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Former Concept regarding
Food Safety

Pursuing Absolute Safe from two choices,
I.e., Safe and Harm

1

Absolute Safe seems obligatory, because
food is the base of all life
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Government Also Had Been Approving Only Absolutely
Carcinogen-Free Foods

Delaney Clause (1956) in the Federal Food Drug,
and Cosmetic Act, US FDA/EPA

The Food Additives Amendment, requiring manufacturers of
new food additives to establish safety, is enacted. The Delaney
proviso prohibits the approval of any food additive shown to
induce cancer in humans or animals.
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Abolition of the Clause and Adoption of the
Concept of Negligible Risk by Implementation
of Food Quality Protection Act of 1996
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From Zero Risk to Negligible Risk in Carcinogenicity

v’ Development of Sensitive Animal Tests and In vitro
method for Detection of Carcinogens

v New Micro-analytic Technology

v Species Difference between Human and Laboratory Animals,
and Problems in Extrapolating from High Dose Experiment to
Low Dose Exposure

v Existence of Natural Carcinogens in Foods
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* Science based * Policy based

Risk Communication
* Interactive exchange

of information and opinions

oncerning risks
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Risk Communication

Risk communication is not a
separate entity operating on its
own, but must be integrated in
every step of risk analysis
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Formerly, food safety issues were trusted
solely to experts, government and industries
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Consumers involvement in food safety
matters is now considered imperative




Risk communication is not technical matter,
such as to deliver technical messages or
simply try to promote understanding of
consumers who are assumed to be ignorant
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Needs for change in thoughts that Risk
Communication is an integral part of the
democratic society




Three types of Risk Communication depending upon the
nature of food risk situations:

(A) Imminent cases requiring urgent responses using
established measures (ex. food poisoning cases)

(B) Not imminent, but requiring sure responses based on
knowledge from risk assessments (ex. minute amount of
mercury in fish)

(C) When there are uncertainties and disputes on the matters,
discussion among stakeholders are necessary making use of
current scientific knowledge and clarifying concerns (ex. GMO
and BSE)

(A)

(B)

(C) BSE




Two Factors in Decision Making Process

Safe: Scientific base Assurance: Value judgment

Evidence-based theoretical || Different opinions
inference

Transparency I Check Mutual understanding

Decision making considering risk/benefit,
technical/economical factors, and social acceptance

10



Let Lls Hear From You

Report a Problem with a Product
Requlated by FDA

Tell Us Your Views on FDA's Proposed

Requlations
How to Petition FDA
Contact FDA

Let Lls Hear From You
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New idea of risk communication means not
information dissemination, but participation of
stakeholders who are constituting the society
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