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REPORT OF THE WORKING GROUP ON
WORKING PRINCIPLES FOR RISK ANALYSIS FOR FOOD SAFETY

26™ — 28™ September 2006
Brussels, Belgium

1. The Working Group on the Working Principles for Risk Analysis for Food Safety established by the
23" Session (April 2006) convened in Brussels, Belgium, September 26-28, 2006. The meeting was co-
chaired by Mr. Paul Mayers (Canada) and Ms. Bodil Blaker (Norway) and was attended by 67 delegates
representing 29 member governments and 5 observer organizations. The list of participants is attached in
Appendix 1. The Working Group was mandated to:
e Todiscuss and articulate the rationale for guidance to governments related to the application of risk
analysis by governments, based on the discussion of the present session and previous sessions of the
CCGP;
e To describe the output that Codex may require to respond to this rationale; and
e To draft, for further discussion, some simple and horizontal principles on the implementation of risk
analysis by governments.

2. The Working Group secretariat introduced the background paper prepared for the meeting
(Appendix 11) and the FAO representative gave an overview of the FAO/WHO Food Safety Risk Analysis: A
Guide for National Authorities. The co-chairs reviewed the mandate of the Working Group, inviting open
discussion by all members, encouraging them to avoid debating issues that had been tabled at previous
Working Groups or CCGP meetings. The co-chairs also reminded the Working Group that its purpose was
to provide recommendations to CCGP and not to make decisions which must be left to the Committee.

3. Members noted the importance of developing these principles given that national governments apply
risk analysis. In their consideration of the rationale for guidance to governments, members provided their
views and comments, summarized as follows:

e Governments apply risk analysis for food safety for the protection of consumers.




e Consistent risk analysis at the national level is most important. Thus, the importance of establishing
principles for risk analysis at the international level was recognized.

e The absence of clear guidance can contribute to disputes and, therefore, a concise set of overarching
principles to guide national governments would contribute to consistency, mutual recognition and
predictability.

e The Working Group would not seek to develop a detailed guide or manual, but a practical, concise
and outcome-driven set of principles that will provide for clarity of scope and will address the issue
of dealing with scientific uncertainty in a directional though non-prescriptive manner.

4. In order to provide a starting point for discussions on proposed draft working principles for risk
analysis for application by national governments, the co-chairs presented a suggested draft set of generic
principles drawn from the Codex principles and from the FAO/WHO Food Safety Risk Analysis: A Guide
for National Authorities. This approach was considered by the Working Group but it instead decided to use
the text of the Codex Working Principles for Application Within the Framework of Codex Alimentarius as a
starting point. The Working Group noted that this text had already been extensively debated, and it would
be more expeditious to review the adopted text, retain those provisions which would apply to governments
and revise or delete provisions that would not be applicable to governments.

5. During the development of the proposed draft Principles, the Working Group had comprehensive
discussions on the various components of risk analysis principles for application by government. This report
focuses on the significant conclusions of the Working Group and identifies those issues that the Working
Group agreed should be brought up to the attention of the committee, as matters where further guidance
would be useful and/or may need to be addressed in the future. It should be noted that these issues were not
identified as gaps in the Proposed Draft Principles, but rather areas to be considered by the Committee.

General Aspects

6. The principles elaborated and agreed to by the Working Group do not address all health aspects but
are focused on food safety. For example, it was recognized that CCNFSDU was undertaking new work with
regards to risk analysis as it applies to nutrition. Therefore, at a future time, CCGP will need to consider the
integration of these principles and the outcomes of the CCNFSDU work.

7. Noting the reference in the SPS Agreement to countries undertaking risk assessments according to
techniques developed by the relevant international organizations, Working Group participants expressed the
view that risk analysis activities should be based on the procedures established by the Codex Alimentarius
Commission or other international organizations, especially in situations applicable to international trade.

8. It was recognized that a functional separation between risk assessment and risk management may not
be feasible or practical. (See Appendix IlI, Principle 11) The Working Group agreed with this as a valid
statement of principle while noting that greater guidance on how countries could achieve this functional
separation between risk assessment and risk management would be useful. However, the Working Group
did not undertake to develop this guidance as it was considered to be outside of its current mandate. The
development of such guidance might be considered within the context of the FAO/WHO Food Safety Risk
Analysis: A Guide for National Authorities.

9. The Working Group discussed the clarity of the following sentence at the end the principle
addressing the use of precaution in risk analysis: "The assumptions used for the risk assessment and the risk
management options selected should reflect the degree of uncertainty and the characteristics of the hazard."
(See Appendix Ill, Principle 12) While the working group agreed to the text as a valid statement of
principle, it noted that further clarification would be useful with respect to the practical application of that
concept, specifically the linkage between the assumptions made and the characteristics of the hazard.

