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Why WTO matters?

» Trade and health

» Food, medicines and medical devices are traded products, and
also involving services and intellectual property.




Why WTO matters?

» WTO agreements relating to health

» -- Trade in Goods: GATT 1994, SPS, TBT(Non-tariff barriers
to trade)

» -- Trade in services: GATS (medical services)

» -- Intellectual Property: TRIPS (patent on pharmaceuticals:
patent linkage, undisclosed information)
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W TO matters

» Can trade liberalization reconcile with health protection
(domestic food safety policy and law)?

» It’sup to WTO to decide if we may eat US beef or pork?




Why SPS agreement needs risk

assessment?

» Int’l standard-making could be lengthy. Not sufficient to avoid
protectionism

» US-EU long term disputes on hormone beef.

» US-led countries argued decision-making based on science ad
risk assessment

» From global governance: science is of universal and objectiv
» Art. 2.2 Science-based with Art. 5.1 risk assessment




Art. 2: Basic rights and obligations

» Incorporate and elaborate GATT principles
» 2.1 National right to adopt SPS measures

» 2.2 Subject to “necessity” requirement, based on “scientific
principles and evidence”( general cf. 5.1;5.2 specific)

» 2.3 GATT Arts. |, IV, XX, chapeau
> Bk L8 1 & (sound science base)
> o B Al fFET = (not safe)




Art. 5: Assessment of Risk

» Framework of risk analysis, control and governance:

» Codex Food safety risk analysis: A guide for national food
safety authorities

risk assessment,
risk management and
risk communication,

SPS/art. 5: except risk assessment, no explicitly mention risk
management and communication
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FAO/WHO
JECFA, JEMRA, JMPR
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What’s risk?

» Defining risk (& *&): cf damage (5% &)

» laboratory risk vs real life risk

» Definition of a risk assessment: SPS, Annex A, 4
» Cf RA on food safety or disease (animal or plant)

» Evaluation of the likelihood: probability, either quantity or
quality; ascertainable risk

» Evaluation of potential




Multifaceted of risk assessment

>
> risk manager

(R

food producers -- risk assessor --- consumers




The work of risk assessment

> RA:
» -- evaluate scientific data,
» -- Identify the hazard,

» -- decide potential (probability) harm to health: high or
negligible




Standard of Review

» How the WTO Panel reviews the RA conducted by countries
Imposing SPS measures, two approaches:

» - deference
» - de novo
» DSU: Art.11, objective assessment of the facts



Assessment of Risk

» Art. 5.1: Based upon risk assessments, taking into account risk
assessment techniques developed by the relevant international
organizations.

» Based on: case-by-case basis; the case law remains abstract,
left to diverse interpretation




Assessment of Risk

» The role of the Panel; how and to what extend a Panel should
do on national risk assessment?

» US/Canada — Continued Suspension

» Should assess whether the reasoning articulated on the basis of
the scientific evidence is objective and coherent. . . Should
review whether the particular conclusions drawn by the
Member assessing the risk find sufficient support in the
scientific evidence relied upon

» Emphasize both reasoning and conclusions; must have
justified relations between them




Setting ALP (risk assessment or
management)

» Appropriate level of protection: subject to type of risks,

» Zero to acceptable risk: no-GMO, no animal drugs residual,;
maximum residual level(MRL)

» Negligible risk (77 £ % ehj *&).




Assessment of Risk

> Art. 5.2: Factors taken into account
> Art. 5.3: Add economic consideration:




Art. 5: Management of Risk

» Art. 5.4: should avoid negative trade effect

> - 2% &k & F R % ¥ (should)igF 4.?

> Art. 5.5: (Art. 2.3)

» shall avoid arbitrary or unjustified distinctions

» Shall develop guidelines of practical implementation with SP
committee




Art. 5: Management of Risk

» Art. 5.6: proportionality and necessity (necessity:
reasonably available test), Art. 2.2

» Art. 5.7: Insufficient scientific evidence: provisionally
measures are allowed. (an indication of precautionary
principle?




» Art. 5.8: obligation to respond by a member applying the
measures not considered consistent with int’l standards or no
existence of such standards.




