


Against this backdrop, the practice of parallel imports presents numerous challenges and
concerns. Firg, it isimportant to define what parallel importing is and how it can work. Pardld
imports arise in response to the possibility of profitable arbitrage; namely, where thereisa
sufficient difference in the price of a product in two markets to justify athird party (the
arbitrageur) procuring the product in afirst market, transporting and selling it in the second
market. Parallel imports are stimulated by this profit potential, and are not likely to occur in the
absence of that profit potential.

The greater the price disparity, the stronger the stimulus to enter. However, companies
that are likely to enter the business of pardléd trade are not the usua participants in the
pharmaceutical industry, such as pharmaceutical manufacturers, distributors, pharmacists or
government health authorities. Support of a class of entities who exist outside the normal health
care system, and who trade in pharmaceuticals but cannot vouch for the safety or quality of the
products they sell, creates immense challenges for public health regulators. Indeed, concerns
about quality of internationally traded pharmaceuticals are a priority for the WHO.

Parallel trade, if alowed, aso has negative downstream impacts on the pharmaceutical
distribution environment. For example, in recent months some pharmaceutical manufacturers
have offered HIV/AIDS drugs in sub-Saharan African nations at deeply discounted prices. These
price reductions would not be sustainable if the products placed on these lower-priced markets for
the benefit of patients there were diverted and exported to higher priced markets. As described
earlier in this conference, there are well-grounded economic theories that support freedom for
companies setting prices in different markets in away that most efficiently allows them to
recover globa costs of producing and marketing such products, including research and
development costs. Indeed, in the ideal free market system, product manufacturers should have
relative freedom to price their products at levels related to how buyers differ in their true price
sendgitivity.” In this respect, measures that distort or remove the price setting freedom of
manufacturers must be viewed as extremely negative factors.

In this respect, there appears to be a general agreement on the need for protection against
parale imports. In the background papers for the workshop, both the secretariat of the World
Health Organization (WHO) and the consultant to the World Trade Organization (WTO)
recognize the important role that patent rights play in preventing the practice of paralle trade, and
the consequential benefit of preventing diversion of lower-priced products into higher priced
markets® This paper, then, starts from the proposition that protection against paralel tradeis
desirable and provides a brief overview of the relevant provisions in the Agreement on Trade-
Related Aspects of Intellectua Property Rights (TRIPS Agreement) and examples in national and

2 Danzon, Patricia, The Economics of Parallel Trade, Pharmacoeconomics: 13(3) 293, 295 (1998)
(discussing so-called Ramsey pricing). Inthereal world, Ramsey pricing logic is subject to perturbations
caused by interventions such as price controls, import duties, local taxes, differing retail mark-ups and
differing regulatory regimes.

3 See More Equitable Pricing for Essential Drugs: What do we Mean and What are the | ssues?,
Background Paper for the WHO-WTO Secretariat Workshop on Differential Pricing and Financing of
Essential Drugs, Prepared by WHO Secretariat, p. 21 (2001) (Identified the need for controls “to keep
products within intended markets” to allow differential pricing to succeed.)(hereinafter “WHO secretariat
document”); See also Workshop on Differential Pricing and Financing of Essential Drugs, Background
Note Prepared by Jayashree Watal, Consultant to the WTO Secretariat, p. 5-6 (2001) (hereinafter “Watal™)
(*For market segmentation to be effective for the purposes of differential pricing, it is necessary that not
only should there be adequate means to prevent the diversion of the lower-priced product into the higher
priced markets, but also an insulation of prices in the higher-priced market from any materially significant
psychological or political effectsthat might flow from the existence of lower pricesin the other markets.”).



regional systems. Particular attention is given to patents as the form of intellectua property
protection that most directly implicated in trade in pharmaceutical products.

Legal Issues Arising Under the TRIPS Agreement
National and Regional Law on Paralle Trade

With respect to patented products, “parallel imports’ refers to goods that have been
placed into circulation in afirst market by or with the permission of the holder of the patent and
then imported into a second market without the permission of the holder of such rights. The
ability of the holder or licensee of intellectua property rights in that second market to prevent
importation depends on the way “exhaustion” of rights are treated in that second market.
Typicdly, patent rightsin a particular product are “exhausted” only within the country of sade
when products that embody such rights are first sold in that market. The European Community
applies this concept on aregiona basis (i.e., “regiona exhaustion”) by using the same concept of
limited exhaustion within the single economic market. Thus, while products sold in one country
of the European Union will exhaust rightsin al countries making up the single market, this rule
will not extend to products sold in a country outside the single market. In contrast, countries that
apply “internationa exhaustion” hold that placing a product on a market anywhere in the world
exhausts the patent rights in their market, even where the patent owner has prohibited such uses
or actions by contract or terms of the sdle.

