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The purpose of this thesis is a comparative study of Thailand and Australia

on the import measures of shrimps and shrimp products.

Australia aware that the infectious disease agents could potentially be
intreduced to Australia through the importation of uncooked shrimps and shrimp
products. Therefore, Australia proposes to stipulate the measure for reducing such
risks. Similarly, Thailand also declared the import measures to control the risk
occurring from the importation of farm white shrimps. The import measures calls
“Department of Fisheries Regulation on Import and Registration of Farm White

Shrimp Culture B.E. 2547."

The comparative study result revealed that Australia’s import measures
conform with the SPS Agreement whereas Thailand's import measures does not
conform with the SPS Agreement because the Import Risk Analysis methodology did
net comply with the OIE guideline. Thus, it may be considered that such import
measures does not based on the scientific principle and without sufficient scientific
evidence. In addition, Thailand did not comply with the transparency provision of the

SPS Agreement because the import measures were not notified to WTO.
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14Appellate Body Report, Japan-Measures Affecting Agricultural Products , para. 84. “In the light
of the above considerations based on the text and context of Article 2.2 of the SPS Agreement, we agree
with the Panel that the obligation in Article 2.2 that an SPS measure not be maintained without sufficient
scientific evidence requires that there be a rational or objective relationship between the SPS measure and
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the case, including the characteristics of the measure at issue and the quality and quantity of the scientific
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16 Appellate Body Report, EC-Hormones, para 124. It appears to us important, nevertheless, to note
some aspects of the relationship of the precautionary principle to the SPS Agreement. First, the principle has
not been written into the SPS Agreement as a ground for justifying SPS measures that are otherwise
inconsistent with the obligations of Members set out in particular provisions of that Agreement. Secondly, the
precautionary principle indeed finds reflection in Article 5.7 of the SPS Agreement. We agree, at the same
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time, with the European Communities, that there is no need to assume that Article 5.7 exhausts the relevance
of a precautionary principle. It is reflected also in the sixth paragraph of the preamble and in Article 3.3.
These explicitly recognize the right of Members to establish their own appropriate level of sanitary protection,
which level may be higher (i.e., more cautious) than that implied in existing international standards, guidelines

and recommendations. Thirdly, a panel charged with determining, for instance, whether "sufficient scientific
evidence" exists to warrant the maintenance by a Member of a particular SPS measure may, of course, and
should, bear in mind that responsible, representative governments commonly act from perspectives of
prudence and precaution where risks of irreversible, e.g. life-terminating, damage to human health are
concerned. Lastly, however, the precautionary principle does not, by itself, and without a clear textual
directive to that effect, relieve a panel from the duty of applying the normal (i.e. customary international law)
principles of treaty interpretation in reading the provisions of the SPS Agreement.
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 Article 3 of Agreement on the Application of Sanitary and Phytosanitary Measures

2! Appellate Body Report, EC-Hormones. para.177 Consideration of the object and purpose of
Article 3 and of the SPS Agreement as a whole reinforces our belief that compliance with Article 5.1 was
intended as a countervailing factor in respect of the right of Members to set their appropriate level of
protection. In generalized terms, the object and purpose of Article 3 is to promote the harmonization of the
SPS measures of Members on as wide a basis as possible, while recognizing and safeguarding, at the same
time, the right and duty of Members to protect the life and health of their people. The ultimate goal of the
harmonization of SPS measures is to prevent the use of such measures for arbitrary or unjustifiable
discrimination between Members or as a disguised restriction on international trade, without preventing
Members from adopting or enforcing measures which are both "necessary to protect" human life or health and
"based on scientific principles”, and without requiring them to change their appropriate level of protection.
The requirements of a risk assessment under Article 5.1, as well as of "sufficient scientific evidence" under
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Article 2.2, are essential for the maintenance of the delicate and carefully negotiated balance in the SPS
Agreement between the shared, but sometimes competing, interests of promoting international trade and of

protecting the life and health of human beings. We conclude that the Panel's finding that the European
Communities is required by Article 3.3 to comply with the requirements of Article 5.1 is correct and,
accordingly, dismiss the appeal of the European Communities from that ruling of the Panel.
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22 Appellate Body Report, EC-Hormones, para. 163 We are unable to accept this interpretation of
the Panel. In the first place, the ordinary meaning of "based on" is quite different from the plain or natural
import of "conform to". A thing is commonly said to be "based on" another thing when the former "stands" or
is "founded" or "built" upon or "is supported by" the latter. In contrast, much more is required before one
thing may be regarded as "conform[ing] to" another: the former must "comply with", "yield or show
compliance" with the latter. The reference of "conform to" is to "correspondence in form or manner", to
"compliance with" or "acquiescence", to "follow[ing] in form or nature". A measure that "conforms to" and
incorporates a Codex standard is, of course, "based on" that standard. A measure, however, based on the same
standard might not conform to that standard, as where only some, not all, of the elements of the standard are
incorporated into the measure.

2 United Nations Conference on Trade and Development, “Dispute Settlement World Trade
Organization: 3.9 SPS Measures.” p.19

24 Appellate Body Report, EC-Hormones, para. 170 Under Article 3.2 of the SPS Agreement, a
Member may decide to promulgate an SPS measure that conforms to an international standard. Such a
measure would embody the international standard completely and, for practical purposes, converts it into a
municipal standard. Such a measure enjoys the benefit of a presumption (albeit a rebuttable one) that it is
consistent with the relevant provisions of the SPS Agreement and of the GATT 1994.
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o Appellate Body Report, EC-Hormones, para 102 We find the general interpretative ruling of the
Panel to be bereft of basis in the SPS Agreement and must, accordingly, reverse that ruling. It does not appear
to us that there is any necessary (i.e. logical) or other connection between the undertaking of Members to
ensure, for example, that SPS measures are "applied only to the extent necessary to protect human, animal or
plant life or health ...", and the allocation of burden of proof in a dispute settlement proceeding. Article 5.8 of
the SPS Agreement does not purport to address burden of proof problems; it does not deal with a dispute
settlement situation. To the contrary, a Member seeking to exercise its right to receive information under
Article 5.8 would, most likely, be in a pre-dispute situation, and the information or explanation it receives may
well make it possible for that Member to proceed to dispute settlement proceedings and to carry the burden of
proving on a prima facie basis that the measure involved is not consistent with the SPS Agreement. The
Panel's last reason involves, quite simply, a non-sequitur. The converse or a contrario presumption created by
the Panel does not arise. The presumption of consistency with relevant provisions of the SPS Agreement that
arises under Article 3.2 in respect of measures that conform to international standards may well be an
incentive for Members so to conform their SPS measures with such standards. It is clear, however, that a
decision of a Member not to conform a particular measure with an international standard does not authorize
imposition of a special or generalized burden of proof upon that Member, which may, more often than not,
amount to a penalty.

