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Introduction

The primary purpose of the trade system devel oped under
the GATT (1947) was to pronote trade in goods through the
reduction or elimnation of protectionist policies. The
Uruguay Round (UR) substantially broadened the trade
systeni s scope by extending its rules into trade in services
and intellectual property rightse As a result, the reach of
the trade system has expanded under the WIO to cover a
growi ng nunber of "beyond the border" policies that may
affect trade (Tussie, 1994; Croone, 1995, Berger and Dore,
1996, p. 16).

At the sane tine, the nunber and scope of nationa
regul ations to protect pubic health significantly increased
since the adoption of the GATT, as illustrated by the
standards adopted for the commrercialization of food,
phar maceuti cal s, agrochem cals and for the use of genetic
engi neering techniques. In general, greater societies'
prosperity has been associated with increased demands for
donmestic policies on health and other public goods.

Public health does not only depend on nedical care, but
on many other factors of economc, cultural and politica
nat ure (Beagl ehol e and Bonita, 1999, p. 45; Mistard, 1999)5
It may be affected by the WO agreenents (i.e. the set of
trade agreenents adopted as a result of the Uruguay Round in
1994) in a variety of fornms. The effects of such agreenents
on public health are likely to be both indirect, through the
i npact of WO disciplines on trade and econoni ¢ devel opnent
and, particularly, on incone generation and distribution,
and direct, as a result of the application of particular

2 The Uruguay Round al so included negotiations on trade-rel ated

i nvest ment neasures (TR Ms).

® "Public health" is understood here to enconpass not only medical care,
but the satisfaction of basic requirenments such as adequate food, safe
wat er, shelter, clothing, warnth and safety.
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provisions in various agreenents that may limt the public
health policy options at the national |evel.

Heal t h standards inprove in a country as inconme and
education increase. The relationship between economc
devel opnent and health, however, is conplex (Cooper Wil,
1990; Carrin and Politi, 1996) and the indirect effects of
the inplenmentation of the WIO agreenents on health are
difficult to determine. If the optimstic estimates (Martin
and Wnters Editors, 1995; Perroni, 1998) nmade on occasi on
of the UR about the incone increase that devel oping
countries could obtain as a result of such Round were
confirmed, such agreenents may |lead to a general, albeit
uneven, inprovenent of the health situation in devel opi ng
countries. Wdespread environnmental damage, declining
salaries and growi ng inequalities seem however, to
characterize the inpact of the current process of trade
i beralization and globalization in many countries (UNRI SD,
1995; UNDP, 1999, p. 36).

In a context of grow ng pressures for trade
| i beralization (Berger and Dore, 1996), clarifying the
extent to which a State can inpose restrictions on trade in
response to public health considerations has becone a
critical issue. Though problens raised may substantially
di ffer according to the |l evels of devel opnent of the
countries concerned, understanding the direct effects of
trade disciplines on public health policies is of particular
i nportance in societies that have significantly inproved
their health standards and have becone nore sensitive and
responsive to health issues, as well as in devel opi ng
countries with high degree of poverty and unresol ved health
probl ens.

Thus, the Fifty-Second Wrld Health Assenbly expressed
its concern about the fact that “one-third of the world s
popul ati on has no guaranteed access to essential drugs”, and
noted that “there are trade issues which require a public
heal t h perspective”. The Assenbly urged the Menber States
“to ensure that public health interests are paranmount in
phar maceuti cal and health policies” and “to explore and
review their options under relevant internationa
agreenents, incIudiT? trade agreenents, to safeguard access
to essential drugs” %

4 WWHA52. 19, 24.5.99
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Sonme recent controversies, such as those invol ving
trade in hornone treated beef and food produced with
genetically nodified organi sns® as well as the
adm ssibility of nmeasures to inprove the access to
antiretroviral drugs (Bond, 1999), illustrate the inportance
and conpl ex nature of the issues that need to be considered
froma public health perspective in the framework of
multilateral trade disciplines.

Thi s paper explores how the application of the WO
agreenents nmay affect the sovereign rights of States to
protect and pronote public health, when the exercise of such
rights requires the adoption of policies that may be
i nconsistent with trade |iberalization obligations under
t hose agreenents. The paper exam nes, in particular, the
room for nmaneuver |left to WIO Menbers to adopt public health
measures, and sone possible strategies to safeguard public
health interests within the WO system

W thout ignoring the inportance of better understanding
t he in&irect effects of the WIO agreenents on public
heal t hY the purpose of this paper is to exani ne the
provi sions of the WO agreenents as they may directly affect
the public health policy options at the national level. It
considers, first, howissues relating to public interests
have been dealt with under the GATT, particularly its
Article XX. Second, the provisions and, where avail able, the
GATT/WIO jurisprudence related to health and gther public
concerns in the WO agreenents are considered™ Third, an
anal ysis is nade on possi bl e approaches and steps necessary
to increase the sensitivity of the WO systemto health
I ssues.

Trade obligations and public health under the GATT

The GATT, as adopted in 1947, does not contain
provisions that directly restrict the WO Menbers’ freedom
to adopt donestic policies and neasures on environnental,
health and safety issues. However, if they adopt such
nmeasures, Menbers need to observe, inter alia, Article Il
as it obliges Menbers to treat “like products” alike within
the borders of the inporting country. The Note to article
Il clarifies that “any of the neasures listed in paragraph

> See sub-section “Public health in the WIO Agreenents” bel ow.

® For an annotated bibliography on trade |liberalization and health, see
Houriet, 1998.

" Based on a review of the decisions published in the GATT-BI SD (Basic
Instruments and Sel ect ed Docunents).
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1 which applies to both an inported product and to the Iike
donmestic product is to be regarded as an internationa
measure even if it is collected or enforced in the case of
inmports at the time or point of inportation”. This inplies
that an internal non-discrimnatory regulation which

prohi bited the sale, for instance, of a product which may
adversely affect health, would be consistent with GATT

obl i gati ons notw thstandi ng that the regul ati on had the

ef fect of an absolute ban on inports (Trebil cock and Howse,
1999, p. 139).

In other words, neasures based on public health
considerations that restrict trade do not necessarily
contradi ct WIO general obligations. As exenplified by
Jackson,

“Take, for exanple, a governnment regulation inposing a
m ni nrum standard of purity for certain drugs. If this
regul ati on applies not |ess favorably to inported goods
than to donestic goods, then no need exists to invoke
Article XX: the national treatment standard is
fulfilled (unless there is inplicit or de facto
discrimnation...). On the other hand, it may be the
case that, in order to achieve its objective of
protecting consuners against inpure drugs, a nation
would find it necessary to inpose sone speci al

regul ations to take care of inports. Perhaps the

manuf acture of inported goods cannot be readily

i nspect ed because of the cost of sending inspectors to
a foreign country. In such case it mght be reasonabl e
for the inporting country to require that the drug
inmports be subjected to testing at or after
inportation. Article XX contenplates this possibility
and allows it to occur w thout breaching GATT”
(Jackson, 1999, p. 233).

Menbers may, hence, adopt mneasures grounded on health
and other public interests, which violate their genera
obligations under the GATT. Article XX specifically provides
for an exception to GATT rules, including nationa
treatnment, when necessary to protect health and other public
goods. According to said Article,

“Subject to the requirenent that such neasures are not
applied in a manner which would constitute a neans of
arbitrary or unjustifiable discrimnation between
countries where the sane conditions prevail, or a
di sgui sed restriction on international trade, nothing
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in this Agreenment shall be construed to prevent the
adoption or enforcenent by any contracting party of
measur es:

(b) necessary to protect human, animal or plant life or
heal t h;”

Article XX of the GATT thus recognizes "the inportance
of a sovereign nation being able to pronote health
interests, even if contrary to its general obligations under
the WO agreenents” (Jackson, 1999, p. 233).The way in which
this article was interpreted has defined the extent to which
Menber countries have been able to apply public health
policies which could lead to trade-restrictions otherw se
prohi bited under the GATT rules. The follow ng section
exam nes rel evant GATT/ WO jurisprudence on the matter. It
shoul d be noted, however, that wth the adoption of the
Agreement on Technical Barriers and, in particular, of the
Agreenenb on the Application of Sanitary and Phytosanitary
Measures® nost trade-restricting public health neasures may
be control |l ed under such agreenents.

Jurisprudence on Article XX(b) of the GATT

The GATT/ WO system has attenpted to ensure, as far as
possi bl e, a predictable application of its rules by limting
the scope for discretionary interpretation, and the
ef fectiveness of the dispute settlenment nechani sm (Schott,
1994, p. 125; Hoekman and Kostecki, 1997, p. 44-50).

Not surprisingly, however, the understandi ng by
di fferent Menber States of their obligations under the WO
agreenents often diverge (Jackson, 1998, p. 64-72). Building
upon the experience with the GATT system of dispute
settlenment, the WHO Di spute Settl enent Understandi ng (DSU)
as adopted as an outconme of the Uruguay Round, has
established detailed procedures to settle conflicts arising
from such di vergences.

The application of the dispute settlenment mechani sm
depends on actions by WO Menbers. A dispute settl enent
procedure is initiated with a request for consultation by a
Menber, or group thereof, claimng that benefits under any
of the covered WIO agreenents are being nullified or
i npaired by the failure of another Menber, or group thereof,
to carry out obligations under any of the agreenments. |If

8 See a brief presentation of these agreements bel ow
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consultations fail, the issue is submtted to a group of
experts (panel) that assess the clains and i ssues a report.
An Appell ate Body (AB) may review, at the request of any of
the parties_to the dispute, the panels' reasoning and
conclusionsq The final decision rests with the D spute

Settl ement Body (DSB), conposed of all the Menber States. An
AB report is adopted by the DSB unl ess the DSB deci des by
consensus not to approve it.

There is no "international" sanctionary mechanismin the
WO system but, if authorized by the DSB, the Menber State
that has successfully proven its case can apply retaliatory
measures agai nst the Menber found as non-conpliant. The
deci si ons under the DSU only benefit or affect the Menbers
to the dispute, and create precedents that can be reversed
in subﬁfquent deci sions on the sane matters (Jackson, 1998,
p. 83)4

Panel s and the Appell ate Body are expressly prohibited
from adding rights and obligations when adjudi cati ng on
di sputes (article 3.2 of the DSU). However, "the |ine
bet ween interpretation and providing clearer paraneters of
the rights and obligations of Menbers under these agreenents
is often very fine" (Marceau and Pedersen, 1999, p. 33).

