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Regulatory Perspective in Translating Science

nto Policy: Challenges in Utilizing Risk
ssessment for the Elaboration of Codex
Standards of Shellfish Safety

{ajime Toyofuku

Introduction

“he Codex Alimentarius Commission or Codex is an intergovernmental food

ndard setting organization. Its importance increased after the formal recognition

£ the Codex as the reference international organization for food safety standards in

the World Trade Organization (WTO) Agreement on the Application of Sanitary and

hytosanitary Measures (SPS agreement). The SPS agreement includes provisions

hat require the use of science, including risk assessment, in standard setting. The
specific provisions are as follow:

article 2.2 Members shall ensure that any sanitary and phytosanitary measure is
based on scientific principles.

Article 5 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.

In the assessment of risks, Members shall take into account available scientific
vidence; relevant processes and production methods; relevant inspection, sampling
and testing methods; prevalence of specific diseases or pests; existence of pest- or
Zisease-free areas; relevant ecological and environmental conditions; and quarantine
or other treatment (World Trade Organization 1995).
Codex strengthens its policies and operational practices with respect to the
ase of science in setting standards. In 1995, the Codex established a set of four
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statements of principles concerning the role of science in the Codex decision-

making process and the extent to which other factors are taken into account (Codex

2011a). They are:

1. The food standards, guidelines and other recommendations of Codex

Alimentarius shall be based on the principle of sound scientific analysis and

evidence, involving a thorough review of all relevant information, in order that

the standards assure the quality and safety of the food supply.

When elaborating and deciding upon food standards Codex Alimentarius will

have regard, where appropriate, to other legitimate factors relevant for the health

protection of consumers and for the promotion of fair practices in food trade.

3. In this regard it is noted that food labelling plays an important role in furthering
both of these objectives.

4. When the situation arises that members of Codex agree on the necessary level
of protection of public health but hold differing views about other considera-
tions, members may abstain from acceptance of the relevant standard without
necessarily preventing the decision by Codex.

|3

Further the Codex (2011b) established the following “Statements of principle
relating to the role of food safety risk assessment’:

1. Health and safety aspects of Codex decisions and recommendations should be
based on a risk assessment, as appropriate to the circumstances.

2. Food safety risk assessment should be soundly based on science, should incor-

porate the four steps of the risk assessment process, and should be documented

in a transparent manner.

3. There should be a functional separation of risk assessment and risk management,
while recognizing that some interactions are essential for a pragmatic approach.

4. Risk assessment should use available quantitative information to the greatest
extent possible and risk characterizations should be presented in a readily

understandable and useful form.

At the request of Codex, the Food and Agriculture Orgafﬁzation of the United
Nations (FAO) and the World Health Organization (WHO) undertook a series of
joint expert consultations to elucidate the basic principles of risk analysis between
1995 and 1998.

For over 50 years, FAO and WHO have been the international sources of
scientific advice on matters related to chemical food safety. FAO/WHO scientific
advice provides the basis for food standards, guidelines and codes of practice
developed by the FAO/WHO Codex Alimentarius Commission (World Health
Organization 2011).

The Joint FAO/WHO Expert Committee on Food Additives (JECFA) is an
international expert scientific committee that is administered jointly by FAO and
WHO. It has been meeting since 1956, initially to evaluate the safety of food
additives. Since 1999, and at the request of the CAC, FAO and WHO have initiated
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a series of joint expert consultations to assess risk associated with microbiological
contamination of foods (JEMRA). For hazards which are not covered by the
standing risk assessment body, such as biotoxins, biotechnology, etc., ad hoc expert
consultations were convened (FAO/WHO 2003).