* Article 3.3 of Agreement on the Application of Sanitary and Phytosanitary Measures
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30 Appellate Body Report, Australia-salmon para 121 On the basis of this definition, we consider
that, in this case, a risk assessment within the meaning of Article 5.1 must:
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1) identify the diseases whose entry, establishment or spread a Member wants to prevent
within its territory, as well as the potential biological and economic consequences
associated with the entry, establishment or spread of these diseases;

2) evaluate the likelihood of entry, establishment or spread of these diseases, as well as the
associated potential biological and economic consequences; and
3) evaluate the likelihood of entry, establishment or spread of these diseases according to

the SPS measures which might be applied.

31 United Nations Conference on Trade and Development, “Dispute Settlement World Trade
Organization: 3.9 SPS Measures.” p. 24.

2 Appellate Body Report, Australia-Salmon, paras. 123-124 Before taking up the question of
whether the 1996 Final Report satisfies these requirements, we note that the first definition in paragraph 4
of Annex A speaks about the evaluation of "likelihood." In our report in European Communities —
Hormones, we referred to the dictionary meaning of "probability" as "degrees of likelihood" and "a thing
that is judged likely to be true", for the purpose of distinguishing the terms "potential" and "probability".**
For the present purpose, we refer in the same manner to the ordinary meaning of "likelihood", and we
consider that it has the same meaning as "probability". On this basis, as well as on the basis of the
definition of "risk" and "risk assessment" developed by the Office international des épizooties ("OIE") and
the OIE Guidelines for Risk Assessment, we maintain that for a risk assessment to fall within the meaning
of Article 5.1 and the first definition in paragraph 4 of Annex A, it is not sufficient that a risk assessment
conclude that there is a possibility of entry, establishment or spread of diseases and associated biological
and economic consequences. A proper risk assessment of this type must evaluate the "likelihood", i.e., the
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"probability", of entry, establishment or spread of diseases and associated biological and economic
consequences as well as the "likelihood", i.e., "probability", of entry, establishment or spread of diseases
according to the SPS measures which might be applied.

We note that, although the Panel stated that the definition of a risk assessment for this type of
measure requires an "evaluation of the likelihood", for the purpose of satisfying the second and third
requirements, it subsequently was hesitant in applying these requirements, by stating or suggesting in
paragraphs 8.80, 8.83, 8.89 and 8.91, that some evaluation of the likelihood or probability would suffice.
We consider this hesitation unfortunate. We do not agree with the Panel that a risk assessment of this type
needs only some evaluation of the likelihood or probability. The definition of this type of risk assessment
in paragraph 4 of Annex A refers to "the evaluation of the likelihood" and not to some evaluation of the
likelihood. We agree, however, with the Panel's statements in paragraph 8.80 that the SPS Agreement
does not require that the evaluation of the likelihood needs to be done quantitatively. The likelihood may
be expressed either quantitatively or qualitatively. Furthermore, we recall, as does the Panel, that we stated
in European Communities — Hormones that there is no requirement for a risk assessment to establish a
certain magnitude or threshold level of degree of risk.

¥ United Nations Conference on Trade and Development, “Dispute Settlement World Trade
Organization : 3.9 SPS Measures,” p.26.

* Ibid., p.26.
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¥ Article 5.2 of Agreement on the Application of Sanitary and Phytosanitary Measures

* Appellate Body, EC-Hormones. paral87 Article 5.2 of the SPS Agreement provides an indication

of the factors that should be taken into account in the assessment of risk.

Article 5.2 states that “In the assessment of risks, Members shall take into account available scientific
evidence; relevant processes and production methods; relevant inspection, sampling and testing methods;
prevalence of specific diseases or pests; existence of pest- or disease-free areas; relevant ecological and
environmental conditions; and quarantine or other treatment.”

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 closed list. It is essential to bear in
mind that the risk that is to be evaluated in a risk assessment under Article 5.1 is not only risk ascertainable in
a science laboratory operating 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.
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7 Article 5.3 of Agreement on the Application of Sanitary and Phytosanitary Measures

* Article 5.1 of Agreement on the Application of Sanitary and Phytosanitary Measures

¥ Appellate Body Report, EC-Hormones, para 193 We consider that, in principle, the Panel's
approach of examining the scientific conclusions implicit in the SPS measure under consideration and the
scientific conclusion yielded by a risk assessment is a useful approach. The relationship between those two
sets of conclusions is certainly relevant; they cannot, however, be assigned relevance to the exclusion of
everything else. We believe that Article 5.1, when contextually read as it should be, in conjunction with and
as informed by Article 2.2 of the SPS Agreement, requires that the results of the risk assessment must
sufficiently warrant -- that is to say, reasonably support -- the SPS measure at stake. The requirement that an
SPS measure be "based on" a risk assessment is a substantive requirement that there be a rational relationship
between the measure and the risk assessment.
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0 J H.H. Weiler and Sungjoon Cho, “Unit X: Sanitary and Phytosanitary Measures (SPS),” in
International and Regional Trade Law: The Law of World Trade Organization,” p.50.
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*! Grant E. Isaac. “Sanitary and Phytosanitary issues”, p.384.

* Article 5.4 of Agreement on the Application of Sanitary and Phytosanitary Measures
* Paragraph 5 of Annex A of Agreement on the Application of Sanitary and Phytosanitary
Measures

“ Panel Report, Australia-Salmon, para 8.81.
* Article 5.4 of Agreement on the Application of Sanitary and Phytosanitary Measures
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* Article 5.5 of Agreement on the Application of Sanitary and Phytosanitary Measures

*7 Article 5.6 of Agreement on the Application of Sanitary and Phytosanitary Measures

¥ Article 5.4 “Member should, when determining the appropriate level of sanitary or
phytosanitary protection, take into account the objective of minimizing negative trade effect.”

4 Panel Report, EC-Hormones (Canada), para. 8.169 and Panel Report, EC-Hormones (US), para
8.166

%0 Article 5.5 “With the objective of achieving consistency in the application of the of appropriate
level of sanitary or phytosanitary protection against risk to human life of health, or to animal and plant life
or health, each Member shall avoid arbitrary or unjustifiable distinction in the levels it considers to be
appropriate in different situations, if such distinctions result in discrimination or a disguished restriction
on international trade. Members shall cooperate in the Committee, in accordance with paragraph 1,2 and
3 of Article 12, to develop guidelines to further the practical implementation of this provision. In
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developing the guidelines, the Committee shall take into account all relevant factors, including the
exceptional character of human health risk to which people voluntarily expose themselves.

! Appellate Body Report, Australia-Salmon, para.153 We, therefore, uphold the Panel's finding in
paragraph 8.121 of its Report that the import prohibition on fresh, chilled or frozen salmon for human
consumption and the admission of imports of other fish and fish products are "different" situations which
can be compared under Article 5.5 of the SPS Agreement.
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52Appellate Body Report, Australia-Salmon, para. 194 We agree with the Panel that Article 5.6
and, in particular, the footnote to this provision, clearly provides a three-pronged test to establish a
violation of Article 5.6. As already noted, the three elements of this test under Article 5.6 are that there is
an SPS measure which:

) is reasonably available taking into account technical and economic feasibility;
2) achieves the Member's appropriate level of sanitary or phytosanitary protection; and
3) is significantly less restrictive to trade than the SPS measure contested.