Article XX of the GATT has had a very limted
application in connection with health issues. However, the
interpretation given to said Article in nunber of disputes
related to health and to the environmentLL provi des
gui dance on the extent to which public health interests nay
be actually protected where national neasures lead to
ot herwi se GATT-infringing restrictions.

The AB may only uphold, nodify or reverse the | egal findings and
concl usi ons of panels and cannot enter into the deternination of facts.
The AB, however, has proceeded to conplete the | egal analysis of panels.
On 13 of 15 occasions the AB found fault with the |egal reasoning of
Panels (Vermul st, Mavroidis and Waer, 1999, p. 6).

® The findings and recomendati ons of the panels and AB do not create
precedents. Each panel process and each appeal is independent of any

ot her such process. However, in actual practice the panels and AB go
over the previous decisions and do get guided by them

Yuntil the term nation of the GATT 1947 at the end of 1995, seven pane
reports on trade neasures for environmental policy objectives had been
subnmitted to the GATT Council. The first panel report under the WO

di spute settlenent system subnitted in January 1996 to the WO Di spute
Settl ement Body and subsequently appeal ed by the USA in February 1996,
al so focused on the GATT consi stency of trade-rel ated environnental
measures (Petersman, 1998, p. 94).
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In the Thai G garette casel2! (1990), the panel
exam ned the application of Article XX(b) to an inport ban
of cigarettes inposed by the governnment of Thail and,
grounded on public health considerations. Despite the
evi dence supplied, and the technical support given by WHQ
the panel concluded that alternatives |ess trade
restrictivethan banni ng inported cigarettes would be
avai |l abl e to achieve the intended public health objectives.

The panel dism ssed the justification of the Thai
government on the basis of Article XX(b) as a neasure
“necessary to protect human...life or health”,
notwi t hstanding the fact “that this provision clearly
all owed contracting parties to give priority to human health
over trade liberalization”, because “the inport restrictions
i nposed by Thailand coul d be considered to be "necessary” in
terms of Article XX(b) only if there were no alternative
nmeasure consistent with the General Agreenent, or |ess
i nconsistent with it, which Thailand coul d reasonably be
expected to enploy to achieve its health policy objectives”.

The Panel hel d that

“there were various neasures consistent wth the
General Agreenment which were reasonably available to
Thailand to control the quality and quantity of
cigarettes snoked and which, taken together, could
achieve the health policy goals that the Thai
government pursues by restricting the inportation of
cigarettes inconsistently with Article Xli:1. The Pane
found therefore that Thailand' s practice of permtting
the sale of domestic cigarettes while not permtting
the inmportation of foreign cigarettes was an

“see BI SD 37'". Supp. 200.

13 The panel applied the interpretation of "necessary" as devel oped in
United States-Section 337 case (Doc. L/6439, para. 5.26, BISD, 36'"
Suppl emrent, 393)in relation to Article XX(d) of GATT, without

el aborating whether such interpretation was suitable to address health-
rel ated cases. The Panel considered that there was no reason “why under
Article XX the nmeaning of the term "necessary" under paragraph (d)
shoul d not be the same as in paragraph (b). In both paragraphs the sane
term was used and the sane objective intended: to allow contracting
parties to inpose trade restrictive neasures inconsistent with the
General Agreement to pursue overriding public policy goals to the extent
that such inconsistenci es were unavoi dabl e. The fact that paragraph (d)
applies to inconsistencies resulting fromthe enforcenent of GATT

consi stent laws and regul ati ons whil e paragraph (b) applies to those
resulting fromhealth-related policies therefore did not justify, in the
panel “s view, a different interpretation of the term"necessary".
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i nconsi stency with the General Agreenent not
"necessary” within the neaning of Article XX(b)”.

The panel thus disregarded the various constraints,
including institutional and fiscal, that the Thai governnent
woul d have to face for the inplenentation of the |ess
restrictive alternatives (Trebil cock and Howse, 1999, 165).
In other words, the panel did not exam ned whether the | ess
trade restrictive nmeasures al so were reasonably available to
Thai |l and, as a devel oping country and gi ven the particul ar
probl ens faced by the governnent.

Equally illustrative of the approach taken on the room
for maneuver left by Article X‘. is the decision taken in
the Refornul ated Gasol ine Casel the first case to be
consi dered by the AB under the new WIO rules, in ich the
application of the exception under Article XX(g)*®*'of GATT
was consi dered.

The panel accepted that a policy to reduce air
pol l uti on was consistent with nmeasures for the protection of
human, animal or plants |ife or health. It did not accept,
however, that the neasures in question were “necessary”,
because there were nmeasures —for instance a single statutory
basel i ne covering both donestic and foreign refiners or a
nore detail ed exam nation of the production of foreign
refiners- which were consistent or less inconsistent with
GATT, which were available to the US and which woul d have
achi eved the sanme objective.

In reviewng this decision, the AB stated that the GATT
“should not be read in clinical isolation frompublic
international law’, and that “Article XX contains provisions
designed to permt inportant State interests —including the
protection of human health as well as the conservation of

4 The United States established gasoline programmes under the auspices
of the Clean Air Act, which provided that in specific high pollution
area as neasured by ozone concentration, only “clean” reformnul ated
gasoline could be sold, which nmeant that it had to be bl ended with
ethanol. An interimstandard was all owed over a five-year period, which
was cal culated using a forrmula that began with a 1990 baseline and woul d
reduce the amount of olefines vyearly on a percentage basis. Foreign
producers, however, were not pernmitted to use their 1990 baseline, but a
statutory baseline, which often inposed a stricter burden on them
Venezuel a and Brazil filed a conplaint claimng that the regul ation
violated Article Il of the GATT (Trebil cock and Howse, 1999, p.154).
See WI/ DS 52 and W/ DS4.

“Article XX (g) may justify nmeasures “relating to the conservation of
exhausti bl e natural resources if such neasures are nade effective in
conjunction with restrictions on donestic production or consunption”
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exhausti bl e natural resources- to find expression”. It added
that the bal ance between affirmative comm tments under
Articles I, Il and XI and the policies and interests

enbodied in the exceptions listed in Article XX "needed to
be interpreted and judged on a case by case basis” (Caneron,
1998, p. 20).

The AB determ ned that any Article XX analysis is two-
tiered. First, it nust be anal yzed whet her the neasures are
provisionally justified under the concrete exception
i nvoked; only if the answer to this question is positive,
then the sane nmeasures nust be further appraised der the
i ntroductory clauses or the chapeau of Article XX* The AB
accordingly stated that:

“The purpose and object of the introductory cl auses of
Article XX is generally the prevention of abuse of the
exceptions of (what was later to becone) Article (XX).
This insight drawmn fromthe drafting history of Article
XX is a valuabl e one. The chapeau is aninmated by the
principle that while the exceptions of Article XX may
be invoked as a matter of |legal right, they should not
be so applied as to frustrate or defeat the |egal

obl i gati ons of the holder of the right under the
substantive rules of the General Agreenent”.

The AB added that the burden of denonstrating that a
nmeasure within one of the concrete Article XX exceptions
does not, in its application, constitute abuse under the
chapeau, rests on the party invoking the exception
(Vermuslt, Mavroidis and Waer, 1999, p.22).

The AB considered that the way in which USA standards
were set affected exports of gasoline from Venezuel a and
Brazil to the USin a discrimnatory manner, thus violating
the right of National Treatnent under Article Ill. The AB
therefore recommended that the DSB request the United States
to bring its gasoline regulations in conformty with its
obl i gations under the GATT. However, the AB clarified that

"this does not nean, or inply, that the ability of any
WO Menber to take neasures to control air pollution
or, nore generally, to protect the environnent, is at

i ssue. That would be to ignore the fact that Article XX

*The chapeau | anguage had received little consideration in earlier GATT
cases falling under Article XX. The new vigor conferred to such |anguage
may nmake it nore difficult for a Menber to justify a trade restrictive
measur e than under previous jurisprudence.

10
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of the General Agreenent contains provisions designed
to permt inportant State interests —including the
protection of human health, as well as the conservation
of exhaustive natural resources- to find expression.
The provisions of Article XX were not changed as a
result of the Uruguay Round of Multilateral Trade
Negoti ations. Indeed, in the preanble to the WO
Agreenment and in the Decision on Trade and
Environnent, there is specific acknow edge to be found
about the inportance of co-ordinating policies on trade
and the environnment. WO Menbers have a | arge neasure
of autonomy to determne their own policies on the
environment (including its relationship with trade),
their environnmental objectives and the environnental

| egi sl ation they enact and inplenent. So far as
concerns the WIQ, that autonony is circunscribed only
by the need to respect the requirenent of the General
Agreenment and the other covered agreenents”.

As noted by Jackson, the report on the Refornul ated
Gasol i ne Case has consi derable inportance, since inits
approach to Article XX(g), the AB seens "to be enlarging the
potential choices of a nation regarding the nmethods it
wi shes to pursue for eniironnental protection reasons”
(Jackson, 1999, p. 234)

However, the exception under Article XX(g) (relating to
the conservati on of natural exhaustible resources) was
interpreted in this case nore broadly than the exception
under Article XX (b) (relating to public health). The AB
enphasi zed the differences in the terns used in such
par agr aphs, “relating to” in paragraph XX (g), and
“necessary” under paragraph XX (b) (Petersman, 1998, p.
110), and in practice set for Article XX (g) a standard
easier to neet than under Article XX (b) (Ranné, 1999,
p.79). This, however, did not help the United States to
prove its case, given the clearly discrimnatory nature of
the di sputed neasure.

It may be argued, hence, that Menber countries can
devise the policies that better fit the interests of their
popul ati ons, even if they contradict their genera
obl i gati ons under the WO rul es. Neverthel ess, should those
policies be chall enged by anot her WIO Menber, their

“On the scope of application of Article XX (g) see al so the panel

deci sion in Tuna-Dol phin case (1994), which rejected the application of
said Article to nmeasures aining to force other countries to change their
policies on the methofs of harvesting tuna (DS29/R of June 16, 1994).

