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constrain, its exports and the measure is not based on the relevant international standards,
guidelines or recommendations, or such standards, guidelines or recommendations do not
exist, an explanation of the reasons for such sanitary or phytosanitary measure may be
requested and shall be provided by the Member maintaining the measure.*

1.2 General
1.2.1 Standard of review

1. With regard to the role of panels in reviewing whether an SPS measure is based on a risk
assessment, the Panel in EC — Hormones stated:

"[1]t is for the European Communities to submit evidence before the Panel that its
measures are based on a risk assessment; it is not for the Panel itself to conduct its
own risk assessment on the basis of scientific evidence gathered by the Panel or
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of promoting international trade and of protecting the life and health of human
beings."?!

17. In Australia — Salmon , the Appellate Body held that the presence of unknown and uncertain
elements should not affect compliance with the requirements of Articles 5.1, 5.2 and 5.3:

"[T]he existence of unknown and uncertain elements does not justify a departure from
the requirements of Articles
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by systematic, disciplined and objective enquiry and analysis, that is, a mode of

11
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in the final 1999 IRA 'do not alter the substance or the conclusions of the report as
announced on 19 July'.

On these grounds, we find that the fact that the 1999 IRA was only published in final
form subsequent to the date the new sanitary measures were taken, does not, in this
case, preclude the measures from being based on the 1999 IRA. All substantive
elements of the risk assessment we looked at earlier were already included in the draft
1999 IRA of July 1999, i.e. before the new measures were taken."38

The Panel in EC — Approval and Marketing of Biotech Products found that SPS measures must

14
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Therefore, we agree with the Panel that the scientific prudence displayed by the experts
should not be ‘completely assimilated' to the 'theoretical uncertainty' that the Appellate

Body discussed in EC — Hormones as being beyond the purview of risks to be addressed
by measures subject to the SPS Agreement ."5!

1.3.2.11

17
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‘rationally related to'. ... At any rate, if we were to allow Austria effectively to ignore
favourable risk assessments, we would turn these assessments into documents without
any substantive importance and the conduct of these assessments into a mere
formality. Yet, the requirement in Article 5.1 to 'base’ an SPS measure on a risk
assessment is plainly a substantive requirement, and not simply a formal requirement
to accompany an SPS measure by a risk assessment." 0

1.3.3.2 SPS measure based on a divergent opinion contained in the risk assessment

47. In EC - Approval and Marketing of Biotech Products , the Panel addressed the question of

19
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1.3.3.4 Scientific uncertainty
49. The Appellate Body in Australia — Apples expressed the view that, if a risk assessor reaches

certain conclusions based on its expert judgment, having determined that there is a certain degree
of scientific uncertainty, this does not preclude a pane

20
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thus referred to are the source of the risk (e.g., an animal pathogen or a chemical
contaminant) and the subject of the risk (i.e., whether it is to human, animal or plant
life or health). For Australia, the phrase 'as appropriate to the circumstances’' confers
a right and obligation on WTO Members to assess the risk, on a case by case basis, in
terms of product, origin and destination, including, in particular, country specific
situations. We agree that both interpretations may be covered by the term ‘as
appropriate to the circumstances'. In our view, also the OIE risk assessment techniques
as well as the scientific opinions we gathered, may shed light on what is a risk
assessment 'appropriate to the circumstances'."®°

56. In US/Canada - Continued Suspension , the Appellate Body disagreed with the European
Communities' interpretation of the Panel's views on the requirement for a risk assessment to be
appropriate to the circumstances, under Article 5.1 of the SPS Agreement. The Appellate Body
stated:

"[W]e are not persuaded by the European Communities suggestion that the Panel
required testing in humans in order to specifically evaluate the risks associated with the
consumption of meat from cattle treated with oestradiol-17 A We do not see this as a
necessary implication of the Panel's analysis. There is no indication in the Panel Report
to suggest that the evaluation could not proceed on the basis of experimentation in
laboratory animals and extrapolating the results to humans, or by other means.
Certainly, where a substance may be potentially toxic, requiring a WTO Member to
evaluate specifically the risks through actual human consumption of the substance
would be unethical and would not be ‘'appropriate to the circumstances' within the
meaning of Article 5.1."