These three elements are cumulative in the sense that, to establish inconsistency with Article 5.6, all of them
have to be met. If any of these elements is not fulfilled, the measure in dispute would be consistent with



33

) o d‘ d' [ dg’ 1 ) o R =R [
(1) NumsmMIgueuIteauNgNiIvuA Ues1NlMara Tasf19Daaten1a
MANALASMAATHFAD Uag
v 1
) WIATNMIFUOUNEAINTD (1) HUTIWITDNIZUTTQINTZAUANINANATOS
otz auvelszmaTin®n tag
Y
3) wmasmsguenisiune ldinanmssinantamsaniosniuiasmsguouie
4 -
NAWN

{ o o 4

P y vy o A A ¥ o Ao
mﬂamﬂizﬂaumﬁmﬂszmﬁnmuu ﬂTﬁLai’]ﬂi%ﬂ]@]ﬁﬂTiquUTNﬂV]ﬂlﬂﬂﬂﬂaﬂtﬂmcﬂ

' 9 '
= g =

¥ 9 Y 2 ' A A a oA 9y @
NN 5EMsVIAUL ﬂfﬂ’Jﬂi’]ﬂ”li‘V]‘]Ji%L‘VIﬂﬁll”lslfﬂm@ﬂi%u”miﬂ”ﬁq%ﬂu”mﬂﬁuﬂﬂﬂﬂ‘V]']JiTﬂj‘]

P
o =X

1 1 Y 1
Niuasmigueuisdungnimuatuedelmgna lasniasnmsuuaiisanazinldinants

o Y A

9 Y
miqﬁqsmummmmammmzﬁmmﬂizmﬁﬁmwuuuazmmmsuuﬂa“lﬁ'mﬂmsﬁmﬂ

L)

Y A v 1

o A A Y o A ¥ o A A vd 3
‘VINﬂ1§ﬂ”I‘VILli’JfJﬂ’J”IllW]5ﬂ15fjﬂl@u13~lﬂ‘lﬂlaﬂﬂi% mumwa11411mimiqﬂjaumamaaﬂhumﬂu

~ Y o 9 =K Ao w Y Aa [ o o =K &
WIATNITNUALLYINVUD 5.6 dluriasmsnananemsanunNaNNI e 3uiuuiasnis

quouNenivou

~ Jyq Yya A a o [ k) A
NNITNANIUANAN SPSUlﬂalfViﬁ”ﬂﬁﬂﬁglﬂﬁﬁh1“ﬁﬂ1uﬂ15ﬂ1ﬁuﬂi$ﬂ‘Uﬂ’JHJﬂiJﬂi’fJ\i“Vl

Y o a o 9 Y P2 =
LWNW&ﬁNiuﬂﬁﬂMﬂﬁﬂﬂq%ﬂuWﬂﬂﬂlﬂﬁﬂi%mﬂﬁNW‘h’ﬂ %Wﬂﬁaﬂﬂﬁ‘lﬂ\muﬁ?ﬂ1@31W1ﬂ1|3JW]3ﬂ15

lanansoussgdeszaunnuduasosimuzan lduinnimilanains viasnisnggn

o v 9 3 Ao o Yy 9 A A
u'lll'lﬁlslfuugl’f]\‘llﬂulﬂ@lﬁﬂ’lTVl%’lﬂﬂcﬂ1\‘]ﬂ15ﬂ1uﬂﬂcﬂq@ﬁluﬂ3591ﬁa'IEJ‘]NW@ﬁﬂ’lTﬂN@ﬂ vnseime

u

P
= °

a 1T (A oA [ dy A 9 A 1T W 1 v A Iy
mmm"luﬂ;]wmmwaﬂmiuiﬂmaaﬂ%mmmﬁau mmmmwmmﬁqm@umﬂ‘waﬂumﬂw

U

< Ao o Yy a ' RS IR]
Wuasnsnnan1emsaIunnsUI Il

2.3.25 NAINIFUOMINBIAZFUOU NN A IDGUUNUG IHUBIHANN BN VAN

A . v 4 4
MY (Equivalence) tazmssaniuten lvisesvnlasnlsauazunas

Article 5.6. Thus, if there is no alternative measure available, taking into account technical and economic
feasibility, or if the alternative measure does not achieve the Member's appropriate level of sanitary or
phytosanitary protection, or if it is not significantly less trade-restrictive, the measure in dispute would be
consistent with Article 5.6.
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62 Appellate Body, Japan-Agricultural Products II, paras. 105-106 We consider that the list of
instruments contained in the footnote to paragraph 1 of Annex B is, as is indicated by the words "such as",
not exhaustive in nature. The scope of application of the publication requirement is not limited to "laws,
decrees or ordinances", but also includes, in our opinion, other instruments which are applicable generally
and are similar in character to the instruments explicitly referred to in the illustrative list of the footnote to
paragraph 1 of Annex B.

The object and purpose of paragraph 1 of Annex B is "to enable interested Members to become
acquainted with" the sanitary and phytosanitary regulations adopted or maintained by other Members and
thus to enhance transparency regarding these measures. In our opinion, the scope of application of the
publication requirement of paragraph 1 of Annex B should be interpreted in the light of the object and
purpose of this provision.
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3.3.1.2.3 White spot syndrome virus (WSSV)
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3.3.1.2.10 Necrotizing hepatopancreatitis (NHP)
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* World Trade Organization Committee of Sanitary and Phytosanitary Measures, “Notification
No. G/SPS/N/AUS/204,” 1 December 2006.

* World Trade Organization Committee of Sanitary and Phytosanitary Measures, “Notification
No. G/SPS/N/AUS/204/Add.1,” 21 August 2007.

% World Trade Organization Committee of Sanitary and Phytosanitary Measures, Notification
No. G/SPS/N/AUS/204/Add.2, 3 October 2008.
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3 Appellate Body Report Japan — Measures Affecting Agricultural Products para 144 “The
Appellate Body recommends that the DSB request that Japan bring its varietal testing requirement found
in this Report, and in the Panel Report as modified by this Report, to be inconsistent with
the SPS Agreement, into conformity with its obligations under that Agreement.”
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AGREEMENT ON THE APPLICATION OF
SANITARY AND PHYTOSANITARY MEASURES

Members,

Reaffirming that no Member should be prevented from adopting or enforcing measures
necessary to protect human, animal or plant life or health, subject to the requirement that these
measures are not applied in a manner which would constitute a means of arbitrary or unjustifiable
discrimination between Members where the same conditions prevail or a disguised restriction on
international trade;

Desiring to improve the human health, animal health and phytosanitary situation in all
Members;

Noting that sanitary and phytosanitary measures are often applied on the basis of bilateral
agreements or protocols;

Desiring the establishment of a multilateral framework of rules and disciplines to guide the
development, adoption and enforcement of sanitary and phytosanitary measures in order to minimize
their negative effects on trade;

Recognizing the important contribution that international standards, guidelines and
recommendations can make in this regard;

Desiring to further the use of harmonized sanitary and phytosanitary measures between
Members, on the basis of international standards, guidelines and recommendations developed by the
relevant international organizations, including the Codex Alimentarius Commission, the International
Office of Epizootics, and the relevant international and regional organizations operating within the
framework of the International Plant Protection Convention, without requiring Members to change
their appropriate level of protection of human, animal or plant life or health;

Recognizing that developing country Members may encounter special difficulties in
complying with the sanitary or phytosanitary measures of importing Members, and as a consequence
in access to markets, and also in the formulation and application of sanitary or phytosanitary measures
in their own territories, and desiring to assist them in their endeavours in this regard;

Desiring therefore to elaborate rules for the application of the provisions of GATT 1994
which relate to the use of sanitary or phytosanitary measures, in particular the provisions of

Article XX(b)";

Hereby agree as follows:

Article 1
General Provisions

1. This Agreement applies to all sanitary and phytosanitary measures which may, directly or
indirectly, affect international trade. Such measures shall be developed and applied in accordance
with the provisions of this Agreement.