11
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necessity should have to be denonstrat ed® As a resul t,
despite the recognition of the States’ autonony in matters
of public interest, public health-rel ated neasures that nay
i npair trade obligatiﬁﬂs have been treated under a narrowy
i nterpreted exception™=

As mentioned, "necessary” has been interpreted in the GATT/WTO system as ““least
GATT-inconsistent”. Therefore, in order to determine whether a measure is ““necessary” and
whether other least trade-restrictive measures could have been adopted, panels and the AB have
been required, in fact, to put themselves in the position of policy-makers. They had to second-
guess domestic regulators without necessarily possessing the expertise and an adequate
knowledge of the particular circumstances in which a measure has been adopted. In addition, the
application of the "necessity" test has not involved_a consideration of whether the alternative
less-restrictive measures were reasonably available=.

In sum the exception under Article XX (b) of the GATT,
as interpreted, has in practice left States with little room
to design and inplenment public health neasures. The main
obj ective of the GATT/ WO jurisprudence has been to avoid
possi bl e abuses of the exceptions provided for in that
Article, in the formof an "unjustifiable discrimnation" or
a "disguised restriction” on international trade.
Consequently, though there is roomfor national autonony in
determ ni ng what the adequate public health neasures are,
the application of the “necessary” test limts the options
avai lable to the States. This may set a very high hurdle for
public health policies, because neasures that intrude |ess
on trade are alnoéﬁ al ways concei vable and therefore in sone
sense “avail abl e” &=

Public health in the WO agreenents

Public health issues are dealt with in several WO
agreenents. This is particularly the case of the Agreenent

¥)n principle, as exanined bel ow, the burden of proof would rest with
the Menber that invokes the exception (Trebilcock and Howse, 1999, p.
140)

19 See also the decision in US-Inport of Certain Shrinp and Shrinp
Products (WI/ DS58), where the panel stated “that Article XX provides for
an exception to obligations under the CGeneral Agreenment. The | ong-

standi ng practice of panels has accordingly been to interpret this
provision narrowmy, in a manner that preserves the basic objectives and
princi ples of the General Agreenent”.

? This kind of "feasibility test" may have led perhaps to a different result in the Thai Cigarette case, though
not in the Gasoline case where the adoption of non-discriminatory baseline for clean air requirements was
possibly feasible for the United States.

2l See Esty, 1994, p. 48, who reaches this conclusion for environnental
i ssues.

12
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on Technical Barriers to Trade (TBT), the Agreenent on the
Application of Sanitary and Phytosanitary Measures (SPS),
the CGeneral Agreenent on Trade in Services (GATS) and the
Agreenment on Trade Rel ated Aspects of Intellectual Property
Rights (TRIPS). The Agreenment on Agriculture so deals wth
i ssues that may be reIEﬁant for public health®] but they
are not addressed here==

It should be noted that according to a genera
interpretative note to Annex 1A of the WO Agreenent,

“in the event of a conflict between a provision of the
General Agreement on Tariffs and Trade 1994 and a
provi si on of another agreement in Annex 1A to the

... WO Agreenent, the provision of the other agreenent
shall prevail to the extent of the conflict”.

This means that to the extent that an issue is
specifically dealt with by any of the agreenents included in
said Annex (such as the TBT and SPS Agreenents), their rules
woul d prevail over the general provisions of the GATT. In
particul ar, the SPS Agreenent wl | supersedezﬁwticle XX( b)
for a large nunber of public health nmeasures=

The case of the TRIPS Agreenent is different, since it
is contained in Annex C of the GATT. Wiile the rel ationship
between this Agreenent and the GATT still needs to be worked
out, a panel has held that the TRIPS Agreenent has a
“relatively self-contained, sui generis status within the
WO, though it is “an integral part of the WIO system
which itself builds upon the eﬁgfrience of over nearly half
a century under the GATT 1947" =

Agreenment on Sanitary and Phytosanitary Measures

22 1n the Preanble and Article 20 of the Agreenent on Agriculture, non-
trade concerns in the agricultural sector are nentioned.

2 The Agreenent on Governnent Procurement nay al so be relevant in
relation to the acquisition by governnment entities of health-rel ated
goods. This Agreenment —which essentially prohibits preferences for
donmestic suppliers- is “plurilateral”, that is, it only applies to its
signatories. So far a small number of countries has adhered to this
agr eement .

*«Because SPS has nore stringent disciplines than GATT, the health
exception in GATT Article XX (b) is not available to a governnent as a
defence in a SPS | awsuit”(Charnovitz, 1999, p. 174).

% See the Panel Repot on USA- India — Patent Protection for
Agricultural and Chenical Products, W/ DS50/R, adopted on 16 January
1998, para. 7.19
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The purpose of the SPS AgreenentE]is to mnimze the
restrictive effects on trade of SPS neasures, by encouragi ng
t he harnoni zati on of SPS nmeasures on as a W de basis as
possi bl e, based on international standards, guidelines and
recommendati ons where they exist (Article 3.1). A basic
target of the Agreenent is that such neasures be, as far as
possi bl e, scientifically justified.

The SPS Agreenent applies to neasures —as defined in
Annex A of the Agreenent- to protect agai nst exposures to
pests (e.g. insects), to mcroorganisns, and to additives,
contam nants and toxins in food for humans and feedstuffs
for animals. It may not apply, however, to protection
agai nst the inportation of genetically nodified organisns,

t hough the coverage of the SPS Agreenent in this regard
still is open to determ nation by future WO deci si ons under
the DSU (Charnovitz, 1999, p. 175). In addition, the SPS
Agreenment does not cover neasures relating to the quality
and other conditions for the approval and commercialization
of pharnmaceuti cal products.

The SPS explicitly recognizes the right of any Menber
to take SPS to protect human and animal life or health based
on “scientific principles” (Article 2.2). It is presuned
that SPS that conformto international standards are
“necessary” to protect such goods, but Menber may introduce
SPS which result in higher |evels of protection than woul d
be achi eved by the application of international standards,
if there is scientific justification or it it is determ ned
to be appropriate based on risk assessnent techni ques
(Articles 3 and 5).1n the assessnment of risks, the “rel evant
processes and production nethods” shall be taken into
account as part of the scientific evidence (article 5.2). In
undertaking risk assessnent, a mnority scientific evidence
may be taken into account.

Menbers have the right to take the SPS they deem
appropriate to protect human, aninmal or plant life or
heal th, but nust ensure that they are “not nore trade
restrictive than required to achieve their appropriate |evel
of sanitary or phytosanitary protection, taking into account
techni cal and economic feasibility” (Article 5.6).

®The negotiation of this Agreenent has been considered a reaction of
the trading systemto certain cases of inport restrictions under GATT,
such as those applied by Japan on appl es and by the European Comunity
on beef treated with hornonal substances (Hoekman and Kostecki, 1997, p.
118). For an analysis of this Agreement and of the main issues for
devel opi ng countries, see Zarrilli, 1999.
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The SPS sets forth, in fact, two types of disciplines:
a) sci ence-based disciplines (e.g. Articles 2.2, 3.3, 5.1),
and b)trade-rel ated disciplines (e.g. Articles 5.5, 5.6). A
SPS nmeasure has to be justified under both types of
di sci plines; thus, even a SPS neasure that is based in
sci ence m ght not be deenmed as WO consi stent under the
| east trade restrictive test.

In cases where relevant scientific evidence is insufficient, a Member may
“provisionally”” adopt SPS measures on the basis of the available information, but only for a
“reasonable period of time” until additional information for a more objective assessment of risk
is obtained (article 5.7).This provision has been interpreted as restricting the use of the
“precautionary principle”, since potentially dangerous subﬁnces should be proven safe before
they are put on the market (Wallach and Sforza, 1999, p. 54)=

In addition, the precautionary approach under the SPS
Agreenment can be applied when_there is a probability (not
sinply a possibility of risk)z'for a “reasonabl e period”,
while scientific analysis in some cases can require five,
ten or even nore years of nonitoring and experinentation to
yield statistically significant results, in particular in
the case of products that are not inert, |ike biologica
materials that can reproduce, disperse and nmutate (Parris,
1999, p. 149).

It is interesting to note that the Protocol on
Bi osaf ety devel oped in the framework of the Convention on
Bi ol ogi cal Diversity (Mntreal, January 2.000) incorporated
a precautionary approach broader than under the SPS
Agreenment. Article 11.8 of the Protocol states that

“Lack of scientific certainty due to insufficient

rel evant scientific informati on and know edge regardi ng
the extent of the potential adverse effects of a living
nodi fied organismon the conservation and sustai nabl e
use of biological diversity in the Party of inport,
taking also into account risks to human health, shal
not prevent that Party fromtaking a decision, as
appropriate, with regard to the inmport of that |iving
nodi fied organismintended for direct use as food or

’said principle, as generally understood in environmental |aw, inposes
the burden of proof on the party seeking to change the status quo.
There shoul d be proof of no harmprior to action, rather than proof of
harmprior to halting action (Caneron, 1999, p. 245).

®See WIO Panel and AB Reports in Australia-Measures affecting

i mportation of salmon (June 12, 1998 and Novenber 6, 1998,
respectively).
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feed, or for processing in order to avoid or mnimze
such potential adverse effects”.

According to the SPS Agreenent, in the preparation and
application of sanitary or phytosanitary neasures, account
will be taken of the special needs of devel oping countries,
in particular, the |east-devel oped ones. Were the
appropriate | evel of sanitary or phytosanitary protection
all ows for the phased introduction of new neasures, such
Menbers woul d have a | onger period in which to apply themto
their producéﬁ, so as to maintain their export opportunities
(Article 10)==

In the case of food safety, the Agreenent expressly
stipulates that the reference standards wll be those
establ i shed by the Codex Alinmentarius Conm ssion relating to
food additives, veterinary drug and pesticide residues,
cont am nants, nethods of analysis and sanpling, and codes
and gui delines of hygienic practice (Kinnon, 1995, p. 26)E:I

The Codex Alinmentarius standards |ong served as a
reference for GATT with respect to technical barriers to
trade and played an inportant role in procedures to settle
food-rel ated trade di sputes. The Codex Conm ssion, anong
ot her tasks, recommends to governnments guidelines on good
manuf acturing practices, and has al so prepared a code of
ethics for international trade in food, covering such
aspects as food hygi ene, |abeling, infant food, and
nutritional value(Ki nnon, 1995, p. 23).