Most countries, including most developing countries, provide for national, rather than
international, exhaustion of patent rightsin their national legidation. Thisis consistent with the
view that Article 28.1(a) of the TRIPS Agreement confers on the patent owner the exclusive right
to prevent others from importing patented products. Moreover, it is consistent with view that
patents are independent legal instruments under the Paris Convention.

Some commentators have argued that the TRIPS Agreement removes any obligations to
follow anational exhaustion only policy with respect to patents for WTO Membersas a
consequence of Article 6, which provides that:

[f]or the purposes of dispute settlement under this Agreement, subject to the provisions of
Articles 3 and 4 nothing in this Agreement shall be used to address the issue of the



Some commentators have looked outside the TRIPS Agreement in evaluating the
question of exhaustion of patent rights.® For example, it has been argued that “[r]ules restricting
parallel importation are non-tariff barriers to trade that are inconsistent with the general terms,
structure and spirit of the WTO and GATT 1994.”" However, this is a perspective that contrasts
markedly with the perspective expressed by other noted authors that “the TRIPS Agreement
balances two principles: trade liberalization as well as increased intellectual property protection,
with the restrictions on trade this entails’® Moreover, the TRIPS Agreement, by providing
specific protection for rights holders to prevent importation of protected products established the
“new rules’ envisioned in the preamble to the GATT 1994, and should not be nullified through a
strained reading of certain provisions of the GATT 1994.°

The specific examples of protection against parallel imports — in particular those of the
United States and the European Union provided in this paper'® - should be seen against the

® Thereis more at work in the purported conflict between intellectual property and free trade than this short
paper will allow me to address. Carsten Fink of the World Bank has written persuasively on the fallacy of
drawing such adistinction, saying that

the exhaustion doctrine is primarily an issue of IPRs policy--and not an issue of free trade or restricted
trade. The free trade argument in the context of parallel trade has two fundamental shortcomings.
First, the conditions surrounding parallel trade do not fit into the assumptions on which standard static
(short-term effects) trade models supporting the case for laissez-faire trade are built. Second, a static
analysiswith regard to IPRs is insufficient . . . [it] would require the removal of all rights to intellectual
property! . .. [T]he main rationale for protecting IPRs lies in their dynamic effects. . . . By granting
exclusive rights and thus enhancing market power, rights to intellectual property allow title holders to
appropriate their investments in creating intellectual property. Fink, G Does National Exhaustion of
Intellectual Property Contradict the Principle of Free Trade? P. 3-4 (Draft Paper for Conference on
Exhaustion of Intellectual Property rights and Parallel Importation in World Trade, Geneva,
Switzerland) (November 6-7, 1998).

" Abbott, First Report, p. 632 (citing Articles |11 and X1:1 of GATT 1994 as problematic in this regard).

8 Bronckers, Marco C.E.J., The Exhaustion of Patent Rights Under WTO Law, Journal of World Trade
32(5): 137, 144 (1998)

® Specifically, some have cited Article 111:4, which requires national treatment in respect of imported
products, and Article X1:1 bans prohibitions or restrictions on importation of products, as examples of
measures that would promote a concept of international exhaustion. Articlelll:4, however, isnot violated
if aWTO Member provides for national or regional exhaustion. In the case of national or regional
exhaustion, products of local and foreign origin are accorded the same treatment. Each product is subject
to the same national or regional laws for the protection of intellectual property —including restrictions on
the ability of one other than the right holder to make afirst sale of the product in that market —and
intellectual property rightsin each product are exhausted upon its placement on the national or regional
market. Moreover, even if the enforcement of intellectual property rights were found to be a*“ quantitative
restriction” within the meaning of Article X1, Article XX (d) of GATT 1994 permits WTO Members to take
measures “necessary to secure compliance with laws or regulations which are not inconsistent with the
provisions of this Agreement, including thoserelating to . . . the protection of patents, trade marks and
Each plit9, products of lo orlyo il] wosstenth the9Bronckgh6, Marcoder WTOroduct areJapdermaypbh ts placemeported



backdrop of the policy objectives of patent systems and patent exclusivity for specific products.**
The exclusivity of the patent grant alows the patent holder to obtain sufficient profit to cover not
only costs of production, but also of research and development.** The availability of strong and
guaranteed patent rights creates a strong stimulus for investments, particularly from capita
markets, due to the capacity of the innovator/patent owner to deliver strong returns. As discussed
above, economic theory supports the idea of recovering those research and development costs as
aglobal joint cost of serving al consumers worldwide. This can be achieved, it is suggested, by
setting prices for pharmaceutical products at levels “inversely related to the price sensitivity of
the consumer in different markets.”*®* Maintaining barriers to parallel imports helps to achieve
this goa —in particular where, asis being discussed in this workshop, the desire isto establish
conditions supportive of decisions by individual manufacturers to significantly discount the price
of their products in least developed countries.** Protection against parallel trade in patented
products supports all of these goals.