21
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a change in relevant circumstances could in some cases render a completed risk
assessment no longer ‘appropriate to the circumstances'.

This approach is also supported by the context of Article 5.1. Article 5.6 provides that

'when establishing or mainta ining [SPS] measures to achieve the appropriate level of
sanitary or phytosanitary protection, Members shall ensure that such measures are not

22
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All of the Annex A (4) definition of the term ‘risk assessment’ which are applicable to
Austria's safeguard measure, must, in our view, be met. It is useful to recall in this

23
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the Panel that is called upon to review the consistency of that risk assessment with the provisions
of the SPS Agreement ".78

64. In Costa Rica — Avocados (Mexico), the Panel found that Costa Rica had taken into account
the general framework in the relevant international risk assessment techniques within the meaning
of Article 5.1, despite certain flaws in how such techniques were applied:

"Regarding how to conduct the risk assessment, the Panel considers that Costa Rica has

24
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1.3.6 The appropriate level of protection

67. The Appellate Body in US/Canada — Continued Suspension  asserted that the risk assessment
is intricately bound to the appropriate level of protection. The Appellate Body held that the chosen
level of protection affects the scope of the risk assessment especially in cases where that level stands
beyond the level set up by internationally recognized standard:

"The risk assessment cannot be entirely isolated from the appropriate level of
protection. There may be circumstances in which the appropriate level of protection
chosen by a Member affects the scope or method of the risk assessment. This may be
the case where a WTO Member decides not to adopt an SPS measure based on an

25
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1.3.9 Relationship with other provisions of the SPS Agreement

1.3.9.1 Article 2.2

76. Regarding the relationship between Article 5.1 and Article 2.2, see the Section on Article 2.2.
1.3.9.1.1 Order of analysis

77. In Australia — Apples, the Panel, having regard to the circumstances of the case, decided to
deal with the complainant's simultaneous claims under Article 2.2 and Article 5.1 of the SPS
Agreement, beginning its analysis with the "more specific" claims under Articles 5.1 and 5.2.8° In
that case, the Panel found that Australia's requirements regarding fire blight, European Canker and
ALCM on New Zealand apples, as well as additional "general' measures were inconsistent with
Articles 5.1 and 5.2 of the SPS Agreement. The Panel then held that by implication, the requirements
were also inconsistent with Article 2.2 of the Agreement.®°

1.4 Article 5.2
1.4.1.1 Scope of application

78. In Australia — Salmon , the Panel noted that Articles 5.2 and 5.3, only qualify the way in which
a risk assessment has to be carried out, not the substantive obligation to base a sanitary measure
on a risk assessment.®?

79. In Australia — Apples, the Appellate Body observed that Article 5.2 requires a risk assessor to
take into account the available scientific evidence, together with other factors. According to the
Appellate Body, whether a risk assessor has taken into account the available scientific evidence in
accordance with Article 5.2 of the SPS Agreement and whether its risk assessment is a proper risk
assessment within the meaning of Article 5.1 and Annex A(4) "must be determined by assessing the
relationship between the conclusions of the risk assessor and the relevant available scientific
evidence".%2

1.4.1.2

27
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1.4.1.2.2 Risk ascertainable by scientific and non-scientific processes

82. With respect to the risk factors to be examined in the context of a risk assessment, the
Appellate Body in EC — Hormones agreed with the Panel's emphasis of the scientific nature of risk
assessment, but added a qualification on the nature of the "risk":

"The listing in Article 5.2 begins with 'available scientific evidence'; this, however, is
only the beginning. We note in this connection that the Panel states that, for purposes
of the EC measures in dispute, a risk assessment required by Article 5.1 is 'a scientific

process aimed at establishing the scientific basis for the sanitary measure a Member
intends to take'. To the extent that the Panel intended to refer to a process characterized
by systematic, disciplined and objective enquiry and analysis, that is, a mode of
studying and sorting out facts and opinions, the Panel's statement is unexceptionable.
However, to the extent that the Panel purports to exclude from the scope of a risk
assessment in the sense of Article 5.1, all matters not susceptible of quantitative
analysis by the empirical or experimental laboratory methods commonly associated with
the physical sciences, we believe that the Panel is in error. Some of the kinds of factors
listed in Article 5.2 such as 'relevant processes and production methods' and ‘relevant
inspection, sampling and testing methods’ are not necessarily or wholly susceptible of
investigation according to laboratory methods of, for example, biochemistry or
pharmacology. Furthermore, there is nothing to indicate that the listing of factors that
may be taken into account in a risk assessment of Article 5.2 was intended to be a
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sufficient to authorize the taking into account of risks arising from failure to comply with
the requirements of good veterinary practice in the administration of hormones for
growth promotion purposes, as well as risks arising from difficulties of control,
inspection and enforcement of the requirements of good veterinary practice."