The application of the SPS rai ses issues of
interpretation simlar to those discussed in relation to
article XX of the GATT, as to the degree of autonony that a
Menber enjoys to establish its own | evels of protection on
heal th grounds. Unli ke the case of said Article XX, however,
an SPS neasure may be considered in violation of a Menber’s
obligations even if it equally applies to donestic and
i nported products, to the extent that such nmeasure is not
grounded on scientific evidence (Wagner and Gol dman, 1999,
p. 14). Therefore, the room of maneuver for nationa

2 several devel oping countries nade proposals for the WIO M ni steri al
Conference held in Seattle in Decenber 1999 relating, inter alia, to the
effective inplenmentation of article 10 and the participation of

devel opi ng countries in the international devel opment standard process.
See WIO docunent JOB(99)/4797/Rev. 3, p. 26-28.

®The International Office of Epizootics and organi zations operating
under the International Plant Protection Convention are al so standard
setting bodies for aninmals and plants health, respectively.
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policies under the SPS Agreenent is nore limted than under
t he GATT.

Sai d Agreenent establishes (Article 3.3) the autononobus
right of a Menber to set a |level of protection different
fromthat inplicit in the international standard and to
i npl ement or enbody that |evel of protection in a nmeasure
not “based on” the international standard. The application
of the SPS Agreenent in these cases raises conpl ex issues,
since the determ nation of what constitutes a risk to
heal th, food security or other central public interests are
an essential elenent of a a cougﬂry's soverei gnty. However,
in all the cases so far deci ded® ' under the DSU in which the
SPS was invoked, no country’s SPS neasures were upheld as
consistent wwth the WO rul es.

Though Menbers nust apply international risk assessnent
nmet hodol ogi es and find a scientific justification, what
constitutes an allowable risk will ultimately reflect the
social values of a particular society at a particul ar stage
of developnent. |In many cases, it is unlikely to be a
uni que way to analyze enpirical data. As noted by two
conment at or s,

“I's an “appropriate risk” of a toxic substance one

whi ch all ows cancer to develop in one out of a

t housand, a hundred thousand or one mllion people? O
should it be zero? Article 5.3 of the SPS Agreenent
adds a further conplication by injecting an econom c
“cost-benefit” test into the risk assessment process by
taking into account relevant econom c factors such as
“the potential damage in ternms of |oss of production or
sales... and the relative cost-effectiveness of
alternative approaches to limting risk”. This seens to
venture into an unconfortable area of weighting the

val ue of human health or the environment against nore
readi | y nmeasurabl e econom ¢ concerns” (Trebil cock and
Howse, 1999, p. 146).

The tensions between trade and sanitary/phytosanitary
interests were addressed under the DSU in the Beef Hornone
Case(WI/ DS26), the first Eﬁcision by a WO panel on the SPS
Agreenent, in August 1997

' As of Novenber 11, 1999.

For an analysis of this case see, e.g. Wllach and Sforza, 1999;
Caneron, 1999; Trebil cock and Howse, 1999; Pardo Quintillan, 1999.
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The EU had banned the sal e of hornone-fed beef based on
the alleged risk for human health deriving from consunption
of such product®y and the United States requested a
deci sion under the DSU. The panel upheld the US conpl ai nt
in Septenber 1997. It found that there were internationa
standards for five of the six growh hornones in dispute,
and for the sixth-one, for which an international standard
di d not exist, the panel held that the EU ban was not based
on a scientific risk-assessnent, that the EU had not
conducted. The burden of proving that nore stringent
standards than those internationally established were
necessary rested on the EU, which failed in the panel’s view
to produce such evidence. The Panel concluded that the EU
nmeasure viol ated the SPS Agreenent.

The Appel |l ate Body (AB) made extensive use of general
principles of international |law to determ ne the scope of
the EU s discretion to apply its own health and environnent
st andards even though they “ire hi gher than internationa
standards. The AB overrul ed®l t he panel interpretation and
di sti ngui shed the case of nmeasures which “conformto”
international standards, i.e. the international standard is
conpletely enbodied in the SPS neasure, fromthe case in
whi ch an SPS neasure is “based on” an internationa
standard, neaning that such neasure may adopt sone, not
necessarily all, elenents of the international standard.
Waile in the former case there is presunption -al beit
rebuttabl e- of consistency with the GATT, in the latter
there is no benefit of consistency presunption. Hence, if
anot her Menber questions a particular neasure, the burden of
proving consistency will rest with the Menber relying on
such measure.

However, the AB held that it does not appear that there
is a any

“necessary (logical) or other connection between the
undertaki ng of Menbers to ensure, for exanple, that SPS
nmeasures are ‘applied only to the extent necessary to
protect human, animal or plant |ife or health.. and the

%3 Exposure to the hornmones in question has been linked to cancer in

| aboratory animals. See the AB Body Report in the referred case, para.
199, and Wagner and Gol dman, 1999, p. 14.

3 The AB al so overruled the distinction nade by the Panel between “risk
assessnent” (a “scientific” examination of data and factual studies) and
“ri sk managenment” (a “policy” exercise involving social value judgnents
made by political bodies) and noted that the SPS Agreenent only speaks
of “risk assessnment” thereby not providing a textual basis for such

di stinction.
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al l ocation of burden of proof in a dispute settlenent
proceedi ng... A decision of a Menber not to conformto a
particul ar nmeasure wth an international standard does
not authorize inposition of a special or generalized
burden of proof upon that Menber, which may, nore often
than not, anount to a penalty”.

The AB al so stated that harnoni zation only created a
bal ance between the legitimate rights of states to maintain
regul atory diversity and the need to reduce the trade-
distorting inpact of such diversity. In the AB' s view, the
| anguage of the Agreenent allows for a greater scope for
diversity in the detail ed neasures thensel ves than the
notion of “conformty” would seemto inply. An inportant
el enent in the AB decision also was the opinion that risk
assessnent can include real world considerations, such as
factors relating to the effectiveness in handling
protective neasures. The Appell ate Body stated that,

“It is essential to bear in mnd that the risk that is
to be evaluated in risk assessnent under article 5.1 1is
not only risk ascertainable in a science |aboratory
under strictly controlled conditions, but also risk in
human societies as they actually exist, in other words,
the actual potential for adverse effects on human
health in the real world where people live and work and
die”.

The AB further clarified that there nust be a rationa
rel ati onshi p between the_neasure and the risk assessnent, to
be deci ded case-by-case® It also held that "the risk
assessment must not necessarily enbody only mai nstream
scientific opinion, but divergent opinions fromaqualified
and respected sources nmay al so be taken into account,
especially when the risk involved is |ife-threatening”.

The panel and the AB also had to address the issue of
defining the limts, under WO agreenents, of States’
autonony to adopt neasures in sensitive areas subject to
national jurisdiction. In the Sal non case. The AB stated
t hat :

*1n anal yzing such relationship in the Japanese Agricul tural Products
case (W/ DS76/ R of 27. 10.98 and W/ DS76/AB/ R of 22.2.99), the panel
rul ed that though there was a risk of introducing codling noths (which
cause severe agricultural damage), Japan had not establish a rational
link between that risk and the rigorous Japanese testing requirenments .
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“We do not believe that Article 11 of the DSU, or any
ot her provision of the DSU of of the SPS Agreenent,
entitles the Panel or the Appellate Body...to
substitute its own reasoning about the inplied | evel of
protection for that notion defined consistently by
Australia. The determ nation of the appropriate |evel
of protection, a notion defined in paragraph 5 of Annex
A, as the “level of protection deened appropriate by
the Menber establishing s sanitary..neasure”, is a
prerogative of the Menber concerned and not of a Panel
or of the Appellate Body”.

The ongoi ng opposition by the EU (despite the green
light given to the United States topply trade sanctions)to
admit US beef treated with hormonest raises troubling
guestions about the extent to which the trade system may
I npose on the people living in a country or group thereof, a
solution that is perceived as risky to public health. In the
vi ew of the European Conm ssi on,

“Judgi ng what is an "acceptable" level of risk for
society is an emnently political responsibility.

Deci si on-makers faced with an unacceptable ri sk,
scientific uncertainty and public concerns have a duty
to find answers. Therefore, all these factors have to
be taken into consideration” (European Conm ssion,
2000, para. 5).

Some devel opi ng countries proposed (as part of the
preparation for the WIO M ni sterial Conference held in
Seattle in 1999) to address the problens posed when
scientific opinion is not acceptableléf the public, who is
skeptical or holds the opposite view® =

Wthin the framework of the work on the Codex
Alimentarius, some countries have al so raised the
possibility of including standards that are not uniquely
sci ence based and human health oriented. Certain countries
enphasi zed the | egitimcy of consuner concerns and the need
to obtain a consuner consensus for the legitimcy of the
i nternational standards body (Bl andford and Ful poni, 1999,

p. 420). These proposals pose a difficult question about the

% Anot her possible controversial case may relate to the EU ban on the
use of bovine sematotropin (BST), which is allowed in the USA and has a
stimulating effect on mlk secretion. No conclusive scientific evidence
on the risks for health of such use is avail able (Cunni ngham 1999,
p.17).

¥ See WIO docunent JOB(99)/4797/Rev. 3, p. 31.
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extent to which public health neasures which affect trade
may rely on public perceptions and fears, rather on the
avai l abl e scientific evidence.

Finally, it is still uncertain, as nentioned before,
whet her the rel ease of genetically nodified organi snms
(GMs), such as transgenic seeds, and the commercialization
of products derived therefromwould fall within the coverage
of the SPS Agreenent. Sone proposals for starting
consi deration of this issue within WIO have been nadegq in
the context of quite divergent perceptions on the risks of
GVi>s for health and the environnent.

There is currently no scientifically accepted evidence
to suggest that the transgenic crops per se are any nore or
| ess toxic or allergenic than conventionally bred crops
(Spillane, 1999, p.24). However, serious doubts remain,
particularly in Europe, about possible risks and each
country has the right to draw the bi osafety neasures it
deens appropriate (UNDP, 1999, p. 75).