In short, Codex is an international risk management body, while the FAO and
WHO provide scientific advice and risk assessments to Codex and its member
countries. Within the Codex system, committees prepare draft standards for sub-
mission to the Commission. There are two kinds of committees, (i) so called general
subject committees whose work has relevance for all Commodity Committees and
applies across the board to all commodity standards and (ii) so called Commodity
Committees which develop standards for specific foods or classes of food. One
of the examples of general subject committees is the Codex Committee on Food
Hygiene (CCFH) which provides concepts and principles of food hygiene and
microbiological food safety in general, or specific foods or groups of foods; and
endorse or reviews relevant provisions in Codex commodity standards. One of the
examples of Commodity Committees is the Codex Comumittee on Fish and Fishery
Products (CCFEP). Provisions on food hygiene in fish related standards prepared by
CCFFP are reviewed and endorsed by the CCFH.

Purpose

This paper reviews the process of risk analysis, mainly to see how Codex subsidiary
bodies use outputs from risk assessment bodies to produce Codex documents, and
identifies good practices, as well as areas needing improvement.

3iethod

To achieve the purpose mentioned above, three examples were selected: (1) marine
hiotoxins in a standard bivalve mollusc, (2) Salmonella in bivalve molluscs, and
{3) Vibrio parahaemolyticus in seafood. Each case was reviewed in the following
manner: (1) risk assessment questions posed, (2) outcomes from the risk assessment
bodies analysed, and (3) how the Codex subsidiary bodies understood, interpreted
and utilized the outcomes of risk assessments for elaborating the Codex documents,
by reviewing reports of the sessions of Codex subsidiary bodies, particularly CCFH
and CCFFP. These examples were selected because: (i) they are related to shellfish
safety, (ii) CCFFP and CCFH requested scientific advice/risk assessments from
the FAO/WHO, (iii) may indicate some problems/challenges and suggest further
improvements.
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Results
Marine Biotoxins in Bivalve Molluscs

Marine biotoxins includes poisonous substances naturally present in fish and fishery
products or accumulated by the animals feeding on toxin-producing algae, Or in
water containing toxins produced by such organisms. At the 25th session of the
CCFFP in 2002, the CCFFP asked FAO and WHO to provide scientific advice on
marine biotoxins in conjunction with its work on the Proposed Draft Standard for
Live and Processed Bivalve Molluscs (Codex 2002), and at its 26th session in 2003,

CCFFP made the following more specific requests:

« Provide scientific advice to the CCFEP 1o enable the establishment of maximum
levels in shellfish for toxins (paralytic shellfish poisoning (PSP), diarrhetic shell-
fish poisoning (DSP), amnesic shellfish poisoning (ASP), poisoning caused by
azaspiracid (AZP), neurotoxic shellfish poisoning (NSP)-toxins, and yessotoxins
and pectenotoxins);

« Provide guidance on methods of analysis for each toxin group; .

« Provide guidance on monitoring of biotoxin-forming phytoplankton and bivalve
molluscs (including sampling methodology);

« Provide information on geographical distribution of biotoxin-forming marine
phytoplankton (Codex 2003).

The FAO, WHO and the Intergovernmental Oceanographic Commission of
UNESCO (IOC) held a Joint ad hoc Expert Consultation on Biotoxins in Bivalve
Molluscs in Oslo, Norway in 2004, which generated a report that addressed the
aforementioned requests. The report considers all available data, mainly derived
from published and validated studies. Structured marine biotoxin risk assessments
(based on prescribed methods) were conducted and were included in the report,
along with guidance on methodology. The conclusions are summarized in Table 7.1
and should be reconsidered when further published findings become available
(Toyofuku 2006). ' o ,

At the 27th session of the CCFFP in 2005 Codex (2005), the CCFFP agreed to
establish a physical Working Group (pWG) that would work between the sessions
to examine the report from the Joint FAO/WHO/TOC ad hoc Expert Consultation on
Biotoxins in Bivalve Molluscs and prepare a discussion paper for consideration by
the CCFFP with the following terms of reference:

« Assess how the CCFFP might use the expert advice and make recommendations
with respect to approaches that the CCEEP could consider to integrating the
advice into the Proposed Draft Standard for Live and [Raw] Molluscs and the

section of the Code on Live and [Raw] Bivalve Molluscs;

Identify new questions that the CCFFP may wish to pose to FAO/W HO;

Identify areas in the report that may need further clarification;