29
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cited; and the failure to explain the quality of the evidence. The Panel considers that

31
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conformity to an international standard or adoption of a provisional measure pursuant
to Article 5.7), it would not be in conformity with Article 5.3.

The second situation is informed by the text of Articles 2.2, 5.4 and 5.6 of the SPS
Agreement. Among other aspects, Article 2.2 provides that Members shall ensure that
their SPS measures are applied only to the extent necessary to protect human, animal
or plant life or health. Pursuant to Article 5.4, when determining their ALOP, Members
should take into account the objective of minimizing negative trade effects. In addition,
according to Article 5.6, Members shall ensure that their SPS measures are not more
trade-restrictive than required to achieve their ALOP. It is in the context of complying
with these other obligations that a Member shall take into account the relevant economic
factors listed in Article 5.3 when determining the measure it will apply to achieve its
ALOP."106

1.5.2 Burden of proof

94. The Panel in Russia — Pigs (EU) held that "it is the complaining party who bears the burden to
demonstrate that the responding party did not take into account the relevant economic factors listed
therein."107

1.5.3 "taking into account as relevant economic factors"

95. In Russia —
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trade disguised as an SPS measure for the protection of human life or health.
Nevertheless, the measure itself needs to be examined and appraised and, in the
context of the differing levels of protection, shown to result in discrimination or a
disguised restriction on international trade."11°

In Australia — Apples, due to the special circumstances of the case, the Panel departed from

a strict application of the "three elements” test laid down by the Appellate Body in EC — Hormones :

107.

"The Panel is cognizant that in EC — Hormones the Appellate Body referenced ‘three
distinct elements’ that need to be addressed under Article 5.5. However, this dispute
has specific circumstances in that New Zealand contests alleged differences in the level
of protection achieved in practice by the measures applied in comparable situations,
despite Australia's generically stated ALOP. Given these special circumstances, the Panel
finds it appropriate to refrain from a detailed analysis of risks under the first element of
the Article 5.5 test, and to assess under the second element of this test whether there
is a difference in the levels of protection achieved by the measures applied in the
different situations at issue."120

The Panel in Australia N0O06 TwCmH,
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[T]he SPS measures at issue in Article 5.5 are those applied for achieving a particular
level of protection. We found above that the pre-marketing approval requirement which
results in a provisional marketing ban may be properly considered a measure which is
applied for achieving the European Communities' appropriate level of protection.
Similarly, we found that final substantive approval decisions on individual applications
are measures applied for achieving the European Communities' appropriate level of
protection. But, most importantly, we found that the European Communities' decision
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assist in the realization of that objective, the Committee on Sanitary and Phytosanitary
Measures is to develop guidelines for the practical implementation of Article 5.5, bearing
in mind, among other things, that ordinarily, people do not voluntarily expose
themselves to health risks. Thus, we agree with the Panel's view that the statement of
that goal [consistency] does not establish a legal obligation of consistency of appropriate
levels of protection. We think, too, that the goal set is not absolute or perfect
consistency, since governments establish their appropriate levels of protection
frequently on an ad hoc basis and over time, as different risks present themselves at
different times. It is only arbitrary or unjustifiable inconsistencies that are to be
avoided."126

1.7.4.2 Relationship between the level of protection and the risk assessment

113. The Panel in Australia — Salmon observed that for any given situation, a level of protection
applies and that a Member need not complete a risk assessment in order to have a specific level of
protection.??” A panel examining a claim under Article 5.5 is not tasked with determining whether
the levels of protection applied by a Member are based on a risk assessment. The Panel stated:

"[T]o have a specific level of protection, there is no need to first complete a risk
assessment. ... First, ... for any given situation a level of protection applies. Article 5.5
directs us to compare for different situations the related levels of protection as they are
currently considered to be appropriate by Australia and this whether or not the sanitary
measures enacted to achieve that level are based on a risk assessment. Of course, such
comparison would be easier and more accurate if for both situations an appropriate risk
assessment were available. However, according to Article 5.5 and our mandate set out
in Article 11 of the DSU (to make an ‘objective assessment of the matter before [us],
including an objective assessment of the facts of the case"), we are called upon in this
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consumption and of avocado plants for planting to Costa Rica's obligation under Article
5.5 to avoid arbitrary or unjustifiable distinctions in the ALOPs in these situations."13%

1.7.4.4 Comparability of different situations
120. The Appellate Body in EC — Hormones found that for an inquiry of arbitrariness under Article
5.5 to proceed, the different levels of sanitary protection deemed appropriate by a Member must be

comparable. The Appellate Body stated:

"Clearly, comparison of several levels of sanitary protection deemed appropriate by a
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dictionary. A dictionary definition of the term ‘arbitrary’ is 'based on mere opinion or
preferenc

41
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distinction the SPS measure at issue made between two situations cannot be regarded as
legitimately scientific:

"The Panel observes that Costa Rica makes a distinction in the ALOPs in the two
situations (fresh avocados imported for consumption from countries where ASBVd is
present and domestic Costa Rican avocados) on the basis of an alleged difference in the
risk in question stemming from a difference in the phytosanitary status of its territory
compared to those of countries where ASBVd is present, a difference that Costa Rica
claims exists, having declared itself as free of ASBVd. However, in the Panel's view, if
Costa Rica's declaration of freedom from ASBVd lacks sufficient reliability, Costa Rica's
justification cannot be considered to have a scientific basis. In other words, if the
declaration of freedom from ASBVd cannot be considered legitimately scientific, the
distinction between the two situations cannot be regarded as scientifically justified."5°

138. The Panel in Costa Rica — Avocados (Mexico) noted that the distinction drawn by Costa Rica
between Mexico and other avocado exporting countries concerned whether they issued ASBVd-free
consignment certificates, and found that this did not constitute arbitrary or unjustifiable distinction:

"The difference between Mexico's situation and that of other countries where ASBVd is
present with regard to importation flows in this case from the decision of these countries
to issue ASBVd-free consignment certificates, and from Mexico's decision not to do so,
rather than from the treatment accorded by Costa Rica to avocados from these countries
and from Mexico. Therefore, the Panel does not consider that Costa Rica's measures
create an arbitrary or unjustifiable distinction between consignments from countries
where ASBVd is present, including Mexico, Peru and Guatemala."16°

139. The Panel in Costa Rica — Avocados (Mexico), based on its findings of violation of various

44
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1.8.3.2 "reasonably available™

50
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1.8.3.4.1 Distinction between "appropriate level of protection™ and "SPS measure"’
164. In Australia — Salmon , the Appellate Body stressed that the "appropriate level of protection"

established by a Member and the "SPS measure" have to be clearly distinguished.18* The first is an
objective , the second is an instrument
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Annex A ... is a prerogative of the Member concerned and not of a Panel or of the
Appellate Body."188

168. In Japan — Agricultural Products Il, the Panel emphasized that it was for Japan to determine
its appropriate level of protection:

"Both parties agree that it is up to Japan to determine its appropriate level of
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1.8.3.4.4
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188. In Australia — Apples, the Appellate Body recalled its earlier finding that Article 2.2 informs,
imparts meaning to, and is made operative in other provisions of the SPS Agreement, including some
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SPS Agreement ... excludes from its scope of application the kinds of situations covered
by Article 3.3 of that Agreement’, Article 2.2 excludes from its scope of application the
kinds of situations covered by Article 5.7."2%22