Agreement on Technical Barriers to Trade

The establishnment of technical standards nay create
significant barriers to trade® by raising unit costs of
producti on and/ or transportatioE](Fbeknan and Kost ecki
1997, p. 114). The TBT Agreenent ® encourages the use of
internationally agreed standards as a basis for their
technical regulations on trade. If a Menber adopts an
I nternational standard, a presunption is established that,
unl ess proof to the contrary, it does not create an
unnecessary obstacle to trade. In the case that standards
not in accordance with relevant international standards were
adopt ed, the Menber doing so nust give notice thereof, and
may be required to prove that such standards are necessary
to protect human, animal or plant health or safety, or the
envi ronnent. The burden of proof in this case will lie with
the Menber applying the standards.

% United States, Canada and Japan nade proposals to establish a Wrking
Group to exam ne the approval processes for GMOs. Ot her countries
advocate for the treatnent of this subject outside the WIO or in the
framework of the Conmittee on Trade and Environnent.

% According to the US Departnent of Cormmerce, in 1993 al nost two thirds
of the US nerchandi se exports were affected by technical standards and
requirenents in inporting countries (Trebilcock and Howse, 1999, p.
137).

“For a general analysis of this Agreement, see Vollker 1995, p. 281-
310.
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If technical regulations were established by Menbers in
t he absence of international standards, such regul ations
shoul d not be nore trade restrictive than necessary to
protect human, animal or plant health or safety, or the
environnment (article 2.2). Thus, the “necessity” test is
under the TBT, |ike under the GATT, a key standard for
eval uating national public health policies.

The Preanble of the TBT Agreenent recognizes that “no
country shoul d be prevented fromtaki ng neasures necessary
.for the protection of human, animal or plant life or
health.” .Article 2.2 to sone degree anplifies the limted
nature of listed exceptions to Article XX, since it allows
to consider, in assessing the risks referred to in that
Article “.available scientific and technical information,
rel at ed pbﬂcessing technol ogy or intended end-uses of
products”®- In order to address “urgent problens of
..health.”” Menbers can onit the publication and notification
requi renents inposed by article 2.9 for the adoption of
national regulations which may have a “significant effect on
trade”, where such regulations are not in conformty with
i nternational standards or such standards do not exist.

Devel opi ng countries enjoy a special and differenti al
treatnent in this area (article 12 of TBT). It is recognized
that such countries may face special problens, including
institutional and infrastructural problens, in the
preparati on and application of technical standards,
regul ati ons and conformty assessnent procedures. Devel opi ng
countries may, inter alia, adopt technical regul ations or
standards ai med at preserving indigenous technol ogy and
producti on nethods, and are not expected to use
i nternational standards which are not appropriate to their
devel opnent, financial or trade needs. If faced with
difficulties, they may al so request tine-limted exceptions
fromtheir obligations. Menbers will take reasonabl e
measures to ensure that, upon request of devel oping country
Menbers, international standardizing bodies prepare norns
for products of special interest to devel oping countries
Menber s.

If internationally agreed standards are foll owed by
national regulations, a prima facie presunption that the
standards are not unduly trade-restricting will arise. If

“This represents a significant departure fromthe notion in the Tuna
case, where it was determ ned that national treatment does not apply to
the met hods of production, as it nmay allow di fferentiation based on how
a product is nade, as opposed to the final product itself.
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the international standards are not foll owed, the Agreenent
provi des for sonme disciplines and procedures that the
governnment should adopt. In this case, whether the nationa
standards create unnecessary obstacles to internationa
trade may give rise to a conplex burden of proof. In the
case of a dispute, the conplaining country may have to give
evi dence of prima facie unnecessary obstacle to trade, and
the defending country may have to give evidence that the
adopted standard is not nore trade-restrictive than
necessary to fulfill a legitinmte objective, taking account
of the risks non-fulfillment would create (article 2 of the
TBT Agreenent).

It should be noted that while the SPS Agreenent is
i ntended to address food safety neasures, along with those
targeting plant and animal health risks, the TBT Agreenent
stresses the need to be aware of the negative trade inpacts
that can arise fromdifferences in other fornms of national-
| evel standards that do not have direct health inpacts.
Clearly, “certain neasures lie within the purview of both
agreenents. If a dispute cites both, separate dispute panels
can be fornmed, wth SPS nmatters assigned priority. Key
initial disputes before the SPS and TBT Conmittees are stil
clarifying their spheres of influence” (Hooker, 1999,
p. 652).

An inportant difference between these agreenents is
that the SPS Agreenent requires that SPS neasures be
scientifically justified, while under the TBT Agreenent
donmesti c measures may be based on various legitimte
obj ectives, such as national security and the prevention of
deceptive practices, and scientific inforIﬁIion is only one
of the relevant elenments to be considered®

has an inportant role in the area of standards
setting® for the quality, efficacy and safety of
pharmaceutical, biological and simlar products, inter alia,
through the International Pharnmacopoeia and the WHO
Certification Schene on the Quality of Pharnmaceuticals
Products noving in International Conmerce.

General Agreenment on Trade in Services (GATS)

“gee Article 2.2 of the TBT Agreenent.

4% WHO has been accorded observer status at WIO s Conmittee on Techni cal
Barriers to Trade. For an analysis of WHO responsibilities and
activities in this area, see Kinnon, 1995.
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The adoption of the GATS was one of the mgjor
achi evenents of the Uruguay Round, insofar as it submtted
for the first time international trade in services to
mul til ateral disciplines (Hoekman, 1995, p. 327).

Such trade nmay take place in the health giia t hr ough
the different nodalities identified under GAT

*across a border (e.g. telenedicine and di agnhostic
services);

*t hrough consunption abroad (for instance, a patient
traveling to another country for treatnent);

*t hrough commercial presence, i.e. establishnment of a
forei gn subsidiary or branch;

*t hrough the displ acenent of people who are service
suppliers (e.g. nedical doctors).

Unli ke the GATT, the principles under GATS, including
national treatnent, apply only to the sectors that Menber
countries have decided to open to foreign conpetition. Under
this “positive |ist” approach, the "national schedul es”

i nclude the services sectors and activities to which a
Menber will apply market access and national treatnent
obligations, on the basis of “horizontal” commtnents, which
apply to all sectors included in the schedule, and of
specific commtnents, which apply to a specified sector.

Despite the interest of devel oping countries in
pronoting free novenent of |abor (South Centre, 1998, p.
48), the GATS only obliges Menber States to all ow
immgration in the case of those who are service suppliers
or enpl oyed by a service supplier in accordance with the
terms of a specific commtnent.

The GATS contains provisions to pronote the
participation of devel oping countries in the internationa
trade in services. Devel oped countries should, for this
pur pose, liberalize market access in sectors of export
interests to devel oping countries and i nprove the efficiency
of such countries’ donestic services through access to
technol ogy on a comercial basis (Article V).

4 For an analysis of GATS as applied to health services, see Kinnon,
1995; Zarrilli and Kinnon (Editors), 1998.
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Only 27% of WIO Menbers (devel oped and devel oping in
equal nunbers) made commitnents to open up hospital services
to foreign suppliers, and 35% (al so roughly even anong the
two groups) did so for medical and dental services. Sone
19% nostly industrialized countries, scheduled the services
of health personnel other than physicians. Qut of the 21
devel opi ng countries involved, nost place no limtation on
forei gn consunpti on of hospital or nedical service. They
of ten make no conm t nent on cross-border supply of services,
usual ly because it is not technically feasible; and
occasionally place a foEiign-equity ceiling on comerci al
presence (Ki nnon, 1995)mi

Deci sions on the liberalization of the trade in health
services are likely to be based on a w de range of
consi derations, including devel opnental needs, donestic
heal t h ailicies and the conpetitiveness of the rel evant

/]

sect or s=%

Agreenent on Trade Rel ated Aspects of Intellectual
Property Rights (TRIPS)

The very nature of patent rights is to exclude
conpetitors in order to generate nonopolistic rents to
recover R&D costs and generate a profit G ven the
inplicatiils of patent protection on the prices of
nedi ci nes®8 concerns have been voiced froma public health
perspective on the negative inpact of patents on the
affordability of nedicines, specially for the poor. It is
general |y acknow edged, however, that given the
characteristics of innovation in the pharmaceutica
i ndustry, this sector is particularly sensitive to the |evel
and effectiveness of |PRs protection (Scherer, 1999).

Thus, the Fifty-Second Wrld Health Assenbly “took note
of the concerns of many Menber States about the inpact of
rel evant international agreenents, including trade
agreenents, on |ocal manufacturing capacity and on access to
and prices of pharmaceuticals in devel oping and | east
devel oped countries”, but recogni zed that “the Agreenent on

®In the case of NAFTA all the menber countries made a reservation
dealing with “social services esrablished or maintained for a public
purpose”, including “health” ( Appleton, 1999, p. 95).

% See zarrilli and Kinnon (editors), 1998.

4" See, e.g. Scherer and Ross, 1990. For a review of economc literature
on intellectual property, see Siebeck (Editor), 1990.

‘8 See, e.g., UNCTAD, 1996, Annex 1 and References; Vel asquez and

Boul et, 1999 and annot ated bi bliography. See al so Watal, 1996; Dunoulin,
1997; Lanjouw, 1997; Keayla, 1999.
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Trade Rel ated Aspects of Intellectual Property Rights
(TRIPS)Eﬁrovides scope for the protection of public
heal t h" &

The TRIPS Agreenent has partially addressed public
health concerns. Article 8.2 states that

"1. Menbers may, in fornulating or anending their
national |aws and regul ati ons, adopt neasures necessary
to protect public health and nutrition, and to pronote
the public interest in sectors of vital inportance to

t heir soci o-econom ¢ and technol ogi cal devel opnent,
provi ded that such neasures are consistent with the
provi sions of this Agreenent”.

Thi s provision incorporates the “necessity” test
nmenti oned above, but seens to subject it to an additiona
“conpatibility” test (not present in Article XX of the GATT)
that, if broadly interpreted, may nullify a possiple
exception based on public health or other grounds®™

In addition, as exam ned el sewher el t he TRI PS
Agreenent | eaves considerable roomto establish, at the
national |evel, certain exceptions ained at inproving the
affordability of nedicines, such as in relation to:

* acts done privately and on a non-comerci al scale, and
for teaching;

* use of the invention for research, including
experinmentation on the invention to test it or inprove
on it for commrercial purposes (Cornish, 1998; NERA,
1998; Correa, 2000);

* preparation of medicines under individua
prescriptions;

* prior use (use of the invention by a third party before
the date of application for the patent).