2. For the purposes of this Agreement, the definitions provided in Annex A shall apply.
)

" In this Agreement, reference to Article XX(b) includes also the chapeau of that Article.
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3. The annexes are an integral part of this Agreement.

4. Nothing in this Agreement shall affect the rights of Members under the Agreement on
Technical Barriers to Trade with respect to measures not within the scope of this Agreement.

Article 2
Basic Rights and Obligations

1. Members have the right to take sanitary and phytosanitary measures necessary for the
protection of human, animal or plant life or health, provided that such measures are not inconsistent
with the provisions of this Agreement.

2. Members shall ensure that any sanitary or phytosanitary measure is applied only to the extent
necessary to protect human, animal or plant life or health, is based on scientific principles and is not
maintained without sufficient scientific evidence, except as provided for in paragraph 7 of Article 5.

3. Members shall ensure that their sanitary and phytosanitary measures do not arbitrarily or
unjustifiably discriminate between Members where identical or similar conditions prevail, including
between their own territory and that of other Members. Sanitary and phytosanitary measures shall not
be applied in a manner which would constitute a disguised restriction on international trade.

4. Sanitary or phytosanitary measures which conform to the relevant provisions of this
Agreement shall be presumed to be in accordance with the obligations of the Members under the
provisions of GATT 1994 which relate to the use of sanitary or phytosanitary measures, in particular
the provisions of Article XX(b).

Article 3
Harmonization

1. To harmonize sanitary and phytosanitary measures on as wide a basis as possible, Members
shall base their sanitary or phytosanitary measures on international standards, guidelines or
recommendations, where they exist, except as otherwise provided for in this Agreement, and in
particular in paragraph 3.

2. Sanitary or phytosanitary measures which conform to international standards, guidelines or
recommendations shall be deemed to be necessary to protect human, animal or plant life or health,
and presumed to be consistent with the relevant provisions of this Agreement and of GATT 1994.

3. Members may introduce or maintain sanitary or phytosanitary measures which result in a
higher level of sanitary or phytosanitary protection than would be achieved by measures based on the
relevant international standards, guidelines or recommendations, if there is a scientific justification, or
as a consequence of the level of sanitary or phytosanitary protection a Member determines to be
appropriate in accordance with the relevant provisions of paragraphs 1 through 8 of Article 5.2
®

? For the purposes of paragraph 3 of Article 3, there is a scientific justification if, on the basis of an
examination and evaluation of available scientific information in conformity with the relevant provisions of this

Agreement, a Member determines that the relevant international standards, guidelines or recommendations are
not sufficient to achieve its appropriate level of sanitary or phytosanitary protection.
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Notwithstanding the above, all measures which result in a level of sanitary or phytosanitary protection
different from that which would be achieved by measures based on international standards, guidelines
or recommendations shall not be inconsistent with any other provision of this Agreement.

4. Members shall play a full part, within the limits of their resources, in the relevant
international organizations and their subsidiary bodies, in particular the Codex Alimentarius
Commission, the International Office of Epizootics, and the international and regional organizations
operating within the framework of the International Plant Protection Convention, to promote within
these organizations the development and periodic review of standards, guidelines and
recommendations with respect to all aspects of sanitary and phytosanitary measures.

5. The Committee on Sanitary and Phytosanitary Measures provided for in paragraphs 1 and 4
of Article 12 (referred to in this Agreement as the "Committee") shall develop a procedure to monitor
the process of international harmonization and coordinate efforts in this regard with the relevant
international organizations.

Article 4
Equivalence

1. Members shall accept the sanitary or phytosanitary measures of other Members as equivalent,
even if these measures differ from their own or from those used by other Members trading in the same
product, if the exporting Member objectively demonstrates to the importing Member that its measures
achieve the importing Member's appropriate level of sanitary or phytosanitary protection. For this
purpose, reasonable access shall be given, upon request, to the importing Member for inspection,
testing and other relevant procedures.

2. Members shall, upon request, enter into consultations with the aim of achieving bilateral and
multilateral agreements on recognition of the equivalence of specified sanitary or phytosanitary
measures.

Article 5

Assessment of Risk and Determination of the Appropriate Level
of Sanitary or Phytosanitary Protection

1. Members shall ensure that their sanitary or phytosanitary measures are based on an
assessment, as appropriate to the circumstances, of the risks to human, animal or plant life or health,
taking into account risk assessment techniques developed by the relevant international organizations.

2. In the assessment of risks, Members shall take into account available scientific evidence;
relevant processes and production methods; relevant inspection, sampling and testing methods;
prevalence of specific diseases or pests; existence of pest- or disease-free areas; relevant ecological
and environmental conditions; and quarantine or other treatment.

3. In assessing the risk to animal or plant life or health and determining the measure to be
applied for achieving the appropriate level of sanitary or phytosanitary protection from such risk,
Members shall take into account as relevant economic factors: the potential damage in terms of loss
of production or sales in the event of the entry, establishment or spread of a pest or disease; the costs
of control or eradication in the territory of the importing Member; and the relative cost-effectiveness
of alternative approaches to limiting risks.
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4. Members should, when determining the appropriate level of sanitary or phytosanitary
protection, take into account the objective of minimizing negative trade effects.

5. With the objective of achieving consistency in the application of the concept of appropriate
level of sanitary or phytosanitary protection against risks to human life or health, or to animal and
plant life or health, each Member shall avoid arbitrary or unjustifiable distinctions in the levels it
considers to be appropriate in different situations, if such distinctions result in discrimination or a
disguised restriction on international trade. Members shall cooperate in the Committee, in accordance
with paragraphs 1, 2 and 3 of Article 12, to develop guidelines to further the practical implementation
of this provision. In developing the guidelines, the Committee shall take into account all relevant
factors, including the exceptional character of human health risks to which people voluntarily expose
themselves.

6. Without prejudice to paragraph 2 of Article 3, when establishing or maintaining sanitary or
phytosanitary measures to achieve the appropriate level of sanitary or phytosanitary protection,
Members shall ensure that such measures are not more trade-restrictive than required to achieve their
appropriat% level of sanitary or phytosanitary protection, taking into account technical and economic
feasibility.

7. In cases where relevant scientific evidence is insufficient, a Member may provisionally adopt
sanitary or phytosanitary measures on the basis of available pertinent information, including that from
the relevant international organizations as well as from sanitary or phytosanitary measures applied by
other Members. In such circumstances, Members shall seek to obtain the additional information
necessary for a more objective assessment of risk and review the sanitary or phytosanitary measure
accordingly within a reasonable period of time.