194. In EC -
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whether ‘relevant scientific evidence is insufficient’. This evaluation must be carried
out, not in the abstract, but in the light of a particular inquiry. The notions of 'relevance’
and 'insufficiency' in the introductory phrase of Article 5.7 imply a relationship between
the scientific evidence and something else. Reading this introductory phrase in the
broader context of Article 5. of the SPS Agreement , which is entitled 'Assessment of
Risk and Determination of the Appropriate Level of Sanitary or Phytosanitary Protection’,
is instructive in ascertaining the nature of the relationship to be established. Article 5.1
sets out a key discipline under Article 5, namely that 'Members shall ensure that their
sanitary or phytosanitary measures are based on an assessment ... of the risks to
human, animal or plant life or health’'. This discipline informs the other provisions of
Article 5, including Article 5.7. We note, as well, that the second sentence of Article 5.7
refers to a 'more objective assessment of risks’. These contextual elements militate in
favour of a link or relationship between the first requirement under Article 5.7 and the
obligation to perform a risk assessment under Article 5.1: ‘relevant scientific evidence'
will be ‘insufficient’ within the meaning of Article 5.7 if the body of available scientific
evidence does not allow, in quantitative or qualitative terms, the performance of an
adequate assessment
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"While the Appellate Body has said that the notion of ‘insufficiency' implies a
‘relationship’ between the scientific evidence and something else, it nowhere said that
the notion of ‘insufficiency’ implies a relationship between the scientific evidence and
the matters of concern to the legislator. The Appellate Body identified, and
acknowledged the existence of, only one relevant relationship: that between the
scientific evidence and the obligation to perform a risk assessment under Article 5.1.

... relevant scientific evidence is insufficient within the meaning of Article 5.7 if the body
of available scientific evidence does not allow, in quantitative or qualitative terms, the
performance of a risk assessment as required under Article 5.1 and as defined in Annex
A(4). At any rate, this is the interpretation of the concept of 'insufficiency’ in Article 5.7
which we believe to be correct."?3?

203. In US/Canada - Continued Suspension, the Appellate Body added a factor to be considered in
determining the insufficiency of scientific evidence within the meaning of Article 5.7. In its view,
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205. In Korea - Radionuclides , the Panel rejected the respondent's argument about the
insufficiency of scientific information relating to potential future contamination, as opposed to the
existing contamination. The Panel noted that such a risk is not limited to the particular emergency
that was subject to the dispute, but could happen in any nuclear power plant at any time. In the
Panel's view, this "is precisely the kind of inherent and permanent uncertainty that Article 5.7 was
not meant to address."?%% The Panel added that "if another incident were to occur, Korea would be
within its rights, to re-evaluate the sanitary risk posed by food products affected by that incident
and impose appropriate SPS measures."?23%

1.9.3.1.2 Existence of an international standard does not prove sufficiency of evidence
for purposes of Article 5.7 of the SPS Agreement

206. In US/Canada - Continued Suspension , the Appellate Body considered that whenever a
Member chooses a higher level of protection than the level set up in international standards, it may
consider that the available scientific evidence is insufficient and adopt provisional SPS measures
under Article 5.7. For the Appellate Body, the existence of an international standard does not prove
sufficiency
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within Article 5.7, when a Member adopts a level of protection higher than the level within an
international standard, a panel should not apply a stricter legal test to assess insufficiency of the
evidence under Article 5.723°:

"[T]he existence of an international standard for which a risk assessment was conducted
could be offered as evidence in support of an assertion that the relevant scientific
evidence is not insufficient within the meaning of Article 5.7 of the SPS Agreement . It
is an evidentiary issue in the sense that the scientific information underlying the
international standard has probative value as to the sufficiency of the scientific evidence
needed for conducting a risk assessment at a discrete point in time. However, in
circumstances where a Member adopts a higher level of protection than that reflected
in the international standard, the legal test that applies to the ‘insufficiency' of the
evidence under Article 5.7 is not made stricter."?40

209. In Russia - Pigs (EU), the Panel distinguished the situation before the Appellate Body in
US/Canada - Continued Su spension on the grounds that in Russia — Pigs (EU) the responding
Member claimed that challenged measures were based on an international standard "to the extent
possible".241 This, according to the Panel, implied the respondent's recognition "of the scientific basis
of the international standard relevant for [that] dispute”, which the Panel took into account in
determining whether the relevant scientific evidence is insufficient within the meaning of
Article 5.7.242

1.9.3.1.3 The standard of insufficiency

210. See also the Section on Article 2.2 of the SPS Agreement, regarding the threshold of
insufficiency within that provision.