49 WHA52. 19, 24.5.99.

°  However, the “consistency” requirenment may refer to ordinary or
everyday public health nmeasures, which could not underm ne TRI PS
obligations in a permanent way, as distinct frompublic health
energenci es, which could trigger different criteria of “inconsistency”
under Article 8.1 and allow for tenporal derogations of obligations
under the Agreenent.

®l See UNCTAD, 1996; Correa and Yusuf, 1998; Correa, 2.000.
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* inmports of a legitimte productiImMich was put on the
market in a foreign country by the patent owner or with
his consent (Verma, 1998; Bronckers, 1998).

* experinments made for the purposes of seeking regulatory
approval for marketing of a product after the
expirati onf a patent (“early working” or “Bolar”
exception)ag

The | ast exception is of particular inportance to the
health sector. Its purpose is to help generic drug producers
to place their products on the market as soon as the
respective patent expires. The U S. Drug Price Conpetition
and Patent Term Restoration Act (1984), for instance, has
permtted to carry out testing to obtain approval of generic
products before the expiration of the rel evant patent.
Simlar provisions were established in other countries, such
as Canada, Israel and Argentina. The WO di spute settl enent
mechani smwas put in notion in 1999 by the EU agai nst
Canada, in relation to an exception in Canadi an | aw t hat
aut hori zed not only to undertake registration procedures
bef ore patent expiration but also to start production and
stockpiling six nonths before that date® The panel decision
confirmed that an early working exception is consistent with
the TRIPS Agreenent, even in the absence of an extended
period of protection for the patent. However, the panel
considered that the right to manufacture and stockpile before
t he expirEﬁion of the patent was not consistent with said
Agr eenent ==

Article 31 of the TRIPs Agreenment on "Qther use w thout
the authorization of the right holder" permts to grant
compul sory licenses on grounds to be determ ned by nationa
laws, including in order to satisfy health needs. Such
| i censes have been extensively used in the United States to
remedy anti-conpetitive practices and for governmental use;
in sonme countries provisions for the specific case of
health-rel ated i nventi ons have been established (Correa,
1999a).

®2 This are generally called “parallel inports” and adnissible under the
principle of international exhaustion of rights (article 6 of the TRIPS
Agr eenent) .

>3 See NERA, 1998.

1n addition, unlike the US | aw, the Canadian |egislation did not

provi de for an extension of the patent termin order to conpensate for
the tine consunmed for the first approval of the drug by the health
authority.

% See WI/ DS114/ R, 17 NMarch, 2.000
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Despite the |legitinmacy of these pro-conpetitive
nmeasures, some Menber countries that applied one or nore of
them have faced the threat of unilateral retaliatigns, or
t he suspension of aid, by sone devel oped countri esk®l of
particul ar interest was the di spute between the USA and
South Africa in relation to South African |egislation ained
at allow ng parallel inmports and conpul sory Iicenses for
nmedi ci nes. Despite the legality of such neasures under the
TRI PS Agreenent, the US governnent and pharnmaceutica
i ndustry put enornous pressure on the_South African
governnment to elimnate such neasuresB~ Supported by a
nunber of active NGOs (particularly those concerned with the
dramatic rise of H V-related infection in South Africa), the
Sout h African governnment resisted such pressures and
eventual | y obtai ned the suspension of the judicial case
brought by US conpanies as well as the w thdrawal of South
Africa —in Decenber 1999- fromthe “Super 301" |ist.

The rel ati onship between the TRI Ps Agreenent and public
heal t h has been the subject of considerabl e debate. The
i ntroduction of product patent protection for
pharmaceuticals in devel oping cayntries, is likely -as
denonstrated by several studies® to increase prices and
wor sen the problens related to access to drugs, particularly
by the poor. Possible options for the design of nationa
patent |laws with provisions that nay mtigate such probl ens
have been proposed (Vel azquez and Boul et, 1999; Correa,
2.000), but many issues (such as parallel inports) renain
hi ghly controversial. The panel's decision in the EU Canada
case on the early working exception —which, as nentioned,
held the legality of such exception- illustrates, however,
that there is some room under the Agreenent to adopt
measures ained at the protection of public-health.

Devel oping a public health-sensitive approach to WO
agreenment s

The protection and pronotion of health is one of the
basic State’s obligations. The counterpart toaﬁuch an
obligation is the right of citizens to health® the

%6 See the US Trade Representative Press Release, April 30, 1999,
listing the countries that may be subject to trade sanctions under
Section 301 of the US Trade Act.

% See Bond, 1999.

®See a summary of such studies in Unctad, 1996; Correa, 2.000.
% See the declaration of the WO UNI CEF International Conference on
Primary Health Care, Alma Ata, 1978.
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achi evenent of which is grounded on ethical as well as
econoni ¢ consi derati ons.

As evi denced by the previous analysis, tension often
exi sts between the trade interests reflected in the WO
agreenents and health and ot her public goods. The GATT/ WO
jurisprudence indicates that the WO system recogni zes the
need to protect such goods, but via exceptions which have
been construed rather narrowy. The nature of the exceptions
under Article XX of the GATT and under ot her WO agreenents,
puts the State arguing public health interests on the
defensive, since it must justify "deviations” fromits
general obligations.

A crucial issue froma public health perspective is,
hence, to ensure that national policies on the matter are
not subordinated to the priorities of the trading system

The basic question that may be posed is, in other
wor ds, how to achieve a well infornmed, objective and
bal anced consi derati on of possibly conpeting trade and
health interests, in a manner that prevents that trade
perspectives domnate the interpretation of the WO
agreenents, while ensuring that health and other public
i nterest grounds are not used to nmasqueradi ng rules that
unfairly restrict trade.

It may be argued that the devel opnent of a "health-
sensitive" trading systemmy be the outconme of the
progressive application and interpretation of WO rul es
t hrough the evolution of the WIO jurisprudence, on a case-
by-case basis. The resol ution of possible conflicts between
public health and trade interests may be left, thus, to the
deci sions to be taken by existing bodies and procedures
under the existing rules.

However, the outcone of such process is uncertain.
O her possible ways to ensure that health policy el enents
are better taken into account in the application of the WO
agreenents are consi dered bel ow.

A constitutional role for WQ?

It is generally recogni zed that the main aimof the
GATT/WIO systemis to |iberalize trade by conbating trade
protectionism while such system does not aimto exclude
| egitimate governnental policies in areas other than trade
i beralization (Cottier, 1998, p. 57).

29



HSD/GCP/April 2000

Original: English

Distr.: Restricted

Draft for discussion: Not to be quoted without permission

The need to reconcile trade commtnents with nationa
policies, including on public health, has been recogni zed as
one of the tasks that WO nust face. According to the former
Director General of the WO

“(One) should not underestinmate the growi ng pressure on
the multilateral trading systemto give answers to

i ssues which are very real public concerns, but ones
whose solution cannot rely on the tradi ng system al one.
Whenever people tal k about trade now, other issues cone
up imedi ately: financial instability, devel opnent,

mar gi nal i zation, protection of the environnent, soci al
condi tions, enploynent, public health, or cultural
diversity. It would be wong for the internationa
trading systemto ignore such issues, or not make the
contribution that it is possible for it to nake. W
have to inprove our ability to respond within our own
rules and institutions to the interrelationships which
undoubt edly exist, showing that the different policies
required can beEHutuaIIy supportive rather than
contradictory”.

The nmethods and criteria applied to solve the tensions
bet ween the satisfaction of national public interests, and
the conpliance with the general WO obligations, wl]l
determ ne the scope that sovereign nations retain to pursue
legitimate national objectives. Solving such tensions is
not, however, an easy task since it may be difficult to
di stingui sh between legitimte neaéﬁres and those adopted
with a purely protectionist intent®™ Different approaches
have been suggested to address the referred to tension.

According to one approach, given that there exi st
di vergi ng soci etal perceptions and attitudes towards health-
rel ated and other public policy issues, the sovereign rights
of States to deal with such issues should be affirned
(Whal | ey, 1996, p. 94). The primacy of nationallly-defined
policies in relation to health, the environnment and safety,
has been asserted, for instance, in the US Uruguay Round
Agreements Act” (1994) which provides that

€0 statenent given on occasion of the second WIO M ni sterial Conference
(()May 18 & 20, 1998).

! The efforts by national governments to protect citizens from health
and ot her hazards “has becone a virtual mnefield for trade policy-
makers.. Even when there is no protectionismintent on the part of

| awmekers, through a | ack of coordination, nere differences in

regul atory or standard-setting reginmes can function to inpede trade”
(Trebil cock and Howse, 1999, p. 135).
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“Nothing in this Act shall be construed
(A)to anend or nodify any law of the United States,
including any law relative to

(i)the protection of human, animal, or plant life
or health,

(ii)the protection of the environnent, or
(ii1)wrker safety..”

The President of the USA has al so stated that

“...international trade rules nust permt sovereign
nations to exercise their right to set protective
standards for health, safety and the environnent and
bi odi versity. Nations have a right to pursue those
protections —even mheqaﬂhey are stronger than

i nternational norns”.

Under this view, national health and other public
policies and rules should prevail over multilatera
di sci plines when a conflict arises. In particular, a
“sovereignty school” has devel oped in the area of
envi ronnental policies, according to which environnental
pol i cymaki ng should be left entirely to national politicians
and the GATT should be stripped of all authority to
chal I enge nationally determ ned policies. Wile sone
supporters of the sovereignty school would accept the review
of environnental policies by the GATT to determne if they
are really disqguised protectionism others would permt no
i nternational oversight whatsoever (Esty, 1994, p. 56). Thus,
nmeasures used with clear environnmental intent should
override any restrictions on theminplied by existing
GATT/WIO rul es, and trade provisions of environnental
treaties should be given precedence over such rul es
(Whal I ey, 1996, p. 86).