Art. 5.7 : insufficient scientific evidence

» WTO case law: Japan- Agriculture; Apples; EC-Tariff
Preference; GMOs

» Article 5.7 should be viewed as a qualified exemption ( not
exception) from the relevant obligation in Article 2.2, which
confirms the right of Members to enact measures where the
available scientific evidence is ‘insufficient.’

» Burden of proof on the complaining party, not member
applying the measure, to demonstrate the inconsistency.

> How to decide scientific evidence is sufficient or not?




Insufficient scientific evidence

» (In)sufficiency of science is fixed? Or may change in light of
the evolving nature of science

» Whether the level of protection set by imposing countries will
affect the determination of sufficiency of scientific evidence?
EC-Hormones 11




Art. 5: Risk Governance: Overview

» How do you evaluate Art. 5?

» The device Is too burdensome for country using SPS
measures which levels higher than int’l

ones?
scientific justification plus free trade consideration




Reform on Risk Governance

» How to fix it iIf you think Art. 5 appears not
balanced.
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+ &% Outlines

» TPP and developments of SPS plus
» TPP/SPS plus chapter 7

> FFRE4E

> 324 ~ 2 fEelc
» BSE
» Ractopamine
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TPP: higher standards?

» Cf WTO: benchmark
» ECFA (WTO-minus) vs TPP (WTO-plus): higher standards
» No free lunch: exchange of concessions

» Traditional trade barriers: tariff barriers, market access,
investment, IP etc.

» Non-tariff barriers (NTB): SPS, TBT

» Non-trade concerns(social values): public health,
environment protection, labor etc.
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Why SPS plus?

» For US, a country benefiting from the export of agriculture
products would be more concerned with Asian countries’ food
safety and sanitary and phytosanitary measures.

» -- Japan, Korea and Taiwan etc. relying on imported food to
ensure food security.

» -- Consumers are increasingly wary of GM foods, BSE,
animal drugs (ractopamine) mainly exported from US an
Canada
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TPP: Chapter 7.9 SPS plus

> International standards
» Scientific evidence
» Risk analysis




TPP/SPS QlUSZ International standards

» SPS plus

» Strengthen “International standards’:
» -- Codex; OIE and IPPC
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TPP/SPS plus: international standards

» CFWTOJ/SPS: Art. 3: an incentive: carrot and stick

» Art 7.9(2): one of mandates to be observed: must conform to
int’] standards or
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TPP/SPS plus: scientific evidence

» SPS plus
» Stringent “scientific evidence”

» CTWTO/SPS: Arts. 2.2/5.2: sufficient, available scientific
evidence (varied among WTO members)

» Art 7.9(2): based on documented and objective scientific
evidence that Is rationally related to the measures.




What plus? a real plus?

» Documented: the format unclear? publications in journals?

» Add objectiveness: incorporated case law of hormones
(object and coherent)

> Is rationally related to: incorporated case law of hormones

» (based on: sufficiently warrant, reasonably support,
rational relationship (AB, Hormones, para. 193)



WTO case law influence and
contribution

» The contribution of WTO case law to the TPP/SPS rule-
making.

» WTO case law rewritten into TPP

» WTO continues its relevance and influence.




The uncertainty of science remains

» Science-based confirmed, as scientific uncertainty remains.
» press parties to apply mainstream science, as minority views (

even recognized by WTO case law) may not be easily
published

-- an article challenging GM food safety was withdrew.



TPP/SPS plus: risk analysis

» To require risk analysis to ensure legitimacy of food
regulations has become prevailing.

» -- risk assessment

» -- risk management

» -- risk communication

» Codex, EU, Japan etc (Australia, New Zealand)
» Involving procedure and mechanisms




TPP/SPS plus: risk analysis

» SPS plus
» cf WTO/SPS: Art. 5 only explicitly “risk assessment,”

» TPP/SPS incorporating the procedure and mechanism of risk
analysis




TPP/SPS plus: risk analysis in general

> Art. 7.9(4)(b):
» conduct in a manner: documented

» procedure: subject to comment by interested persons and other
Parties; (as a means of risk communication)

» Art. 7.9 (6): take into account guidance of WTO/SPS
committee and int’l standards (Codex, OIE, IPPC)

» -- strengthen the role of WTO and int’l standard-making
regimes.