211. In US/Canada - Continued Suspension , the Appellate Body rejected the insufficiency threshold
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212. In Korea — Radionu clides , the Panel noted "that scientific evidence need not be 100% complete
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Member to adopt this provisional measure there must be a rational and objective relationship
between the information concerning the risk and the measure:

"WTO Members' right to take provisional measures in circumstances where the relevant
scientific information is 'insufficient' is also subject to the requirement that such
measures be adopted 'on the basis of available pertinent information’. Such information
may include information from 'the relevant international organizations' or deriving from
SPS measures applied by other WTO Members. Thus, Article 5.7 contemplates situations
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5.1 to base its SPS measure on a risk assessment which satisfies the definition of Annex
A(4)."25%4

221. With respect to the requirement to conduct a more objective assessment of risk, the Panel in
EC — Approval and Marketing of Biotech Products provided additional information on the content of
the risk assessment to be conducted within the meaning of Article 5.7, focusing on whether this
risk assessment needs to comply to the general rules provided under Annex A(4) of the Agreement:

"The second sentence of Article 5.7 refers to 'a more objective assessment of risk'
(emphasis added). The element 'more objective' suggests that SPS measures
provisionally adopted pursuant to the first sentence of Article 5.7 must also be based
on a risk assessment, namely, a risk assessment which takes into account available
pertinent information. It follows that if the first sentence of Article 5.7 required a risk
assessment, it would necessarily be different in nature from the kind of risk assessment
envisaged in Annex A(4). In other words, any risk assessment which might be required
by the first sentence of Article 5.7 would not need to meet the definition of a risk
assessment contained in Annex A(4). The above-mentioned interpretation by the
Appellate Body of the phrase '[i]n cases where relevant scientific evidence is insufficient'
also supports this view. For if the right conferred by the first sentence of Article 5.7 only
arises in cases where the scientific evidence is insufficient for an adequate risk
assessment as required by Article 5.1 and as defined in Annex A(4), then the kind of
risk assessment which the first sentence might require by definition could not meet the
standard set out in Annex A(4)."25%5

222. In US/Canada - Continued Suspension , the Appellate Body explained the meaning of the
requirement to "seek to obtain additional information™:

"The requirement that the WTO Member 'shall seek to obtain the additional information
necessary for a more objective assessment of risk' implies that, as of the adoption of
the provisional measure, a WTO Member must make best efforts to remedy the
insufficiencies in the relevant scientific evidence with additional scientific research or by
gathering information from relevant international organizations or other sources.?%¢
Otherwise, the provisional nature of measures taken pursuant to Article 5.7 would lose
meaning."?%"

223. In US/Canada - Continued Suspension , the Appellate Body discussed the Members obligation
to "seek to obtain additional information” linking it with the Member's obligation to review its
provisional measure within a reasonable period of time:

"A Member is required under Article 5.7 to seek to obtain additional information but is
not expected to guarantee specific results. Nor is it expected to predict the actual results
of its efforts to collect additional information at the time when it adopts the SPS
measure. Finally, the Member taking the provisional SPS measure must review it within
a reasonable period of time."25%8

224. As regards the volume of new evidence that could lead to a review of provisional SPS
measures, the Appellate Body in US/Canada - Continued Suspension rejected the Panel's
requirement for a critical mass of new evidence?%°, arguing that this approach is too inflexible26°:

254 panel Report, EC — Approval and Marketing of Biotech Products , para. 7.2990.

255 panel Report, EC — Approval and Marketing of Biotech Products , para. 7.2992.

256 (footnote original) Pursuant to Article 10.1 of the  SPS Agreement, due account shall be taken of the
special needs of developing country Members.

257 Appellate Body Reports, US/Canada — Continued Suspension, para. 679.

258 pppellate Body Reports, US/Canada — Continued Suspension, para. 679.