8. When a Member has reason to believe that a specific sanitary or phytosanitary measure
introduced or maintained by another Member is constraining, or has the potential to 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.

Article 6

Adaptation to Regional Conditions, Including Pest- or Disease-Free Areas
and Areas of Low Pest or Disease Prevalence

1. Members shall ensure that their sanitary or phytosanitary measures are adapted to the sanitary
or phytosanitary characteristics of the area - whether all of a country, part of a country, or all or parts
of several countries - from which the product originated and to which the product is destined. In
assessing the sanitary or phytosanitary characteristics of a region, Members shall take into account,
inter alia, the level of prevalence of specific diseases or pests, the existence of eradication or control
programmes, and appropriate criteria or guidelines which may be developed by the relevant
international organizations.

2. Members shall, in particular, recognize the concepts of pest- or disease-free areas and areas of
low pest or disease prevalence. Determination of such areas shall be based on factors such as

®

? For purposes of paragraph 6 of Article 5, a measure is not more trade-restrictive than required unless

there is another measure, reasonably available taking into account technical and economic feasibility, that
achieves the appropriate level of sanitary or phytosanitary protection and is significantly less restrictive to trade.
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geography, ecosystems, epidemiological surveillance, and the effectiveness of sanitary or
phytosanitary controls.

3. Exporting Members claiming that areas within their territories are pest- or disease-free areas
or areas of low pest or disease prevalence shall provide the necessary evidence thereof in order to
objectively demonstrate to the importing Member that such areas are, and are likely to remain, pest-
or disease-free areas or areas of low pest or disease prevalence, respectively. For this purpose,
reasonable access shall be given, upon request, to the importing Member for inspection, testing and
other relevant procedures.

Article 7
Transparency

Members shall notify changes in their sanitary or phytosanitary measures and shall provide
information on their sanitary or phytosanitary measures in accordance with the provisions of
Annex B.

Article 8
Control, Inspection and Approval Procedures

Members shall observe the provisions of Annex C in the operation of control, inspection and
approval procedures, including national systems for approving the use of additives or for establishing
tolerances for contaminants in foods, beverages or feedstuffs, and otherwise ensure that their
procedures are not inconsistent with the provisions of this Agreement.

Article 9
Technical Assistance

1. Members agree to facilitate the provision of technical assistance to other Members,
especially developing country Members, either bilaterally or through the appropriate international
organizations. Such assistance may be, infer alia, in the areas of processing technologies, research
and infrastructure, including in the establishment of national regulatory bodies, and may take the form
of advice, credits, donations and grants, including for the purpose of seeking technical expertise,
training and equipment to allow such countries to adjust to, and comply with, sanitary or
phytosanitary measures necessary to achieve the appropriate level of sanitary or phytosanitary
protection in their export markets.

2. Where substantial investments are required in order for an exporting developing country
Member to fulfil the sanitary or phytosanitary requirements of an importing Member, the latter shall
consider providing such technical assistance as will permit the developing country Member to
maintain and expand its market access opportunities for the product involved.

Article 10

Special and Differential Treatment
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1. In the preparation and application of sanitary or phytosanitary measures, Members shall take
account of the special needs of developing country Members, and in particular of the least-developed
country Members.

2. Where the appropriate level of sanitary or phytosanitary protection allows scope for the
phased introduction of new sanitary or phytosanitary measures, longer time-frames for compliance
should be accorded on products of interest to developing country Members so as to maintain
opportunities for their exports.

3. With a view to ensuring that developing country Members are able to comply with the
provisions of this Agreement, the Committee is enabled to grant to such countries, upon request,
specified, time-limited exceptions in whole or in part from obligations under this Agreement, taking
into account their financial, trade and development needs.

4. Members should encourage and facilitate the active participation of developing country
Members in the relevant international organizations.

Article 11
Consultations and Dispute Settlement

1. The provisions of Articles XXII and XXIII of GATT 1994 as elaborated and applied by the
Dispute Settlement Understanding shall apply to consultations and the settlement of disputes under
this Agreement, except as otherwise specifically provided herein.

2. In a dispute under this Agreement involving scientific or technical issues, a panel should seek
advice from experts chosen by the panel in consultation with the parties to the dispute. To this end,
the panel may, when it deems it appropriate, establish an advisory technical experts group, or consult
the relevant international organizations, at the request of either party to the dispute or on its own
initiative.

3. Nothing in this Agreement shall impair the rights of Members under other international
agreements, including the right to resort to the good offices or dispute settlement mechanisms of other
international organizations or established under any international agreement.

Article 12
Administration

1. A Committee on Sanitary and Phytosanitary Measures is hereby established to provide a
regular forum for consultations. It shall carry out the functions necessary to implement the provisions
of this Agreement and the furtherance of its objectives, in particular with respect to harmonization.
The Committee shall reach its decisions by consensus.

2. The Committee shall encourage and facilitate ad hoc consultations or negotiations among
Members on specific sanitary or phytosanitary issues. The Committee shall encourage the use of
international standards, guidelines or recommendations by all Members and, in this regard, shall
sponsor technical consultation and study with the objective of increasing coordination and integration
between international and national systems and approaches for approving the use of food additives or
for establishing tolerances for contaminants in foods, beverages or feedstuffs.
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3. The Committee shall maintain close contact with the relevant international organizations in
the field of sanitary and phytosanitary protection, especially with the Codex Alimentarius
Commission, the International Office of Epizootics, and the Secretariat of the International Plant
Protection Convention, with the objective of securing the best available scientific and technical advice
for the administration of this Agreement and in order to ensure that unnecessary duplication of effort
is avoided.

4. The Committee shall develop a procedure to monitor the process of international
harmonization and the use of international standards, guidelines or recommendations. For this
purpose, the Committee should, in conjunction with the relevant international organizations, establish
a list of international standards, guidelines or recommendations relating to sanitary or phytosanitary
measures which the Committee determines to have a major trade impact. The list should include an
indication by Members of those international standards, guidelines or recommendations which they
apply as conditions for import or on the basis of which imported products conforming to these
standards can enjoy access to their markets. For those cases in which a Member does not apply an
international standard, guideline or recommendation as a condition for import, the Member should
provide an indication of the reason therefor, and, in particular, whether it considers that the standard is
not stringent enough to provide the appropriate level of sanitary or phytosanitary protection. If a
Member revises its position, following its indication of the use of a standard, guideline or
recommendation as a condition for import, it should provide an explanation for its change and so
inform the Secretariat as well as the relevant international organizations, unless such notification and
explanation is given according to the procedures of Annex B.

5. In order to avoid unnecessary duplication, the Committee may decide, as appropriate, to use
the information generated by the procedures, particularly for notification, which are in operation in
the relevant international organizations.

6. The Committee may, on the basis of an initiative from one of the Members, through
appropriate channels invite the relevant international organizations or their subsidiary bodies to
examine specific matters with respect to a particular standard, guideline or recommendation,
including the basis of explanations for non-use given according to paragraph 4.