Risk Assessment Policy

10. Although it is recommended in the Principles that risk assessment policy should be established by
risk managers in advance of risk assessment, it was recognized by participants that establishing such policy
in advance of the risk assessment may not always be feasible at a national level. Members of the Working
Group agreed that countries need to gain more experience in developing risk assessment policy, particularly
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with regards to microbiological risk assessments. While agreeing with the Principle, the Working Group
noted that some flexibility would therefore be needed in how this principle would be applied in practical
terms until such experience has been gained. The Working Group noted that this was an important area
where the development of appropriate guidance would be beneficial.

Risk Assessment

11. Although the scientific data to be used for risk assessment need to reflect the national context, the
Working Group was of the view that a risk assessment should not be limited to the exclusive use of national
data, as information or knowledge gathered or developed in other countries or by international organizations
may also be applicable, depending on the risk being evaluated. The realities and conditions applicable to the
national situation need be taken into consideration in the risk assessment steps, but should not exclude other
valid data, including the outcomes of risk assessments in other countries, if applicable.

Risk Management

12. The Working Group noted the existing provision regarding the need for objectivity and avoiding
conflict of interest for risk assessors and considered whether there was a need for a similar conflict of interest
provision to be applied to risk managers. In this regard, the Working Group was of the view that the purpose
of the conflict of interest provision with respect to risk assessors was to ensure the scientific integrity of the
risk assessment. However, risk managers, in the process of decision-making, have to take into account a
range of information, not just the scientific information. Furthermore, it was noted that provisions existed
requiring transparency in, and review of, risk management decisions. Therefore the Working Group
determined that there was no need for the inclusion of a conflict of interest provision to be applied to risk
managers.

13. The Working Group recognized the dual context in which the principles would be applied; i.e., to
products intended for the domestic market and products intended for international trade. In its deliberations
on paragraph 36 (See Appendix Ill, Principle 36) while noting it was important not to create unjustified
barriers to trade, the Working Group agreed the significant element of the principle was the recognition that
the decision was based on measures that achieved equivalent protection of public health.

Risk Communication

14. One delegation suggested that an additional sub-principle to Paragraph 38 of Appendix 111 should be
included on improving accessibility to and understanding of the risk analysis output by making it available in
multiple languages. While recognizing the intent of the proposal, the Working Group noted the difficulty of
addressing such a recommendation in the principles and agreed that it should be left to national governments
to determine to what extent they would make information available in their respective indigenous
language(s) or other languages. The Working Group was of the view that the various elements of Paragraph
38 (See Appendix I1l, Principle 38) in essence, incorporate the spirit of fostering greater understanding.

Implementation

15. The Working Group discussed the application of the draft Principles and agreed that a section on
implementation should be included in these Principles since they are intended for application by national
governments which have the responsibility of establishing and implementing food safety control systems.

16. It was further noted that the ability to apply these risk analysis principles varied amongst countries.
It was also recognized that the costs and constraints of implementing formal and structured risk analysis
activities may preclude their widespread and consistent application, even by developed countries, as
emerging or urgent food safety concerns must be rapidly addressed to protect the health of consumers and/or
resources may be limited. Developing countries may not have the food control infrastructure and/or the
resources to fully apply the Working Principles for Risk Analysis for Food Safety by Governments. A
footnote has been included with the “Implementation” section to reflect this. Nonetheless, it was felt that
countries should aspire to apply these principles and should work towards this aim. Therefore, consideration
would need to be given to the provision of technical assistance by FAO and WHO to developing countries



for the application of those principles. In this regard, Working Group participants noted the availability of
funding from various sources, such as the Standards and Trade Development Facility (SDTF).

Conclusion
17. As a result of its deliberations, the Working Group reached consensus on the statements of principle
contained in Appendix Ill. These principles are forwarded to the Codex Committee on General Principles

for consideration by its 24™ Session.

18. The co-chairs expressed their appreciation for the efforts and spirit of cooperation of all working
group members towards a productive meeting, and in particular, the active participation by developing
countries.

