi-
bin/db.cqgi?page=view&config=admin/docs.cfg&id=18&cessed Nov. 1, 2001).

42 4 5. TACD asks the US and the EU to support paeceptions for the export of medicines.

The EU and the US should send communications t&MhR® supporting interpretations of WTO Agreementioade
Related Aspects of Intellectual Property (TRIP)viBions that would permit patent exceptions foodurction of
medicines for export, when the legitimate rightspatent owners are protected in the export mafkat.example,
patent exceptions should permit the productioneaqubrt of a medicine to a country that had issué&Eés compliant
compulsory license for medicine. A failure to addrehis issue will substantially undermine the uleefss of
compulsory licensing of medicines in countries wittmall domestic marketshttp://www.tacd.org/cgi-
bin/db.cqgi?page=view&config=admin/docs.cfg&id=@cessed Nov. 1, 2001).

43 REGARDING PATENTS AND EXEMPTIONS FOR EXPORTS:

Agree that a country may provide exemptions to ratights to companies who are exporting the protlm@nother
country where patent rights have expired or wheten rights have been licensed under compulscending and the
legitimate interests of the patent owner has beetepted under Article 31 of the WTO Agreement oade Related
Aspects of Intellectual Property (TRIPs Agreement).  http://www.tacd.org/cgi-

bin/db.cqgi?page=view&config=admin/docs.cfg&id=1(ccessed Nov. 1, 2001).
44 Submission to the WTO TRIPS Counsilipranote 39, at { 5.
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market rule in Article 31(f). In this instancegetipatent holder’s legitimate interests would be
protected by a royalty paid by the compulsory IsEmin the exporting state. Using this limited
exception, if South Africa were to issue a compuldicense, it could expand that license to
supply a regional African market, including couasriwvith no patent in force.

An alternative limited exception under Article 30wid permit humanitarian production and
export even in countries where a patent is in fanee even if no compulsory license has been
issued, but only if the market for those exportseme countries with no patent in effétThis
last exception provides even more access to medidor the many smaller and poorer African
markets where patent holders have not even botliergé or prosecute a patent application and
thus where there are no grounds to issue a comulsense. This exception also expands the
potential pool of supplier beyond those manufaotrunder a local compulsory license.
However, because the patent holder has no rigttseirmporting country, its legitimate interests
there (in this case none) are being fully proteeted it is entitled to no royalties with respect to
these sales. Although manufacture and export megleim to technically violate the patent-
holder’s Article 28 rights in the exporting counttiis limited exception does no real harm in the
manufacturing market because the medicines carebld domestically nor could they be sold
anywhere else where a patent is on file.

The direct language of Article 30 supports an prtetation thasomesignificant impact on patent
rights is permissible. For example, the first iiegment of Article 30 is that the exception must
be limited. Although “limited” does not mean thaital abrogation of patents would be
permitted, it must mean that some impact is poss#ich as the quite significant impact of the
“Bolar” exception, which can accelerate approvalgeheric competition by as much as three
years costing the patent holder millions, evendri#i, of dollars. Similarly, the second and third
clauses of Article 30 permit some conflict with thermal exploitation of a patent, though not an
“unreasonable conflict,” and some prejudice to kbgitimate interests of the patent owner,
though not “unreasonable prejudice.” Lawyers aeduto talking about the meaning of what is
“unreasonable,” but once again the language nedgssaggests that some conflict and some
prejudice is permissible — so long as the limitedeption does not go too f&.In these last two
exceptions, there is no real curtailment of thepiaholder’s rights in the consuming country. If
that country had manufacturing capacity, it coutddoce medicines own its own. Since it
doesn’t, these two proposals simply give no-capaciuntries a legal source of off-site
manufacture leveling their playing field vis-a-gisuntries with productive capacity.