A second approach suggests to reinforcing the rol e of
the WO to deal nore systematically with trade-rel ated
I ssues, under an expanded "constitutional role" (Cottier,
1998, p. 58). This would permt WO to address the
restrictions on market access which derive from diverging
attitudes towards new technol ogies and risks, as well as to
address the protection of global goods and of interests of
common concern. Under this "constitutional role" the WO
coul d not | onger be based on a negative integration schene
(i.e., prohibiting restrictions) as its sole task in

62 Statenent by the President of the USA on occasion of the second WO
M ni sterial Conference (May 18 & 20, 1998).
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construing trade-related rules. Thus, while the purpose of
GATT was al nost exclusively the reduction of trade barriers,

"the WO i ncreasi ngly assunmes constitutional functions
in a globalizing econonmy. The goal of dismantling trade
barriers is increasingly acconpani ed by the inclusion
of trade-related issues. The environnment has been one
of them Intellectual property, conpetition (antitrust)
and, possibly, links of trade and | abour standards, are
yet other ones. The system beconmes nultifunctional. It
increasingly has to deal with a nunber of partly
conpeting, but equally legitimate policies. It becones
a matter of balancing interests” (Cottier, 1998, p.

58).

This view may find sone support in the growi ng nature
of health as a "global public good". Recent anal yses have
enphasi zed that while health include both public and private
properties, globalization may Eﬁ shifting the bal ance of
health to a gl obal public good™

The inplications of an expanded "constitutional™ role
of WI inrelation to public health and other public
interests may be far-reaching. Such a role would inply that
the protection of global commons and of interests of common
concern, such as health or the environnment, should not be
| onger approached under traditional doctrines of exclusive
national sovereignty and jurisdiction (Cottier, 1998, p.
59).

However, given the difficulties that the GATT/ WO
system has faced to deal with major public concerns, such as

8 “d obalization is blurring the traditional |ine between public and
private in health. Some have observed that we are witnessing the

emer gence of an unprecedented “third wave” of health threats —energing

i nfections, new environnental threats and behavi oral pathol ogies. This
bl end of new as well as resurgent ol der diseases is planetary in scope
and threatens all countries, rich and poor. As a result the traditiona
categori zation of diseases demands serious reconsideration. Mst of
these threats characteristics of a global public bad, and their ultinmate
resolution will require global cooperation beyond the capability of any
single actor or nation state” (Chen, Evans and Cash, 1999, p. 285-286).
® |'n fact, the WIO has al ready assumed an “international oversight”
through the the TBT and SPS Agreenents. This would ambunt to a “policed
decentralization” which nmeans that national authorities are largely free
to pursue their own policy objectives but nust do so subject to a set of
broadly applicable |legal constraints (Trebil cock and Howse, 1999, p.
161) .
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those related to public health and the environnentE! and

t he heavy burden put on many devel opi ng countries (UNCTAD,
1999; Khor, 1999, p. 37), an expanded conpetence of WO is
unlikely to positively change that situation, particularly
in relation to specific public health issues.

Interpreting the WTO rules

The focus of the GATT/ TWD princi ples and procedures on
trade concerns, may fail to provide an adequate forum for
addressi ng the vast range of problens posed by a grow ngly
gl obal i zed econony and, in particular, for reconciling trade
with other public interests.

The WIO di spute settl enment bodi es have faced the
conpl ex task of distinguishing the limts of what is a
di squi sed restriction to trade fromlegitinate neasures
adopted to protect public interests. Though panels and the
AB have recogni zed the need to reach a bal ance and ensure
room for national action, they have not upheld so far
nati onal neasures based on public-health reasons. How to
secure that the exercise of the sovereign rights of States
to adopt public health and other policies is not unduly
limted by the application of trade disciplines, is still an
open issue that is central to future deliberations within
WO

A possible strategy for safeguarding public health
interests in the WIO system would be to devel op agreed
interpretations through General Council decisions on
critical issues, such as Article XX(b)of the GATT as far as
it applies to matters not covered by the SPS Agreenent, the
exceptions and precautionary approach under the latter and
article 8.1 of the TRIPS Agreenent. An agreed interpretation
requires, unless otherw se provided, a three-fourths
najorityEfArticIe | X of the Marrakesh Agreenent Establi shing
the WIQ) b

® For an analysis of GATT/WIO jurisprudence relating to environnental

i ssues, see Petersman, 1998 and Easty , 1994.

®An alternative would al so be to propose amendnents to existing rules,
as contained in the GATT and the rel evant WIO agreements. Amendments
require consensus or a two thirds majority, but if they alter the rights
and obligations of the Menbers, amendments shall take effect only for
the Menbers that accepted them The Mnisterial Conference may decide by
a three-fourths majority that an anendnent is of such nature that a
Menber not accepting it may withdraw fromthe WIO or renmain a with the
consent of the Conference (Article X.1 and Article X 3 of the Marrakesh
Agreenment Establishing the WIO).

33



HSD/GCP/April 2000

Original: English

Distr.: Restricted

Draft for discussion: Not to be quoted without permission

I ncreasing participation

So far, the devel opnent and application of GATT/ WO
rul es have been strongly influenced by specific industries
and comercial interests, as illustrated by the deep
i nvol venent of multinational firnms and various of their
i ndustry coalitions in the process |eading to the adoption
of the TRIPS Agreenent (Ryan, 1998).

Panel s and AB may becone nore sensitive to broader
public policy concerns, such as public health, through the
i ncreasing and effective participation of other
i nternational organizations, such as WHO, in the decision
meki ng process. O course, this wll require agreenent by
t he nenbership of such organi zations -which in sonme cases
may be difficult to reach- as well as the building up of
capacity within themto deal with trade disciplines and
their interaction wth public health issues.

Consi deration should be given, in particular, to the
ways in which WHO may actively supply opinion and technica
advi se in disputes where public health matters are invol ved.
This may be one inportant aspect in the inplLenentation of
the WHO Revi sed Strategy on Essential Drugs® Such
partici pation shoul d enconpass scientific evidence, as well
as ot her supportive elenents that nmay contribute to
i ncorporate a public-health perspective in decisions by
panel s and the AB.

Though the inplenmentation of various WO agreenents,
as nentioned above, significantly relies on standardizing
activities undertaken by WHO, there has been so far little
substantive interaction and cooperation between WHO and WO
An inportant step to this effect may bthe partici pation of
WHO as an observer in the WO Counci | sE& and ot her bodi es,
as appropriate, and a grow ng invol venent of WHO in the
deci si on maki ng process. Panels and the AB may benefit form
opi ni on and advi se from VWHO, when the consi deration of
public health-related issues is at stake.

One precedent in which WHO advi se was requested is
of fered by the already nentioned Thai Cigarettes case,
where on the basis of an understandi ng between the parties
and i n pursuance of Thailand s request, the panel asked the
Wrld Health Organization (WHO to present its concl usions

®"See WHA52. 19, of 24.5.99
% Currently the WIO has observer status in the TBT and SPS Councils.
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on technical aspects of the case, such as the health
effects of cigarette consunption, and on related issues for
whi ch the WHO was conpet ent.

The WHO i ndicated in its subm ssion to the panel, that
the sharp differences between the cigarettes nmanufactured in
Thai |l and and in devel oped countries were of public health
concern, because they nmade snoking western cigarettes very
easy for groups who m ght not otherw se snoke, such as wonen
and adol escents, and create the false illusion anong nany
snokers that these brands were safer than the native ones
whi ch consuners were quitting. In Thailand the market was
dom nated by a state-owned nonopoly which pronoted snoking
mnimally, in the absence of conpetition. Locally grown
tobacco | eaf was harsher and snoked with less facility than
the Anerican bl ended tobacco used in international brands.
According to the WHO, another major difference was that
manuf acturers of Anerican cigarettes desi gned special brands
aimed at the fermal e market, which was not the case for Tha
cigarettes. The WHO al so argued that the demand for
cigarettes, in particular the initial demand for cigarettes
by the young, was influenced by cigarette adverti senents and
that bans on advertisenent could therefore curb such demand.

The United States considered that the WHO was not
“specially conpetent to address the health consequences of
the opening of the market for cigarettes” as requested by
Thai |l and, and urged the Panel to limt the issues presented
to the WHOto health effects of cigarette use and
consunpti on.

The panel noted that the WHO resol uti ons on snoki ng
recommended non-di scrimnatory health neasures concerning
all not only inported cigarettes, but did not took into
account other considerations made by WHO based on enpirica
work (Trebil cock and Howse, 1999, p. 165). In fact, the WHO
argunment ati on against the inportation of U S cigarettes was
di sregarded by the panel.

Transpar ency

The need to inprove the transparency in the WO
operation, has hien stressed by devel opi ng and devel oped
countries aliketd The di spute resolution process relies on
cl ose-doors reviews by panels of trade experts (generally

% See Third World Network, 1999. See al so the Statement by the
President of the United States at the Second WIO M ni sterial Meeting,
Geneva, 1998.
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| awyers or diplomats) w thout expertise on technical aspects
such as those involved in public health issues. It is

questi onabl e, hence, the extent to which the WO procedures
and, in particular, the dispute settlenent nechanism are
adequate to duly take into account broad public interests
(Esty, 1994, p. 217). The shortcom ngs of a secretive
processEﬂf deci si on- maki ng has been observed by sone WO
Menber s though very little has been actually done to

I nprovi ng transparency for the marginalized WO Menbers.

It should be noted that the formal participation of
non- Menbers in the dispute settlenent process is |linted.
Only Menbers can initiate dispute settlenent procedures.
Article 13 of the DSU states, however, that panels are
aut hori zed to obtain information from any sources:

“1l. Each panel shall have the right to seek information
and techni cal advice from any individual or body which
it deens appropriate...

2. Panels ny seek information from any rel evant source
and may consulte experts to obtain their opinion on
certain aspects of the matter. Wth respect to a
factual issue concerning a scientific or other

technical matter raised by a party to a dispute, a
panel may request an advisory report in witing froman
expert review group..”