19. The Working Group Session concluded with the recognition of the European Community’s
contribution in hosting a successful meeting.
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Appendix Il
JOINT FAO/WHO FOOD STANDARDS PROGRAMME
CODEX COMMITTEE ON GENERAL PRINCIPLES
Working Group on Working Principles for Risk Analysis for Food Safety
26 - 28 September 2006
Brussels, Belgium

BACKGROUND PAPER

(Prepared by the Canadian Secretariat)

INTRODUCTION

1. This background paper is intended to facilitate constructive dialogue among the delegations to the
Working Group on Working Principles for Risk Analysis for Food Safety. In order to establish a common
basis for discussion, the paper seeks to provide a factual, impartial summary of the factors that led to the
decision by the Codex Alimentarius Commission (CAC) to undertake new work on risk analysis, the
considerations and decisions resulting thereof in succeeding meetings of the Codex Committee on General
Principles (CCGP) and the CAC, and the key challenges currently faced by the CCGP in the conduct of this
work. Finally, the paper proposes a direction forward for the Working Group to fulfil the terms of reference
agreed by the CCGP during its 23" session, without detracting from discussions and decisions at the 24™ and
subsequent sessions of the CCGP.

ORIGIN OF CODEX WORK ON RISK ANALYSIS

2. The FAO/WHO Conference on Food Standards, Chemicals in Food and Food Trade, (March 1991)
noted, with respect to the Uruguay Round of Multilateral Trade Negotiations under the General Agreement
on Tariffs and Trade (GATT), that the negotiations in the area of sanitary and phytosanitary regulations and
measures were important because the GATT agreement would accord a new international status to Codex
standards, guidelines and other recommendations.® In view of this new international role, the conference
recommended an early review programme to examine all Codex standards for their current relevance and
sound scientific basis. The conference also recommended that the CAC and the relevant Codex Committees
responsible for the development of standards, codes of practice or guidelines concerned with the protection
of human health should make explicit the methods they have used to assess risk.

3. In response to the recommendations of the FAO/WHO Conference on Food Standards, Chemicals in
Food and Food Trade, the CAC, at its 19™ and 20" sessions (July 1991 and July 1993), agreed on the
incorporation of risk assessment principles in its procedures. The 20" session considered the paper
ALINORM 93/37: Risk Assessment Procedures Used by the Codex Alimentarius Commission, and its
Subsidiary and Advisory Bodies. The paper provided recommendations with respect to actions required by
the Expert Committees and Codex Committees and observed that there was wide opportunity for Codex to
improve its performance by adopting risk analysis principles and methodology.

4. The CAC, noting the need for rapid progress in implementing risk analysis in Codex work, agreed to
send ALINORM 93/37 to all relevant Codex Committees, including the CCGP, for review and discussion.
In addition, it proposed that the CCGP should address the adoption of risk analysis, including the possibility
of changes in the Rules of Procedure and in the Terms of Reference of Relevant Codex Committees.”

CONSIDERATION OF RISK ANALYSIS BY THE CODEX ALIMENTARIUS COMMISSION

! The Uruguay Round of Multilateral Trade Negotiations resulted in the establishment of the World

Trade Organization and the elaboration of several trade instruments including the Agreement on the Application of
Sanitary and Phytosanitary Measures and the Agreement on Technical Barriers to Trade.

2 ALINORM 93/40, Report of the 20" session CAC, paras. 57-71
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5. Subsequent to the 20" session of the CAC, a Joint FAO/WHO Expert Consultation on the
Application of Risk Analysis to Food Standards Issues was held in Geneva from 13-17 March 1995. The
Consultation defined risk analysis terms, reviewed current practices in the CAC and FAO/WHO committees
and addressed the issues on risk assessment of chemical and biological agents in food and the problems
related to uncertainty and variability in risk analysis.

6. The 21% session of the CAC (July 1995) endorsed the recommendations arising from the
Consultation in principle. The Commission recommended further work to address risk management, risk
communication and defining the roles and responsibilities of the different bodies involved in the risk analysis
process as well as on uncertainty and variability in risk analysis in relation to standard setting and food
regulation. The Commission also agreed that the Report and recommendations of the Consultation should be
examined by relevant Codex Committees especially the CCGP so that the risk analysis concept would be
incorporated into the Codex procedures and in the list of terms and definitions for Codex purposes.’