As to the concern that a limited exception shoutd be used to “substantially curtail” an
enumerated right, it is important to emphasize that brand manufactuhave no patent rights in
no patent countries. Moreover, in the AIDS contdre is no real market for brand name
medicines in disease burdened countries, evensabuhted prices in the $900-$1500 range.
These prices are totally beyond the reach of tleegsb and smallest countries of Africa and the
countries burdened by an astronomical rate of tiec*® Thus, manufacturing medicines, with

45 The Africa Group and its allies have proposed éxiseption in § 9 of their Submission to the WTOR® Council,
supranote 39. This interpretation is also being advanegdeveral NGOs, including James Love at the Coesu
Project on Technology. Loveupranote 30, at §15-Four.

46 \Weissmansupranote 7, at 1096.

47 Ccanada—Patent Protection of Pharmaceutical Produ&sport of the Panel, WT/DS114/R, March 17. 2000
[hereinaftertGeneric Medicinds In Generic Medicines, the panel found that nfacre before patent expiration so as
to register a medicine, the so-called “Bolar” ex@apwas lawful, but that a six month stock-pilinde was unlawful.

In particular to the point under discussi@gneric Medicinefound that any exception which resulted in a “sabsal
curtailment of [any exclusionary right] cannot lmmsidered a limited exceptionld. at paragraph 7.44.

“8 At present, pharmaceutical sales to Africa comgtionly 1.3% of global sales for the proprietarygdindustry. As
previously stated, less than .1% of Africans witlVldre currently on anti-retroviral therapy.
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or without a compulsory license, and supplying apoet market with lower cost generic
medicines does not “take” anything away from curneatent holders, especially because they
continue to retain the right to produce and sd@irtmedicines.

Fortunately, the language of Article 30 does najgest that only the patent holder’s rights be
considered; it requires that the exception be jddgking account of the legitimate interests of
third parties” including presumably millions of gopeople living with HIV/AIDS. There is no
geographical scope given about “third parties” vdoaint, and thus the legitimate interests of
third parties living in the heart of the pandemieigh heavily. This last proviso strongly
suggests that Article 30 incorporates a princigl@roportionality such that if the public health
interests of third parties are substantial, themae significant limitation on patent rights is
permissible. In the real world, if these “thirdrig@s” in Africa do not get the lowest-price,
highest-quality generics available (and foreignaaid debt relief as well), thevill die.

In general terms, Article 30 should be understosds@pporting public health exceptions with
respect to medicines and other medical productscould for example be used not only to
expedite the distribution of essential medicineséaponse to existing patterns of infectious
diseases like HIV/AIDS, TB, and malaria, it couldabe used to justify export of medicines in
response to bio-terrorism. In order for any ofsthérticle 30 limited exceptions to be lawful,

however, there must be enabling legislation ingkgorting country permitting Article 31 and/or

Article 30 manufacture for export. There must als® some provision for issuance of
compulsory licenses in the importing nation, atsteaith respect to medicines under patent.
Finally, there must be expedited processes fostegion of medicines, including proof of bio-

equivalence. This necessity should support arclar0 exception to non-disclosure of clinical
test information otherwise protected by Article 39.

3. Conclusion

Although it would be tempting to assert that the-export—import interpretations of TRIPS
discussed above are the only plausible ones, ine@leworld of international trade negotiations,
as this briefing paper is being written, some memind the E.U. and the U.S. are promoting
much more stringent interpretations of internationgellectual property rights for the upcoming
Fourth WTO Ministerial Conference at Doha, QuatBeveloping countries, on the other hand,
led by Brazil and the Africa Group, are urging th&IPS be clarified to create an express public
health exception that would ensure access to afbdedmedicines and life saving drugs for
developing countries. Their proposal recognizes ghrmissibility of producing generic anti-
retroviral medicines and other medicines for exportleveloping countries for use in both the
public and private sectors and as such would greatvance the fight against AIDS and other
infectious diseases. Not only should TACD suppieetliberal interpretations of Articles 31 and
30 discussed above, it should also support theosexp clarifications and/or modifications of
TRIPS that would allow member states to respondenmpactively to genuine public health
emergencies.
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