TPP/SPS plus: Risk assessment

» CFWTO/SPS, art. 5.2:

>

» TPP/SPS, art. 7.9(5): Risk assessment
» . “reasonably” available and relevant scientific data.

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.




TPP/SPS plus: risk management

» CfWTO/SPS: AB not formally recognize risk management;

» But, Art. 5.1 SPS measures (risk management) are based on
risk assessment

» TPP/SPS: Art. 7.9(2) similar text

» CfWTO/SPS:

» Arts. 5.5 (non-discrimination); 5.6 (necessity)

» TPP/SPS: Art. 7.9(6)(b)(c): repeat WTO/SPS, art 5.6.



TPP/SPS plus: risk management

» Repeat and confirm WTO/SPS




TPP/SPS plus: risk communication

» Definition: TPP close to Codex

» CfWTO/SPS: art. 7 (transparency) and Annex B

» One way notification, not stringent in time and content

» TPP/SPS: art. 7.13 (transparency)

» (5) publication: legal basis and comments

» (7) (4) Mutual exchange: discussion in advance vs one way

» (4) 60 days comments and respond vs reasonable time

» (6) Not conform to int’l standards: provide scientific evidenfe
Vs objective and rational
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» US requests

» observe int’l standards

» provide scientific evidence




What i1ssues involved?

» Trade (liberalization): whose trade,

» Public health: consumers’ food safety

» Sclence: risk assessment BSE, Ractopamine
» Industry (domestic pork production)

» International institutions: setting int’l standards (Codex, OI
etc.)




US beef 1.0: BSE

> US BSE beef: 2010

» Int’l standards: OIE sets tradability of beef with BSE in
accordance with levels of risk: controlled, negligible and
undetermined

» US beef then: controlled risk, except SRMs, certain parts can b
traded

BT E NG E A AR R R AT R E R )2
Bl R L2 BF R PR RE
7 2




US beef 1.0: BSE

> TPP

» Int’l standards: OIE

» US beef: has been upgraded to negligible risk

» Whole beef including p %+ % %

» Scientific evidence: hard to prove,

> Risk analysis: & &% 4 ¢ 2 & ¥ #-% 7@ Lipix ' 2758 4
PGB TGEE L 0 REGEEE A R Bl A SR R
AR EFTR G T(SRM) » R FFHEL L D AB K




US beef (pork) 2.0:Ractopamine

» US beef and pork: 2012
» Codex: 2012 set MRL beef 10 ppb; pork 10 ppb

> Taiwan law: Art. 15(4): R p “tz2  p F-%2 H s 4pld 2 % & >
ik LA B BRI RRA R G Y SRR TR
2FFHREF A RS AR -




US beef (pork) 2.0:Ractopamine

» =% > %3F 37 2 MRL: beef 10 ppb

> AN R OLEARE RAEG FhAe AL
0% > % # 1), top down policy, not button up.

> - R
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US beef (pork) 2.0:Ractopamine

> TPP
» Int’l standards: Codex covers both beef and pork.
» Scientific evidence: hard to prove pork has higher risk

» Risk analysis: why beef not pork? Lacking risk assessment on
pork.




US beef (pork) 2.0:Ractopamine
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» Option 2:
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» Review the science opinions of science committees to ensure objectivity,
Independence and transparency of the risk assessment.

» Propose (advise) appropriate level of protection to risk managers(polic
makers): as a bridge between RA and RM.
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Challenges and Opportunities

» Whose science? The discrepancy between parties remains

» High costs and time-consuming for building a decent risk
analysis regulatory regimes

» Capacity building
» Good news: not subject to dispute settlement mechanism

» Provide technical exchange and cooperation.

» -- Who leads? Japan (Food Safety Commission) or US (not
» Clear separation of RA and RM, but RC sounds good)



Challenges and Opportunities

>

>
>
>

Provide momentum and pressure to engage in food safety
governance reform

-- Investment of expertise on RA, personnel training and law
-- realization of food safety law (both science-based and rule-based)

Optimize the quality of decision-making without unjust non-health
risk considerations

-- the lift of Japanese radioactive contaminated food, a trade-off
health with the strength of bilateral relations

Improve the quality of food regulations align with food democra
(deliberation, participation and consensus-building)
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Thank you for your attention!