7. The 12" session of the CCGP (November 1996), in response to the Expert Consultation and the
decisions of the 19" to 21% sessions of the CAC, noted the need for Codex to provide a clear, transparent and
well-documented system for risk analysis in its own decision-making process so that governments would be
able to determine their position when deciding on the use of Codex standards and related texts and in
harmonizing their requirements on the basis of Codex standards. The Committee made a number of
modifications to proposed statements incorporating risk analysis principles into the general procedures of the
Commission, and proposed that definitions of risk analysis terms related to food safety be adopted by the
CAC on an interim basis.*

8. At its 22" session (July 1997), the CAC adopted the Statements of Principle Relating to the Role of
Food Safety Risk Assessment and the Definitions of Risk Analysis Terms Related to Food Safety. The
Commission also developed a strategy and action plan for the elaboration and application of risk analysis
principles and guidelines in all Codex activities where appropriate. In particular, the action plan requested
the CCGP to elaborate integrated principles for risk management and risk assessment policy setting, risk
communication and documentation for inclusion in the Procedural Manual. The action plan also noted the
need to prepare specific guidelines as required to aid in the uniform application of the principles, and that all
relevant Codex Committees should be involved. The CCGP was requested to co-ordinate this exercise.

9. On the basis of proposed “working principles” that had been developed as part of the Action Plan for
Codex-Wide Development and Application of Risk Analysis Principles and Guidelines adopted by the 22"
session of the CAC, the CCGP, at its 13" session (September 1998) commenced work on the development of
Working Principles for Risk Analysis. The inclusion of a reference to the “precautionary principle” was
requested, and discussion on this point was initiated at this session.’

10. The 14" session of the CCGP (April 1999) examined the Working Principles for Risk Analysis
section by section and had a general discussion on the application of the Principles, and especially whether
they were directed to Codex Committees or to governments. The Committee recalled that the mandate of the
Commission was to consider Working Principles for general application in Codex, following which
guidelines should be developed to aid the uniform application of the principles. Considerable discussion
took place on the inclusion of the precautionary principle in relation to the issue of how to address
uncertainty in scientific evaluation while conducting the risk management process. The Committee
recognized that it would be useful to consider further how to integrate the precautionary approach in the
framework of risk management.’

11. At its 23" session (July 1999), the CAC adopted the Medium-Term Plan (1998-2002) a component
of which included work on risk analysis. The work on risk analysis specified that the elaboration of specific
guidance on the application of risk analysis principles should be provided to Codex Committees on one hand
and to Member Governments on the other: the former guidance to be included in the Procedural Manual, the

3 ALINORM 95/37, Report of the 21% session CAC, paras. 27- 30
* ALINORM 97/33, Report of the 12" session CCGP, paras. 16-21
° ALINORM 97/37, Report of the 22" session CAC, paras. 26-31 and 160-164
% ALINORM 99/33, Report of the 13" session CCGP, paras. 18-23
" ALINORM 99/33A, Report of the 14™ session CCGP, paras. 16-37
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latter in the Codex Alimentarius itself.?

12. At the 15" session of the CCGP (April 2000), significant progress was made on most sections of the
Working Principles; however, the application of precaution in risk management still needed additional
discussion. The Committee also noted during its deliberations that, since the principles were intended for
application in the Codex framework and also by governments where applicable, some confusion arose with
the interpretation of specific articles. A drafting group was established to progress work between sessions on
thethissue ofgthe application of precaution and a Working Group was convened immediately preceding the
16" session.

13. Despite some progress being made in drawing together many of the diverse opinions with respect to
the application of precaution, the 16™ session of the CCGP (April 2001) noted that, without a clarification of
the Scope of the Working Principles, the situation would remain confused as precautionary measures could
take different forms according to whether they are taken within the Codex framework or by governments.
As a result, the Committee requested clarification from the Commission whether it should develop principles
for application within Codex only, or principles that would be applicable both within Codex and to
governments. It also agreed to request the advice of the Commission on how Codex should react when
scientific data were insufficient or incomplete and evidence of a risk to human health existed. A Working
Group was convened to progress work between sessions.™

14. The 24" session of the CAC (July 2001) confirmed its initial mandate to the CCGP to complete the
principles for risk analysis within Codex as a high priority, with a view to their adoption by 2003. It agreed
that the Committee should develop guidance to governments subsequently or in parallel, as appropriate in
view of its programme of work. The Commission also adopted the position that “When there is evidence
that a risk to human health exists but scientific data are insufficient or incomplete, the Commission should
not proceed to elaborate a standard but should consider elaborating a related text, such as a code of practice,
provided that such a text would be supported by the available scientific evidence.” Reservations on this text
were expressed by several countries.™*

15. At its 17" session (April 2002), the CCGP considered text prepared in response to the decisions by
the 24" session of the CAC and, at the conclusion of the discussion, agreed to advance the text of the
Proposed Draft Working Principles for Risk Analysis in the Framework of the Codex Alimentarius to Step 5
of the Procedure. The Committee also agreed to initiate new work on Proposed Draft Working Principles for
Risk Analysis directed to governments.*

