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RISK ANALYSIS
Note by the Secretariat

Introduction
1 Article 5:5 of the Agreement on Sanitary and Phytosanitary Measures (the " SPS Agreement”)

states, in part, that:

"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 digtinctionsin the levels it considers to be appropriate in different situations,
if such distinctions result in discrimination or a disguised restriction on international
trade. "

The Article dso indicates that the Committee shall develop guidelines to further the practical
implementation of this provision.

2. In order to put this task into perspective, this note (i) briefly summarizes the work on risk
analysis undertaken by the Office internationa des épizooties (OIE), the FAO/WHO Codex Alimentarius
Commission (Codex) and the International Plant Protection Convention (IPPC); and (ii) highlights
therelevant provisionsof the SPSAgreement. Thisnoteisintended to provide background information
to facilitate the task of the Committee. It is not intended to provide a legal interpretation of the
Agreement.

Risk Analysis Work by OIE, Codex and |PPC

3. Since the drafting and entry into force of the SPS Agreement, a substantial amount of work
has been undertaken in the area of risk analysis by the three international organizations referred to
in the Agreement, OIE, Codex and IPPC.

4, Thefollowingtablebriefly summarizesfor each of these organizationswhat they haveidentified
to be the steps of risk anaysis; their definitions of risk assessment, risk management and risk
communication; and the elements of risk management which they have identified. Although the
definitionsused by each of these organizationsis specifictotheir field of operation, thereisconsiderable
commonality of viewsregarding the processesinvolved in risk analyses for sanitary and phytosanitary
measures.
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Risk Analysisin the SPS Agreement Context

5. Althoughtheterm"risk analysis' isnot used, per se, inthe SPS Agreement, the Agreement clearly
addresses at least some aspects of this multi-step process as defined by the three international
organizations. Risk assessment isexplicitly addressed in Articles 5:1, 5:2 and 5:3. Furthermore, the
Agreement provides a definition of risk assessment that addresses concerns relating to food safety,
animal or plant health protection®.

Risk Assessment

6. The SPS Agreement requires Members to base their sanitary and phytosanitary measures on an
assessment of the risk to human, animal or plant heath. However, the current situation is that the
use of formal risk assessment procedures, and much less quantitative risk assessment, is not yet a
common practice of many Members. Itsuseis evolving rapidly, but is not yet systematicaly widespread.
Nonetheless, Members are faced amost daily with the prospect of importswhich potentially may pose
sanitary or phytosanitary risks, and Members do, in practice, in one manner or another evaluate these
potential risks.

7. Itisclear fromthedefinitionsdevel oped by thethreeinternational organizationsthat risk assessment
isprimarily ascientific procedureto identify the existence and severity of possiblerisks. What isdone
with the information resulting from a risk assessment is risk management (and sometime risk
communication).

Risk Management

8. Risk management involves a number of steps. Theseinclude, inter alia, decisions regarding the
acceptable level of risk; identification of possible options to reduce or eliminate the identified risk;
evaluation and sel ection among these options; implementation of the sel ected measures, as appropriate;
and monitoring and control of the effectiveness of the selected measure.

9. Risk management, or at least several elements of it, are addressed, inter alia, in Articles 5:4, 5.5,
and 5:6. These provisions address the decisions to be taken on what level of risk is acceptable, as
well aswhat measureisapplied to ensurethe selected level of protection. The Agreement also provides
adefinition ontheappropriatelevel of sanitary or phytosanitary protection, also known astheacceptable
level of risk.?

10. Although the situation of Members may differ in terms of their current use of formalized risk
assessment procedures, their resources and the technical expertise they have in this regard, each and

!Annex 1, definition 4 defines risk assessment as. "The evaluation of the likelihood of entry, establishment or spread
of apest 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."

2Annex 1, definition 5 defines the appropriate level of sanitary or phytosanitary protection as. "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".
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every Member nonetheless regularly makes decisions as to whether to permit the imports in question
without further restriction, or whether to require someparticular treatment to reduce the potentia risks,
or whether to ban altogether the importation of the product concerned. This decision, however
unsophisticated methods it may be based on, represents a management of the risks at hand and reflects
an inherent decision of what level of risk the Member considers to be acceptable in that particular
situation.

11. It isthis part of the decision-making element of risk management, i.e., the determination of the
level of sanitary or phytosanitary risk which a Member determines to be acceptable in any particular
situation, whichisthe subject of Article5:5. The objective of the proposed guidelinesis to assist each
Member to enhance the consistency of its decisions in this respect.

Risk Communication

12. Some elements related to risk communication are also addressed in the Agreement, through (i) its
transparency requirements, including those of publication and notification of measures, the provision
of information through Enquiry Points, and the explanation of measures upon request; and (ii) the
technical assistance provisions..





