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« BEmE/R : E coli, BSE (mad cow)
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- EmlElkE (AMEE) . GMOs, additives,
animal drugs, pesticides.



@ What is risk vs hazard

Hazard Analysis and Critical Control Points
(HACCP)
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Risk Analysis: relatively new (2013, 2014)
-- US beef (BSE, Ractopamine)
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Food Risks

« Risks: process and production methods (PPM):
modern technology, animal drugs,

- -- standard-setting: zero risk, MRLs (Art. 15: %
=BT
« -- acceptable level of risk (protection)

« -- who decides, on what procedure and
principles?




C ‘Why need risk assessment?

« The role of science and “experts” in
decision-making.

« The separation of scientific finding and policy-
making

« -- Risk assessors (scientists)

« -- Risk managers (regulators, policy-makers)



10 .
(8RAin modern law to ensure public

safety: health and environment

« RA becomes a mandate (indispensable)? from global
governance.

« Health Regime: WHO/FAQO: Codex

+ Voluntary basis

« Free Trade Regimes:

« -- WTO/SPS Agreement: Arts. 2.2, 5.1 and 5.2.
« -- TPP/SPS chapter: Art. 7.9 (risk analysis)

« Mandatory basis

« From Discretion to Mandatory




& 1he Significance of RA

« Whose values? The meaning of RA to stakeholders

° Industrz, Scientists (risk assessors), Regulators,
Lawmakers, or the General Public

« Why that' s important:

« --ensure legitimacy of reqgulations and .
enforcement (i.e. avoid unnecessary intervention
on industry)

« --vehicles for trust-building (the general public
can rely on)
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characterization) -
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- RIEJFAI ( Science-based)
- @1 (Independence )
- BHEE ( Transparency )
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> Codex}_LBA/\*ﬁIVEJ?EU——ﬂ‘H A R 2 B 7 B
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» TPP: Art. 7.9 (2): documented and objective scientific
evidence; Art. 7.9 (5): reasonably available and
relevant scientific data, including qualitative and
quantitative information.
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> 2003FHIEBmMEZEENZE ( Food Safety Basic Act )
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@EW%VESFEZﬂ%E%ﬂU ( Science-based

» Data collecting: the sources, industry
only?
 Data reviewing: consensus-based?




€Y BTG 2B (Independence )

 Serving no one but truth.

- EfEFHE ZEF - OJEERE—ERSRIFERYT 52
 BURSNEEBYER ZFE -

o [E M E TS EZE (conflicts of interest) 21
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@ AT 2B It ( Independence )

The level of stringency.
-- fewer experts may qualify, de-motivate
The cost of monitor very high.

The rational: as risk managers (decision-
makers) are not subject to the level of
avoiding conflicts of interest.
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» The scope and limit of transparency.
» The necessity for the disclosure.
» trade secret, data protection
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» Option 1:
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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(policy makers): as a bridge between RA and RM.
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