16. The 18™ session of the CCGP (April 2003) agreed to advance the Draft Working Principles for Risk
Analysis in the Framework of the Codex Alimentarius to Step 8 for adoption by the 26™ Session of the CAC.
The Committee also discussed the Proposed Draft Working Principles for Risk Analysis for Food Safety, in
particular the overall structure and concept of the document, as well as whether there was a need for such
additional guidance.™

17. The 26™ session of the CAC (July 2003) adopted the Working Principles for Risk Analysis for
Application in the Framework of the Codex.™

18. At its 20™ session (May 2004), the CCGP held a general discussion on the Proposed Draft Working
Principles for Risk Analysis for Food Safety and considered:1) whether work should proceed on the
development of risk analysis principles intended for governments; 2) whether the format of the document as
basic principles should be retained; and 3) whether the principles applicable within Codex could be used as a
basis for discussion. The Committee noted that the Proposed Draft Working Principles contained a number
of provisions for which consensus was yet to be arrived at, including the issue of whether and how the
concept of precaution could be applied in risk management by governments. A Working Group was

8 ALINORM 99/37, Report of the 23" session CAC, para 34 and Appendix 11, para. 3
® ALINORM 01/33, Report of the 15" session CCGP, paras. 8-62
10 ALINORM 01/33A, Report of the 16" session CCGP, paras. 16-75
1 ALINORM 01/41, Report of the 24" session CAC, paras. 71-85
12 ALINORM 03/33, Report of the 17" session CCGP, paras. 15-72
13 ALINORM 03/33A, Report of the 18" session CCGP, paras. 10-42
14 ALINORM 03/41, Report of the 26™ session CAC, para. 146
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convened to progress work between sessions.*

19. At the 22" session of the CCGP (April 2005), the key issues considered by the Committee were
whether or not to continue work on the proposed draft principles, and the placement within these principles
of the concept of caution/prudence/precaution. No consensus could be reached on whether to proceed with
the Principles in their current form; however, the Committee was prepared to look at a fundamental
restructuring of the Proposed Draft Principles in order to provide practical guidance to governments in the
applicati?en of risk analysis. An electronic Working Group was established to progress work between
sessions.

20. At the 23" session of the CCGP (April 2006), despite the preparation of the structure and outline of a
possible new document, considerable diversity of opinion remained with respect to the need for the
document, and the purpose and scope of future work. The Committee agreed to convene a physical working
group, to be chaired by Canada with Chile and Norway as co-chairs. The Committee recalled the request of
the Executive Committee to establish a timeline for the completion of work initiated prior to 2004 and agreed
that its objective was adoption by the Commission by 2008."

ISSUES IDENTIFIED BY MEMBERS

21. As evidenced in the previous section, despite best endeavours by all those who have participated in
the discussions, the CCGP has been unable to reach consensus with respect to the development of principles
or guidance on risk analysis for use by governments. Some of the issues that have been identified during
sessions of the CCGP are:

! whether there is a need for Codex principles and/or guidance on the application of risk
analysis by governments and, if so, the nature and extent of that guidance, taking into
consideration the concurrent development by the FAO, working with the WHO, of a food
safety risk analysis reference/training manual;

! the specific inclusion of references to the precautionary principle/precautionary approach in
the Working Principles for Risk Analysis for Food Safety;

! the potential for the principles or guidance to alter the balance between the rights and
obligations of WTO Members with respect to the establishment and maintenance of sanitary
measures, as per the Agreement on the Application of Sanitary and Phytosanitary Measures
(SPS Agreement); and

! the extent to which other factors relevant for the health protection of consumers and for the
promotion of fair practices in food trade should be incorporated into the Working Principles
for Risk Analysis for Food Safety.

22. Recognition of these and other issues is necessary as part of the deliberations of the Working Group
but not with the intention of repeating the discussions of past meetings of the CCGP. Rather, the Working
Group must face these issues and seek out the underlying concerns, with the goal to identify a direction
forward. Only then can progress be made, as was demonstrated with the Working Principles for Risk
Analysis in the Framework of the Codex Alimentarius.

THE WORKING GROUP, ITS MANDATE AND A DIRECTION FORWARD

23. The 23™ session of the CCGP agreed that the terms of reference of the physical working group
would be as follows:

a) To discuss and articulate the rationale for guidance to governments related to the
application of risk analysis by governments, based on the discussion of the present session
and previous sessions of the CCGP;

b) To describe the output that Codex may require to respond to this rationale; and

C) To draft, for further discussion, some simple and horizontal principles on the
implementation of risk analysis by governments.