259 Appellate Body Reports, US/Canada — Continued Suspension, para. 706.

260 The Appellate Body rejected the Panel's "critical mass of new evidence" based on the following
understanding of the term as applied by the Panel:

"[T]he Panel again required that the scientific evidence be 'sufficient to call into question the

fundamental precepts of previous knowledge and evidence'. The Panel's explanation that 'the new

scientific information and evidence must be such that they are at the origin of a change in the

understanding of a scientific issue' also connotes a paradigm shift."
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assessment’. Alternatively, such evidence may be relevant to a determination of
whether the Member invoking the exception under Article 5.7 has conducted a 'review'
of its provisional measure 'within a reasonable period of time'."268

231. The Appellate Body in US/Canada — Continued Suspension , agreed with the Panel's statements
that "science continuously evolves”, and that it "cannot be excluded that new scientific evidence or
information calls into question existing evidence" or that "different risk assessments reach different
interpretations of the same scientific evidence".?%° On this basis, the Appellate Body observed that
"scientists will often be asked to review studies performed by other scientists and that the scientific
community must constantly reassess theories in the light of scientific progress".27°

232. In US/Canada - Continued Suspension , the Appellate Body in rejecting the Panel's
requirement for a “critical mass of new evidence", set the level of new evidence that may lead a
WTO Member to take provisional measures:

"It may be useful to think of the degree of change as a spectrum. On one extreme of
this spectrum lies the incremental advance of science. Where these scientific advances
are at the margins, they would not support the conclusion that previously sufficient
evidence has become insufficient. At the other extreme lie the more radical scientific
changes that lead to a paradigm shift. Such radical change is not frequent. Limiting the
application of Article 5.7 to situations where scientific advances lead to a paradigm shift
would be too inflexible an approach. WTO Members should be permitted to take a
provisional measure where new evidence from a qualified and respected source puts
into question the relationship between the pre-existing body of scientific evidence and
the conclusions regarding the risks. We are referring to circumstances where new
scientific evidence casts doubts as to whether the previously existing body of scientific
evidence still permits of a sufficiently objective assessment of risk."271

1.9.4 Burden of proof

233. In EC - Approval and Marketing of Biotech Products , the Panel acknowledged that
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234. The Panel in EC — Approval and Marketing of Biotech Products thus concluded that it is
incumbent on the complaining party to establish a primafacie case of inconsistency with both Articles
2.2 and 5.7.274

235. The Panel in US — Animals took a somewhat different approach in its assessment of a claim
under Article 5.1 of the SPS Agreement. The Panel held that because the respondent "has chosen to
assert that its measures fall within the scope of Article 5.7, it carries the burden to prove that each
of the four cumulative requirements have been satisfied."?7>

236. In Korea — Radionuclides
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243. The Panel in EC — Approval and Marketing of Biotech Products concluded that Article 5.7
permitted Members to do, in certain circumstances, that which they would not be permitted to do
under Article 5.1:

"[U]nlike Article 2.2, Article 5.1 does not explicitly say that its provisions apply 'except
as provided for in paragraph 7 of Article 5'. However, Article 5.7 opens with the phrase
'[i1n cases where relevant scientific evidence is insufficient'. As mentioned by us before,
the Appellate Body opined that "relevant scientific evidence' will be ‘insufficient' within
the meaning of Article 5.7 if the body of available scientific evidence does not allow, in
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obligation' under Article 5.1. In our view, Article 5.7 operates as a qualified exemption
from the obligation under Article 5.1 to base SPS measures on a risk assessment."284

245. The Panel in EC — Approva | and Marketing of Biotech Products found that, as Article 5.7 is a
right rather than an exception to Article 5.1, the complaining party bears the burden of proving
inconsistency of a challenged SPS measure with Article 5.7 first. The Panel found that only if an
inconsistency with Article 5.7 was established could a claimant sustain an allegation of a violation of
Article 5.1:
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articles are linked to each other through a textual cross- reference, and Article 3.1
contains an 'except as provided for' clause which is textually almost identical to the
corresponding clause in Article 2.2. It is primarily this structural and textual similarity
of Articles 3.1 and 3.3, coupled with the fact that these provisions, and their mutual
relationship, have already been interpreted by the Appellate Body, which renders them
relevant to, and hence has factored in, our examination of the relationship between
Article 2.2 and Article 5.7."288

1.10 Article 5.8
1.10.1 General
251. The Panel in EC — Hormones allocated the burden of proof to the responding party, where the
responding party enacted a measure not based on an international standard. In doing so, the Panel
based its finding partially upon Article 5.8. The Appellate Body disagreed and indicated that Article

5.8 is not intended to address the burden of proof problem:

"Article 5.8 of the SPS Agreement does not purport to address burden of proof
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