Practicesin thethe United States of America

An authorized sale in the United States of a product that embodies a patented invention
exhausts the U.S. patent rights as to use and sale of that product within the United States™ Asa
genera rule a purchaser of such a product may use or resell the product without having to ask the



When products subject to a U.S. patent are sold in a market outside the U.S. and
subsequently sought to be imported, U.S. patent law gives the owner of a patent the right to
prevent importation of such products.*® Even prior to the introduction of the specific right to
preclude importation of patented products, U.S. Courts have consistently held that in the event a



The European Court of Justice (ECJ) took up the question of parallel imports of patented
goods within the Communitiesin Centrafarmv. Sterling Drug,*ruling that

[t]he exercise by a patentee of the right given him by the laws of a member-State to
prohibit the marketing in that State of a product protected by the patent and put on the
market in another member-State by such patentee or with his consent would be
incompatible with the rules of the EEC Treaty relating to the free movement of goodsin
the Common Market.”®

The focus in subsequent decisions concerning exhaustion of patent rights within the EC
has been on whether the product had been marketed with the consent of the patentee. In Pharmon
v. Hoechst the requisite consent was absent as the product was marketed in the exporting country
in the European Communities by virtue of a compulsory license because “[i]tis. . . necessary to
alow the holder of a patent to prevent the import and marketing of products manufactured under
a compulsory license in order to ensure that he obtains the substance of the exclusive rights which
flow from the patent.””> Where a manufacturer consents to marketing a product in a Member
State where no patent protection exists, patent rights may still be exhausted in other Member
States of the EC?® The requisite consent that could lead to exhaustion of patent rights may not be
found if the “holder of the patent can prove that he is under a genuine, existing legal obligation to
market the product in that Member State.”’ Again the touchstone is whether the product was
marketed in the exporting EC Member State with the consent of the party exercising patent rights
in the importing EC Member State. Further, the EC does not practice internationa exhaustion of
patent rights. That is, rights in the Member States of the EC will not be exhausted as a
consequence of placing the patented product on a market outside of the EC.

If aproduct protected by a patent is placed on the market of a Member State of the EC by
the owner of such rights, or with the owner’s consent, the rights in respect of those products are
exhausted. In the absence of consent, there is no exhaustion. Moreover, thereis no exhaustion in
the event such a product is placed on a market outside the EC. The applicability of the “European
rule” of regiona exhaustion should not be read broadly to cover other regional groupings of
countries. The EC has achieved a degree of harmonization of intellectual property laws and
economic integration that is unique. Even so, differencesin market conditions among EC

22 Centrafarmv. Sterling Drug, Case 15/74, [1975] F.S.R. 161.

23 1d. at 187. An exception in this regard was made for Spain and Portugal in their respective Acts of
Accession to the EC. Intheir Acts of Accession, Spain and Portugal agreed to introduce product patents
for pharmaceuticals by fixed dates. The Acts of Accession further provided that the rule of EC-wide
exhaustion was not to apply to pharmaceutical products until the end of the third year after such products
become patentable in these States.

24 Pharmon v. Hoechst, Case 19/84 [1986] F.S.R. 108, 113 (“It should be emphasised . . . that when the
competent authoritiesin amember-State . . . grant acompulsory licenseto athird party which allows him
to carry out manufacturing and marketing operations which the patentee would normally have the power to
prohibit, the patentee cannot be regarded as having consented to the actions of the third party. In fact, the
holder of the patent is deprived by such an official act of hisright to decide freely on the conditions under
which he will place his product on the market.”)

% |d. at 114.

26 Merck v. Stephar, Case 187/80 [1982] F.S.R. 57 (“It is up to the patentee to decide, in full knowledge of
the facts the conditions under which he will market a product; thiswill take into account the possibility of
its being sold it in amember-State where patent protection for the product in question does not exist at law.
If he decidesto do this, he must then accept the consequences as regards free circulation of the product in
the Common Market . . ..")

27 Merck v. Primecrown , Case 267/95 and 268/95, [1997] F.S.R. 237, 250.



Member States — in particular in respect of price controls — result in price differences and
arbitrage opportunities.

Conclusion

The background papers prepared for the workshop by the WHO and WTO focus on the
need to control paralel trade in pharmaceuticalsin order to alow for deeply discounted pricesin
the least developed countries. Intellectual property rights are an important tool that can be used
by national authorities to control such diversion of pharmaceuticals. Diversion of products
through paralel trade depletes the available medical resources in the origina country, and taints
the quality of productsin the recipient country. In both cases, precious health resources are
burdened.

Examples of how intellectual property policies that prevent parallel trade strengthen