The terms of reference indicate that the Working Group is expected to prepare a product for further

15 ALINORM 04/27/33A, Report of the 20" session CCGP, paras. 37-43
16 ALINORM 05/28/33A, Report of the 22" session CCGP, paras. 31-54
1" ALINORM 06/29/33, Report of the 23" session CCGP, paras. 58-76
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discussion and decision at the CCGP.

24. Under part (a) of the terms of reference, the discussion on the rationale for guidance to governments
could start with the premise that all national governments apply risk analysis for food safety. Consideration
would be given to the benefits of a consistent approach, recognizing that risk management decisions are
applicable to food that is imported as well as to that produced domestically. An integral part of this
discussion should be to clearly identify the underlying concerns behind the reluctance of certain Member
Governments to proceed with work on principles or guidance on risk analysis for use by governments,
despite the numerous requests from many countries for technical assistance/capacity building with respect to
the application of risk analysis.

25. In determining the output that Codex may require to respond to this rationale, as per part (b) of the
terms of reference, the working group could consider the following questions:

e As the FAO, working with the WHO, is concurrently developing a food safety risk analysis
reference/training manual, is it necessary for Codex to develop a document with a high level
of detail? Could this result in duplication of effort and the potential for conflicting
guidance? On the other hand, does the FAO manual include overarching principles that put
the detailed guidance into the appropriate context in relation to the mandate of Codex, in
particular with respect to its status under the WTO SPS Agreement? Is it practicable to have
two documents that reference and complement each other?

e In relation to the international status accorded to Codex standards, guidelines and
recommendations as a result of the GATT negotiations, the representative of the WTO has
intervened at several sessions of the CCGP indicating the importance of risk assessment
techniques developed by the relevant international organizations.”® As the OIE and IPPC
have developed guidance on risk analysis for governments with respect to animal health and
plant health respectively," to what extent should Codex provide similar guidance for risk
analysis for food safety?

e If it is to successfully develop guidance on risk analysis for governments, regardless of the
nature or extent of such guidance, Codex must have relevant and purposeful discussions in
order to address and resolve the issues that the Committee has faced to this point. Can this
be achieved by retaining a focus on the real challenges that risk assessors, risk managers and
risk communicators confront in their day to day work? For example, the question of how to
deal with uncertainty in science is common to the three components of risk analysis, and
should probably be dealt with by the Working Group. Could the provision of guidance by
Codex on how to deal with scientific uncertainty benefit from the approach employed in the
OIE and IPPC guidelines for risk analysis?

26. In comments previously provided by Member Governments on the Principles for Risk Analysis for
Food Safety there was, in general, qualified agreement on the development of broad, high level principles.
This agreement finds expression in part (c) of the terms of reference. This can serve as important direction to
focus the work in the Working Group on the development of such principles which can become the subject
of discussion in the CCGP to determine whether they suffice or whether additional work is warranted.

18 ALINORM 03/33A, Report of the 18h Session of the CCGP, para. 36; ALINORM 04/27/33A, Report of the
20" Session of the CCGP, para. 42; ALINORM 06/29/33, Report of the 23" Session of the CCGP, para. 67.

19 0IE: Guidelines for Import Risk Analysis , Terrestrial Animal Health Code - 2005, Chapter 1.3.2 IPPC:
ISPM No. 2 (1995) Guidelines for pest risk analysis ISPM No. 21 (2004) Pest risk analysis for regulated non
quarantine pests.
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Appendix 111

Proposed Draft Working Principles for Risk Analysis for Food Safety for Application by Governments

10.

11.

12.

(At Step 3 of the Procedure)

Scope

The Working Principles for Risk Analysis for Food Safety for Application by Governments are
intended to provide guidance to national governments for risk assessment, risk management and risk
communication with regard to food related risks to human health.

General Aspects

The overall objective of risk analysis applied to food safety is to ensure health protection.

These principles apply equally to issues of national food control and food trade situations and should
be applied consistently and in a non discriminatory manner.

To the extent possible, the application of risk analysis should be established as an integral part of a
national food safety system.

Implementation of risk management decisions at the national level should be supported by an
adequately functioning food control system/program.

Risk analysis should be:
* applied consistently;
*  open, transparent and documented; and
* evaluated and reviewed as appropriate in the light of newly generated scientific data.

The risk analysis should follow a structured approach comprising the three distinct but closely linked
components of risk analysis (risk assessment, risk management and risk communication) as defined by
the Codex Alimentarius Commission %°, each component being integral to the overall risk analysis.