7. The Committee shall review the operation and implementation of this Agreement three years
after the date of entry into force of the WTO Agreement, and thereafter as the need arises. Where
appropriate, the Committee may submit to the Council for Trade in Goods proposals to amend the text
of this Agreement having regard, inter alia, to the experience gained in its implementation.

Article 13
Implementation

Members are fully responsible under this Agreement for the observance of all obligations set
forth herein. Members shall formulate and implement positive measures and mechanisms in support
of the observance of the provisions of this Agreement by other than central government bodies.
Members shall take such reasonable measures as may be available to them to ensure that non-
governmental entities within their territories, as well as regional bodies in which relevant entities
within their territories are members, comply with the relevant provisions of this Agreement. In
addition, Members shall not take measures which have the effect of, directly or indirectly, requiring or
encouraging such regional or non-governmental entities, or local governmental bodies, to act in a
manner inconsistent with the provisions of this Agreement. Members shall ensure that they rely on
the services of non-governmental entities for implementing sanitary or phytosanitary measures only if
these entities comply with the provisions of this Agreement.
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Article 14
Final Provisions

The least-developed country Members may delay application of the provisions of this
Agreement for a period of five years following the date of entry into force of the WTO Agreement
with respect to their sanitary or phytosanitary measures affecting importation or imported products.
Other developing country Members may delay application of the provisions of this Agreement, other
than paragraph 8 of Article 5 and Article 7, for two years following the date of entry into force of the
WTO Agreement with respect to their existing sanitary or phytosanitary measures affecting
importation or imported products, where such application is prevented by a lack of technical
expertise, technical infrastructure or resources.

ANNEX A
DEFINITIONS®
1. Sanitary or phytosanitary measure - Any measure applied:
(a) to protect animal or plant life or health within the territory of the Member from risks

arising from the entry, establishment or spread of pests, diseases, disease-carrying
organisms or disease-causing organisms;

(b) to protect human or animal life or health within the territory of the Member from
risks arising from additives, contaminants, toxins or disease-causing organisms in
foods, beverages or feedstuffs;

(©) to protect human life or health within the territory of the Member from risks arising
from diseases carried by animals, plants or products thereof, or from the entry,
establishment or spread of pests; or

(d) to prevent or limit other damage within the territory of the Member from the entry,
establishment or spread of pests.

Sanitary or phytosanitary measures include all relevant laws, decrees, regulations, requirements and
procedures including, inter alia, end product criteria; processes and production methods; testing,
inspection, certification and approval procedures; quarantine treatments including relevant
requirements associated with the transport of animals or plants, or with the materials necessary for
their survival during transport; provisions on relevant statistical methods, sampling procedures and
methods of risk assessment; and packaging and labelling requirements directly related to food safety.

2. Harmonization - The establishment, recognition and application of common sanitary and
phytosanitary measures by different Members.

3. International standards, guidelines and recommendations

(a) for food safety, the standards, guidelines and recommendations established by the
Codex Alimentarius Commission relating to food additives, veterinary drug and

®

* For the purpose of these definitions, "animal" includes fish and wild fauna; "plant" includes forests

and wild flora; "pests" include weeds; and "contaminants" include pesticide and veterinary drug residues and
extraneous matter.
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pesticide residues, contaminants, methods of analysis and sampling, and codes and
guidelines of hygienic practice;

(b) for animal health and zoonoses, the standards, guidelines and recommendations
developed under the auspices of the International Office of Epizootics;

(©) for plant health, the international standards, guidelines and recommendations
developed under the auspices of the Secretariat of the International Plant Protection
Convention in cooperation with regional organizations operating within the
framework of the International Plant Protection Convention; and

(d) for matters not covered by the above organizations, appropriate standards, guidelines
and recommendations promulgated by other relevant international organizations
open for membership to all Members, as identified by the Committee.

4. Risk assessment - The evaluation of the likelihood of entry, establishment or spread of a pest
or disease within the territory of an importing Member according to the sanitary or phytosanitary
measures which might be applied, and of the associated potential biological and economic
consequences; or the evaluation of the potential for adverse effects on human or animal health arising
from the presence of additives, contaminants, toxins or disease-causing organisms in food, beverages
or feedstuffs.

5. Appropriate level of sanitary or phytosanitary protection - The level of protection deemed
appropriate by the Member establishing a sanitary or phytosanitary measure to protect human, animal
or plant life or health within its territory.

NOTE: Many Members otherwise refer to this concept as the "acceptable level of risk".

6. Pest- or disease-free area - An area, whether all of a country, part of a country, or all or parts
of several countries, as identified by the competent authorities, in which a specific pest or disease
does not occur.

NOTE: A pest- or disease-free area may surround, be surrounded by, or be adjacent to an area -
whether within part of a country or in a geographic region which includes parts of or all of several
countries -in which a specific pest or disease is known to occur but is subject to regional control
measures such as the establishment of protection, surveillance and buffer zones which will confine or
eradicate the pest or disease in question.

7. Area of low pest or disease prevalence - An area, whether all of a country, part of a country,
or all or parts of several countries, as identified by the competent authorities, in which a specific pest
or disease occurs at low levels and which is subject to effective surveillance, control or eradication
measures.

ANNEX B

TRANSPARENCY OF SANITARY AND PHYTOSANITARY REGULATIONS

Publication of regulations

139



1. Members shall ensure that all sanitary and phytosanitary regulations’ which have been
adopted are published promptly in such a manner as to enable interested Members to become
acquainted with them.

2. Except in urgent circumstances, Members shall allow a reasonable interval between the
publication of a sanitary or phytosanitary regulation and its entry into force in order to allow time for
producers in exporting Members, and particularly in developing country Members, to adapt their
products and methods of production to the requirements of the importing Member.

Enquiry points
3. Each Member shall ensure that one enquiry point exists which is responsible for the provision

of answers to all reasonable questions from interested Members as well as for the provision of
relevant documents regarding:

(a) any sanitary or phytosanitary regulations adopted or proposed within its territory;

(b) any control and inspection procedures, production and quarantine treatment, pesticide
tolerance and food additive approval procedures, which are operated within its
territory;

(c) risk assessment procedures, factors taken into consideration, as well as the

determination of the appropriate level of sanitary or phytosanitary protection;

(d) the membership and participation of the Member, or of relevant bodies within its
territory, in international and regional sanitary and phytosanitary organizations and
systems, as well as in bilateral and multilateral agreements and arrangements within
the scope of this Agreement, and the texts of such agreements and arrangements.

4, Members shall ensure that where copies of documents are requested by interested Members,
they are supplied at the same price (if any), apart from the cost of delivery, as to the nationals® of the
Member concerned.