According to one interpretation, Article 13 is broad
and appears to give full discretion to panels to decide
whet her and what type of information or technical advice it
needs or desires fromany source (Mrceau and Pedersen,
1999, p.34). This provision, however, is addressed only to
panel s and not to the Appell ate Body. Consequently, the
faculty to obtain outside information would be Iimted to
evi dence, as opposed to | egal argunents. Unlike the
procedures before other courts (such as the European Court
of Justice) the DSU procedures do not explicitly envisage
the possibility for the panels or AB to invite "am cus

“The US government, for instance, offered to open up every panel it is
party to: “Today, when one nation challenges the trade practices of

anot her, the proceedi ng takes place behind cl osed doors. | propose that
all hearings by the WIO be open to the public, and all briefs by the
parties be nmade publicly available. To achieve this end, we must change
the rules of this organization. But each of us can do our part —now. The
United States today fornally offers to open up every panel that we are a
party to —and | chall enge every other nation to join us in making this
happen (US President submission at the 2", WO M nisterial Conference).
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briefs”™ from NGO and ot her organi zati ons (Mrceau and
Pedersen, 1999, p.34).

In the US-Inport of Certain Shrinp and Shrinp Products
case, the panel received two "am cus briefs" submtted by
NGCs. In considering these subm ssions, the AB reached "a
gr ound- br eaki ng concl usi on" (Marceau and Pedersen, 1999, p.
35). It held that since panels are masters of the pane
process, a panel is authorized (albeit not obliged) to
accept and consi der subm ssions from NGOs even if that pane
did not requested them This neans that even if the pane
ultimately decides not to accept the subm ssions by a NGO
the latter is given the opportunity to present argunents
that nmay be considered (or not) by the panel. The Appellate
Body stated that:

"We consider that a panel also has the authority to
accept or reject any information or advice which it may
have sought and received, or to nake sone other
appropriate disposition thereof. It is particularly
wi thin the providence and the authority of a panel to
determ ne the need for information and advice in a
specific case, to ascertain the acceptability and

rel evancy of information or advice received, and to
deci de what weight to ascribe to that information or
advice or to conclude that no weight at all should be
given to what has been received”.

In the present context, authority to seek information
is not properly equated with a prohibition on accepting
i nformati on which has been submtted w thout having
been requested by a panel. A panel has the

di scretionary authority either to accept and consi der
or to reject information and advice submtted to it,
whet her requested or not. The fact that a panel nmay
notu ptopio have initiated the request for information
does not, by itself, bind the panel to accept and
consider the information which is actually submtted.
The anplitude of the authority vested in panels to
shape the processes of fact-finding and | egal
interpretation makes clear that a panel will not be
deluged, as it were, with non-requested materi al,

unl ess that panel allows itself to be so del uged”.

This woul d nmean that while the DSU does not give
Menbers which are not parties to the dispute the right to be
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heard, even where broad public interests are at st ake it
woul d al | ow panels to request, at their discretion,
information fromthird partiis, i ncl udi ng NG&Os and

i nternational organizati ons’2l and to consider the

i nformati on provided by such third parties, even if
unsolicited. The interpretation given in the US-Inport of
Certain Shrinp and Shrinp Products case to article 13 of the
DSU appears to be beyond the conpetencies of the AB
(Vermul st, Mavroidis and Waer, 1999, p. 32), and it is a
precedent that may underm ne the exclusive authority of the
M ni sterial Conference and the CGeneral Council to interpret
the GATT/WIO rul es (South Centre, 1999, p. 17).

Devel oping countries, in particular, fear that the
openi ng up of the dispute settlenent process to NGOs coul d
of fer a golden opportunity for NGOs fromthe North
(i ncludi ng busi ness associ ations and trade unions) to get
their interests reflected in panel decisions, against the
fundanmental interests of devel oping countries in
devel opnent-rel ated i ssues. In fact, firns and other private
I nterest groups have been very active and influential in
pol i cy-maki ng and di spute settl enment procedures within WO
(Dunof f, 1998).

Ref orm ng the system

The interpretation of the WIO agreenents through the
General Council and case | aw under the Dispute Settl enent
Understanding will be Iimted, in any case, by existing
rul es and by the conpeiince of the bodies in charge of the
settl enment of disputesm!

Careful consideration should be given to the ways in
whi ch public health objectives may be reconciled with trade
di sci pli nes under the WIO system i ncludi ng possible reforns
of procedural or substantive aspects thereof.

"In order to address this problem the substitution of a “trade”
interest, by a “systemc” interest as the condition to joining
consul tati ons has been proposed (South Centre, 1999, p. 27).

?The panel sought and took into account the expert advise of several
renowned scientists in the Beef Hornones case; in India- Quantitative
restrictions on inports of agricultural, textile and industri al

products, the panel asked for input fromthe International Mpnetary Fund
(Steger, 1999, p. 47).

" As nmentioned before, the “recommendations and rulings of the DSB
cannot add to or dininish the rights and obligations provided in the
covered agreenments” (Article 3.2 of the DSU).
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A higher sensitivity of the WO systemto health and
ot her public concerns may be sought, for instance, through
i nprovenents relating to the burden of proof. Though, as
i ndi cat ed above, the SPS Agreenent has al ready changed the
burden of proof -as conpared to the situation under Article
XX(b)- when a Menber is conplying with accepted standards,
several pending issues remain in this area™ Thus, it has
been proposed in relation to Article XX(b)that

“a complainant should bear the burden of proving that a domestic policy measure of another
country has a disparate and substantial impact on international trade. If this can be proven... the
burden of proof should then shift to the respondent country to demonstrate that notwithstanding
this, the policy measure both genuinely engages a legitimate policy objective... and that no less
trade restrictive policy instrument is reasonably available...” (Trebilcock and Howse, 1999, p.
164).

Moreover, a “patently unreasonabl e” standard may be
consi dered. The country whose donestic policies are under
chal | enge would sinply be required to produce evidence
sufficient to suggest that the policy choice is not patently
unreasonabl e or a grossly disproportionate adaptation of
nmeans to ends, or put otherw se, is a plausible neans of
attenpting to achieve the legitimte policy objective in
question, even if the review ng body could itself inagine
superior instrunments. This approach woul d be nore respectful
of donestic political sovereignty and policy autonony than
the present approach, which invites panels or the ABto
second- guess the domestic policy choices of nationa
governnments (Trebil cock and Howse, 1999, p. 164-165).

Sone proposals for the review of the TBT and SPS
agreenents have been submtted by several devel oping
countries as part of the inplenentation probl ens agenda,
particularly aimng at ensuring the parti Clii'ﬂati on of such
countries in the standards setting process™ There are also
suggestions relating to the review of the TRI PS Agreenent
(Correa, 1999b), such as to anend article 27.1 in order to
al | ow devel opi ng countries to exclude the patentability of
"essential medicines" listed by WHOS

" See Koivusal o, 1999, p. 32.

" See WIO docunment JOB(99) 4797, p. 19-20.

® See the Submission of Venezuela for a possible review of the TRIPS
Agreenent (WI/GC/W282). An alternative to the non-patentability may be
to subject such nedicines to automatic conpul sory licensing. It should
be noted, in any case, that npbst of the products in the WHO | i st of
“essential drugs” are off-patent, and that it does not contain nedicines
whi ch are too expensive (such as antiretroviral drugs for HV patients).
Therefore, the list does not cover all basic therapeutical needs of the
popul ati on.
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Li kewi se, possible inprovenents of the D spute
Settl enment Understanding as part of its nmandated review have
been submtted, such as to increase the transparency of the
procedures by requhiing Menbers to nmake public their Pane
and AB subni ssionsid Mbre substantive reforms to ensure
t hat deci si on naki ng under the DSU take into consi derati on,
in a bal anced manner, the bﬂterests of devel oping countries

al so deserve consi derati on™

Conclusions

The GATT, as adopted in 1947, recognized that conflicts
may ari se between specific trade objectives and those
enmergi ng fromother public concerns, such as health, safety
and the environnent. G ven the basic objective of the trade
system however, these concerns have been dealt with as
limted exceptions, only allowable under narrow y defined
condi ti ons.

Though heal th and ot her public concerns have been taken
into account in several of the agreenents adopted in
Marrakesh in 1994, these agreenents have not substantially
altered the dom nance of trade interests in cases where such
concerns are at stake.

The GATT/ WO jurisprudence has admtted, notably in cases
related to the protection of the environnent, that Menber
States enjoy a |large neasure of autonony to deal with public
concerns. Such autonony, however, is circunscribed by the
nature, scope and interpretation of the applicable
provi sions. The defendant Menber State has not only had the
burden of proof that the neasures it has adopted did not
violate its obligations, but the WIO panels and the AB nay
al ways second- guess the defending governnent and find that
“l east - GATT inconsistent” neasures are available. In fact,
no Menber has been able so far to nmake successful use of the
GATT and SPS Agreenent provisions allow ng Menbers to depart
fromtrade rules in order to protect public health.

The tensions between trade and health interests are
likely to increase as the gl obalization of the econony
proceeds and public health grow ngly becomes a gl obal public
good. The coverage of public health regul ati ons has
substantially increased since the inception of the GATT

" See, e.g., WO docunent JOB(99)/497/rev.3, p. 119 and 185
®See, e.g. South Centre, 1999; Raghavan, 2000.

40



HSD/GCP/April 2000

Original: English

Distr.: Restricted

Draft for discussion: Not to be quoted without permission

system while trade liberalization has aggravated in many
countries inequalities in incone distribution, and has
wor sened the opportunities for access to nedicines,
particularly by the poor.

A crucial aspect is, therefore, how such tensions nay
be faced and solved within the WIO systemin a manner that
fully recogni zes public health concerns, as determ ned by
each Menber State. WIO Menbers nay define and demand for a
heal t h-agenda in possible future negotiations in WO ai ned
at ensuring that national public health interests, as
determ ned by national authorities, are not unduly
subordinated to the currently dom nant trade perceptions.

The appropriate route should not be to expand the rol e of
the WIO t o acconmodate public health concerns. The WIQ, as
it 1s, is proving quite burdensone for the devel opi ng
countries; any expansion of its role by having additions to
obl i gations of nations would be against the interest of the
weaker countri es.

A possible strategy for better integrating public
health interests in the trade system may include, anong
ot her steps, a nore active involvenent of WHO the
i nternational specialized organization in health, in the
day-to-day-activities of WO Councils and ot her bodies, to
devel op a health-sensitive framework for the interpretation
of public health exceptions under GATT and the rel evant
multilateral trade agreenents, to increase the transparency
of the decision-naking process and to review the rules on
burden of proof in cases involving donestic public health
measures in possible conflict with WO rul es.
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