The three components of risk analysis should be documented fully and systematically in a transparent
manner. While respecting legitimate concerns to preserve confidentiality, documentation should be
accessible to all interested parties®.

Effective communication and consultation with all interested parties should be ensured throughout the
risk analysis.

The three components of risk analysis should be applied within an overarching framework for
management of food related risks to human health.

There should be a functional separation of risk assessment and risk management to the degree
practicable, in order to ensure the scientific integrity of the risk assessment, to avoid confusion over the
functions to be performed by risk assessors and risk managers and to reduce any conflict of interest.
However, it is recognized that risk analysis is an iterative process, and interaction between risk managers
and risk assessors is essential for practical application.

Precaution is an inherent element of risk analysis. Many sources of uncertainty exist in the process of
risk assessment and risk management of food related hazards to human health. The degree of uncertainty
and variability in the available scientific information should be explicitly considered in the risk analysis.

2 FAO/WHO. 2005. Definitions of Risk Analysis Terms Related to Food Safety. In Codex Alimentarius Commission
Procedural Manual. 15" Edition, pp. 44-46 (at: www.fao.org/codex/Publications/ProcManuals/Manual_15e.pdf).

21

For the purpose of the present document, the term “interested parties” refers to “risk assessors, risk managers,

consumers, industry, the academic community and, as appropriate, other relevant parties and their representative
organizations” (see definition of “Risk Communication”).
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13.

14.
15.

16.
17.

18.
19.

20.

21.

22.

23.

24,

25.

26.

The assumptions used for the risk assessment and the risk management options selected should reflect
the degree of uncertainty and the characteristics of the hazard.

National governments should take into account relevant guidance, information and outputs obtained
from risk analysis activities conducted by international organizations, with particular emphasis on the
activities of Codex, FAO, WHO and their experts groups, OIE and IPPC.

Risk Assessment Policy

Determination of risk assessment policy should be included as a specific component of risk management.

Risk assessment policy should be established by risk managers in advance of risk assessment, in
consultation with risk assessors and all other interested parties. This procedure aims at ensuring that the
risk assessment is systematic, complete, unbiased and transparent.

The mandate given by risk managers to risk assessors should be as clear as possible.

Where necessary, risk managers should ask risk assessors to evaluate the potential changes in risk
resulting from different risk management options.

Risk Assessment

Each risk assessment should be fit for its intended purpose.

The scope and purpose of the particular risk assessment being carried out should be clearly stated and in
accordance with risk assessment policy. The output form and possible alternative outputs of the risk
assessment should be defined.

Government officials involved in risk assessment should be objective in their scientific work and not be
subject to any conflict of interest. Information on the identities of these government experts, their
individual expertise and their professional experience should be publicly available, while taking into
account the need to protect them from external influence during the risk assessment process. Experts
from outside government involved in risk assessment should be selected in a transparent manner on the
basis of their expertise and their independence with regard to the interests involved. Transparent
procedures should be used to select these experts, including disclosure of conflicts of interest in
connection with risk assessment.

Risk assessment should incorporate the four steps of risk assessment, i.e., hazard identification, hazard
characterization, exposure assessment and risk characterization.

Risk assessment should be based on scientific data most relevant to the national context. It should use
available quantitative information to the greatest extent possible. Risk assessment may also take into
account qualitative information.

Risk assessment should take into account relevant production, storage and handling practices used
throughout the food chain including traditional practices, methods of analysis, sampling and inspection
and the prevalence of specific adverse health effects.

Constraints, uncertainties and assumptions having an impact on the risk assessment should be explicitly
considered at each step in the risk assessment and documented in a transparent manner. Expression of
uncertainty or variability in risk estimates may be qualitative or quantitative, but should be quantified to
the extent that is scientifically achievable.

Risk assessments should be based on realistic exposure scenarios, with consideration of different
situations being defined by risk assessment policy. They should include consideration of susceptible and
high-risk population groups. Acute, chronic (including long-term), cumulative and/or combined adverse
health effects should be taken into account in carrying out risk assessment, where relevant.

The report of the risk assessment should indicate any constraints, uncertainties, assumptions and their
impact on the risk assessment. Minority opinions should also be recorded. The responsibility for
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27.

28.

29.

30.

31.

32.

33.

34.

35.

36.

37.

resolving the impact of uncertainty on the risk management decision lies with the risk manager, not the
risk assessors.

The conclusion of the risk assessment including a risk estimate, if available, should be presented in a
readily understandable and useful form to risk managers and made available to other risk assessors and
interested parties so that they can review the assessment.