Notification procedures

5. Whenever an international standard, guideline or recommendation does not exist or the
content of a proposed sanitary or phytosanitary regulation is not substantially the same as the content
of an international standard, guideline or recommendation, and if the regulation may have a
significant effect on trade of other Members, Members shall:

(a) publish a notice at an early stage in such a manner as to enable interested Members to
become acquainted with the proposal to introduce a particular regulation;

(b) notify other Members, through the Secretariat, of the products to be covered by the
regulation together with a brief indication of the objective and rationale of the
proposed regulation. Such notifications shall take place at an early stage, when
amendments can still be introduced and comments taken into account;

(1)
> Sanitary and phytosanitary measures such as laws, decrees or ordinances which are applicable
generally.
® When "nationals" are referred to in this Agreement, the term shall be deemed, in the case of a separate
customs territory Member of the WTO, to mean persons, natural or legal, who are domiciled or who have a real
and effective industrial or commercial establishment in that customs territory.
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(©) provide upon request to other Members copies of the proposed regulation and,
whenever possible, identify the parts which in substance deviate from international
standards, guidelines or recommendations;

(d) without discrimination, allow reasonable time for other Members to make comments
in writing, discuss these comments upon request, and take the comments and the
results of the discussions into account.

6. However, where urgent problems of health protection arise or threaten to arise for a Member,
that Member may omit such of the steps enumerated in paragraph 5 of this Annex as it finds
necessary, provided that the Member:

(a) immediately notifies other Members, through the Secretariat, of the particular
regulation and the products covered, with a brief indication of the objective and the
rationale of the regulation, including the nature of the urgent problem(s);

(b) provides, upon request, copies of the regulation to other Members;

© allows other Members to make comments in writing, discusses these comments upon
request, and takes the comments and the results of the discussions into account.

7. Notifications to the Secretariat shall be in English, French or Spanish.

8. Developed country Members shall, if requested by other Members, provide copies of the
documents or, in case of voluminous documents, summaries of the documents covered by a specific
notification in English, French or Spanish.

9. The Secretariat shall promptly circulate copies of the notification to all Members and
interested international organizations and draw the attention of developing country Members to any
notifications relating to products of particular interest to them.

10. Members shall designate a single central government authority as responsible for the
implementation, on the national level, of the provisions concerning notification procedures according
to paragraphs 5, 6, 7 and 8 of this Annex.

General reservations

11. Nothing in this Agreement shall be construed as requiring:

(a) the provision of particulars or copies of drafts or the publication of texts other than in
the language of the Member except as stated in paragraph 8 of this Annex; or

(b) Members to disclose confidential information which would impede enforcement of
sanitary or phytosanitary legislation or which would prejudice the legitimate
commercial interests of particular enterprises.

ANNEX C
CONTROL, INSPECTION AND APPROVAL PROCEDURES’
)

7 Control, inspection and approval procedures include, inter alia, procedures for sampling, testing and
certification.
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1. Members shall ensure, with respect to any procedure to check and ensure the fulfilment of
sanitary or phytosanitary measures, that:

(a)

(b)

(©)

(d)

(e)

®

€]

(h)

®

such procedures are undertaken and completed without undue delay and in no less
favourable manner for imported products than for like domestic products;

the standard processing period of each procedure is published or that the anticipated
processing period is communicated to the applicant upon request; when receiving an
application, the competent body promptly examines the completeness of the
documentation and informs the applicant in a precise and complete manner of all
deficiencies; the competent body transmits as soon as possible the results of the
procedure in a precise and complete manner to the applicant so that corrective action
may be taken if necessary; even when the application has deficiencies, the competent
body proceeds as far as practicable with the procedure if the applicant so requests;
and that upon request, the applicant is informed of the stage of the procedure, with
any delay being explained;

information requirements are limited to what is necessary for appropriate control,
inspection and approval procedures, including for approval of the use of additives or
for the establishment of tolerances for contaminants in food, beverages or feedstuffs;
the confidentiality of information about imported products arising from or supplied in
connection with control, inspection and approval is respected in a way no less
favourable than for domestic products and in such a manner that legitimate
commercial interests are protected;

any requirements for control, inspection and approval of individual specimens of a
product are limited to what is reasonable and necessary;

any fees imposed for the procedures on imported products are equitable in relation to
any fees charged on like domestic products or products originating in any other
Member and should be no higher than the actual cost of the service;

the same criteria should be used in the siting of facilities used in the procedures and
the selection of samples of imported products as for domestic products so as to
minimize the inconvenience to applicants, importers, exporters or their agents;

whenever specifications of a product are changed subsequent to its control and
inspection in light of the applicable regulations, the procedure for the modified
product is limited to what is necessary to determine whether adequate confidence
exists that the product still meets the regulations concerned; and

a procedure exists to review complaints concerning the operation of such procedures
and to take corrective action when a complaint is justified.

Where an importing Member operates a system for the approval of the use of food additives or for the
establishment of tolerances for contaminants in food, beverages or feedstuffs which prohibits or
restricts access to its domestic markets for products based on the absence of an approval, the
importing Member shall consider the use of a relevant international standard as the basis for access
until a final determination is made.

2. Where a sanitary or phytosanitary measure specifies control at the level of production, the
Member in whose territory the production takes place shall provide the necessary assistance to
facilitate such control and the work of the controlling authorities.
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3. Nothing in this Agreement shall prevent Members from carrying out reasonable inspection
within their own territories.
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CHAPTER 1.4.2.

GUIDELINES FOR IMPORT RISK ANALYSIS

Article 1.4.2.1.

Introduction

An import risk analysis begins with a description of the commodity proposed for import and the likely annual
quantity of trade. It must be recognised that whilst an accurate estimate of the anticipated quantity of trade is
desirable to incorporate into the risk estimate, it may not be readily available, particularly where such trade is
new.

Hazard identification is an essential step that must be conducted before the risk assessment.

The risk assessment process consists of four interrelated steps. These steps clarify the stages of the risk
assessment, describing them in terms of the events necessary for the identified potential risk(s) to occur, and
facilitate understanding and evaluation of the conclusions (or ‘outputs’). The product is the risk assessment
report, which is used in risk communication and risk management.

The relationships between risk assessment and risk management processes are outlined in Figure 1.

Fig. 1. The relationship between risk assessment and risk management processes
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Article 1.4.2.2.

Hazard identification

Hazard identification involves identifying the pathogenic agents that could potentially produce adverse
consequences associated with the importation of a commodity.

The hazards identified would be those appropriate to the species being imported, or from which the
commodity is derived, and which may be present in the exporting country. It is then necessary to identify whether
each hazard is already present in the importing country, and whether it is an OIE-listed disease or is subject to
control or eradication in that country and to ensure that import measures are not more trade restrictive than
those applied within the country.

Hazard identification is a categorisation step, identifying biological agents dichotomously as hazards or not
hazards. The risk assessment should be concluded if hazard identification fails to identify hazards associated with
the importation.

The evaluation of the Competent Authorities, surveillance and control programmes, and zoning and
regionalisation systems are important inputs for assessing the likelihood of hazards being present in the aquatic
animal population of the exporting country.

An importing country may decide to permit the importation using the appropriate sanitary standards
recommended in the Aquatic Code, thus eliminating the need for a risk assessment.

Article 1.4.2.3.

Principles of risk assessment

1. Risk assessment should be flexible in order to deal with the complexity of real-life situations. No single
method is applicable in all cases. Risk assessment must be able to accommodate the variety of animal
commodities, the multiple hazards that may be identified with an importation and the specificity of each
disease, detection and surveillance systems, exposure scenarios and types and amounts of data and
information.

2. Both qualitative and quantitative risk assessment methods are valid. Although quantitative analysis is
recognised to provide deeper insights into a particular problem, qualitative methods may be more
relevant when available data are limited as is often the case with aquatic species.

3. The risk assessment should be based on the best available information that is in accord with current
scientific thinking. The assessment should be well documented and supported with references to the
scientific literature and other sources, including expert opinion.

4. Consistency in risk assessment methods should be encouraged and transparency is essential in order to
ensure fairness and rationality, consistency in decision making and ease of understanding by all the
interested parties.

5. Risk assessments should document the uncertainties, the assumptions made, and the effect of these on the
final risk estimate.

6. Risk increases with increasing volume of commodity imported.

7.  Therisk assessment should be amenable to updating when additional information becomes available.
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Article 1.4.2.4.

Risk assessment steps

1.

Release assessment

Release assessment consists of describing the biological pathway(s) necessary for an importation activity
to ‘release’ (that is, introduce) a hazard into a particular environment, and estimating the likelihood of that
complete process occurring. The release assessment describes the likelihood of the ‘release’ of each of the
hazards under each specified set of conditions with respect to amounts and timing, and how these might
change as a result of various actions, events or measures. Examples of the kind of inputs that may be
required in the release assessment are:

a) Biological factors
- Species, strain or genotype, and age of aquatic animal
- Strain of agent
- Tissue sites of infection and/or contamination
- Vaccination, testing, treatment and quarantine.
b) Country factors
- Incidence/prevalence

- Evaluation of Competent Authorities, surveillance and control programmes, and zoning systems
of the exporting country.

¢) Commodity factors
- Whether the commodity is alive or dead
- Quantity of commodity to be imported
- Ease of contamination
- Effect of the various processing methods on the pathogenic agent in the commodity
- Effect of storage and transport on the pathogenic agent in the commodity.
If the release assessment demonstrates no significant risk, the risk assessment does not need to continue.

Exposure assessment

Exposure assessment consists of describing the biological pathway(s) necessary for exposure of humans
and aquatic and terrestrial animals in the importing country to the hazards and estimating the likelihood of
these exposure(s) occurring.

The likelihood of exposure to the hazards is estimated for specified exposure conditions with respect to
amounts, timing, frequency, duration of exposure, routes of exposure, and the number, species and
other characteristics of the human, aquatic animal or terrestrial animal populations exposed. Examples of
the kind of inputs that may be required in the exposure assessment are:

a) Biological factors

- Presence of potential vectors or intermediate hosts

- Genotype of host

- Properties of the agent (e.g. virulence, pathogenicity and survival parameters).
b) Country factors

- Aguatic animal demographics (e.g. presence of known susceptible and carrier species,
distribution)
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- Human and terrestrial animal demographics (e.g. possibility of scavengers, presence of
piscivorous birds)

- Customs and cultural practices

- Geographical and environmental characteristics (e.g. hydrographic data, temperature ranges,
water courses).

c) Commodity factors
- Whether the commodity is alive or dead
- Quantity of commodity to be imported

- Intended use of the imported aquatic animals or products (e.g. domestic consumption,
restocking, incorporation in or use as aquaculture feed or bait)

- Waste disposal practices.

If the exposure assessment demonstrates no significant risk, the risk assessment should conclude at this
step.

3. Consequence assessment

Consequence assessment consists of identifying the potential biological, environmental and economic
consequences. A causal process must exist by which exposures to a hazard result in adverse health,
environmental or socio-economic consequences. Examples of consequences include:

a) Direct consequences
- Agquatic animal infection, disease, production losses and facility closures
- Adverse, and possibly irreversible, consequences to the environment
- Public health consequences.

b) Indirect consequences
- Surveillance and control costs
- Compensation costs
- Potential trade losses
- Adverse consumer reaction.

4. Risk estimation

Risk estimation consists of integrating the results of the release assessment, exposure assessment, and
conseguence assessment to produce overall measures of risks associated with the hazards identified at the
outset. Thus risk estimation takes into account the whole of the risk pathway from hazard identified to
unwanted outcome.

For a quantitative assessment, the final outputs may include:

- The various populations of aquatic animals and/or estimated numbers of aquaculture establishments or
people likely to experience health impacts of various degrees of severity over time

- Probability distributions, confidence intervals, and other means for expressing the uncertainties in
these estimates

- Portrayal of the variance of all model inputs

- Asensitivity analysis to rank the inputs as to their contribution to the variance of the risk estimation
output

- Analysis of the dependence and correlation between model inputs.
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Article 1.4.2.5.

Principles of risk management

1.

Risk management is the process of deciding upon and implementing measures to achieve the Member's
appropriate level of protection, whilst at the same time ensuring that negative effects on trade are
minimised. The objective is to manage risk appropriately to ensure that a balance is achieved between a
country's desire to minimise the likelihood or frequency of disease incursions and their consequences and
its desire to import commodities and fulfil its obligations under international trade agreements.

The international standards of the OIE are the preferred choice of sanitary measures for risk management.
The application of these sanitary measures should be in accordance with the intentions of the standards or
other recommendations of the SPS Agreement.

Article 1.4.2.6.

Risk management components

1.

Risk evaluation - the process of comparing the risk estimated in the risk assessment with the Member's
appropriate level of protection.

Option evaluation - the process of identifying, evaluating the efficacy and feasibility of, and selecting
measures to reduce the risk associated with an importation in line with the Member's appropriate level
of protection. The efficacy is the degree to which an option reduces the likelihood and/or magnitude of
adverse health and economic consequences. Evaluating the efficacy of the options selected is an iterative
process that involves their incorporation into the risk assessment and then comparing the resulting level of
risk with that considered acceptable. The evaluation for feasibility normally focuses on technical,
operational and economic factors affecting the implementation of the risk management options.

Implementation - the process of following through with the risk management decision and ensuring that
the risk management measures are in place.

Monitoring and review - the ongoing process by which the risk management measures are continuously
audited to ensure that they are achieving the results intended.

Article 1.4.2.7.

Principles of risk communication

1.

Risk communication is the process by which information and opinions regarding hazards and risks are
gathered from potentially affected and interested parties during a risk analysis, and by which the results
of the risk assessment and proposed risk management measures are communicated to the decision makers
and interested parties in the importing and exporting countries. It is a multidimensional and iterative process
and should ideally begin at the start of the risk analysis process and continue throughout.

A risk communication strategy should be put in place at the start of each risk analysis.

The communication of risk should be an open, interactive, iterative and transparent exchange of
information that may continue after the decision on importation.

The principal participants in risk communication include the authorities in the exporting country and other
stakeholders such as domestic aquaculturists, recreational and commercial fishermen, conservation and
wildlife groups, consumer groups, and domestic and foreign industry groups.

The assumptions and uncertainty in the model, model inputs and the risk estimates of the risk assessment
should be communicated.

2008 ©OIE Agquatic Animal Health Code 5



149
Chapter 1.4.2. - Guidelines for import risk analysis

6. Peer review of risk analyses is an essential component of risk communication for obtaining a scientific
critique aimed at ensuring that the data, information, methods and assumptions are the best available.

6 2008 ©OIE Aguatic Animal Health Code
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