Risk Management

National government decisions and recommendations on risk management should have as their primary
objective the protection of the health of consumers. Unjustified differences in the level of consumer
health protection to address similar risks in different situations should be avoided.

Risk management should follow a structured approach including preliminary risk management
activities?, evaluation of risk management options, implementation, monitoring and review of the
decision taken.

The decisions should be based on risk assessment, and should be proportional to the assessed risk, taking
into account, where appropriate, other legitimate factors relevant for the health protection of consumers
and for the promotion of fair practices in food trade, in accordance with the Criteria for the
Consideration of the Other Factors Referred to in the Second Statement of Principles® as they relate to
decisions at the national level. National governments may also base their decisions on Codex standards,
recommendations and guidelines where available.

In achieving agreed outcomes, risk management should take into account relevant production, storage
and handling practices used throughout the food chain including traditional practices, methods of
analysis, sampling and inspection, feasibility of enforcement and compliance, and the prevalence of
specific adverse health effects.

Risk management should take into account the economic consequences and the feasibility of risk
management options.

The risk management process should be transparent, consistent and fully documented. Decisions and
recommendations on risk management should be documented so as to facilitate a wider understanding of
the risk management process by all interested parties.

The outcome of the preliminary risk management activities and the risk assessment should be combined
with the evaluation of available risk management options in order to reach a decision on management of
the risk.

Risk management options should be assessed in terms of the scope and purpose of risk analysis and the
level of consumer health protection they achieve. The option of not taking any action should also be
considered.

Risk management should ensure transparency and consistency in the decision-making process in all
cases. Examination of the full range of risk management options should, as far as possible, take into
account an assessment of their potential advantages and disadvantages. When making a choice among
different risk management options, which are equally effective in protecting the health of the consumer,
national governments should seek and take into consideration the potential impact of such measures on
trade among and select measures that are no more trade-restrictive than necessary.

Risk management should be a continuing process that takes into account all newly generated data in the
evaluation and review of risk management decisions. The relevance, effectiveness, and impacts of risk
management decisions and their implementation should be regularly monitored and the decisions and/or
their implementation reviewed as necessary.
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For the purpose of these Principles, preliminary risk management activities are taken to include: identification

of a food safety problem; establishment of a risk profile; ranking of the hazard for risk assessment and risk management
priority; establishment of risk assessment policy for the conduct of the risk assessment; commissioning of the risk
assessment; and consideration of the result of the risk assessment.
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FAO/WHO. 2005. Appendix: General Decisions of the Commission. In Codex Alimentarius Commission
Procedural Manual. 15™ Edition, pp. 159-160
(ftp://ftp.fao.org/codex/Publications/ProcManuals/Manual_15e.pdf).
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38.

39.

40.

41.

42.

43.

Risk Communication
Risk communication should :
i) promote awareness and understanding of the specific issues under consideration during the risk
analysis;
i) promote consistency and transparency in formulating risk management options/recommendations;
iii) provide a sound basis for understanding the risk management decisions proposed;
iv) improve the overall effectiveness and efficiency of the risk analysis ;
v) strengthen the working relationships among participants;

vi) foster public understanding of the process, so as to enhance trust and confidence in the safety of
the food supply;

vii) promote the appropriate involvement of all interested parties;

viii) exchange information in relation to the concerns of interested parties about the risks associated
with food; and

iX) respect the legitimate concern to preserve confidentiality where applicable.

Risk analysis should include clear, interactive and documented communication, amongst risk assessors
and risk managers and reciprocal communication with all interested parties in all aspects of the process.

Risk communication should be more than the dissemination of information. Its major function should be
to ensure that all information and opinion required for effective risk management is incorporated into the
decision making process.

Risk communication involving interested parties should include a transparent explanation of the risk
assessment policy and of the assessment of risk, including the uncertainty. The decisions taken and the
procedures followed to reach them, including how the uncertainty was dealt with, should also be clearly
explained. It should indicate any constraints, uncertainties, assumptions and their impact on the risk
analysis, and minority opinions that had been expressed in the course of the risk assessment (see para.
26).

Implementation®

With the support of international organizations where appropriate, national governments should design
and/or apply appropriate training, information and capacity building programs that are aimed to achieve
the effective implementation of risk analysis principles and techniques in their food control systems.

National governments should share information and experiences on risk analysis with other national
governments (e.g., at the regional level through FAO/WHO Regional Coordinating Committees) to
promote and facilitate broader implementation of risk analysis.
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It is recognized that national governments will use different approaches and time frames in the application of

these principles taking into account national capacities and resources.
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