codex alimentarius commission

FOOD AND AGRICULTURE WORLD
ORGANIZATION HEALTH
OF THE UNITED NATIONS ORGANIZATION
JOINT OFFICE: Vinle delle Terne di Coracalla D01 ROME Tel: 39 06 33908 | soww, codexalimemarius. e Email: oodex @ fao,ong Facsimile: 2 06 3708 4501
Agenda ltem 6 CX/FH 00/6
July 2000

JOINT FAO/WHO FOOD STANDARDS PROGRAMME

CODEX COMMITTEE ON FOOD HYGIENE

Thirty-third Session
Washington, D.C., USA, 23 - 28 October 2000

PROPOSED DRAFT PRINCIPLES AND GUIDELINES FOR THE CONDUCT OF
MICROBIOLOGICAL RISK MANAGEMENT
(At Step 3 of the Procedure)

(Prepared by France with assistance of Argentina, Australia, Canada, Denmark, Germany,
India, Italy, Netherlands, Japan, New Zealand, Norway, Sweden, United Kingdom, United States
of Americaand ICM SF)

Governments and interested Internationd Organizations are invited to submit comments or information on
the atached Draft Code at Step 3 (see Annex) and should do so in writing in conformity with the Uniform
Procedure for the Elaboration of Codex Standards and Related Texts (see Procedural Manual of the
Codex Alimentarius Commission, Eleventh Edition, pages 23-24) to: Mr S. Amjad Ali, Staff Officer,
Food Safety and Inspection Service, US Department of Agriculture, Room 4861, 1400 |ndependence
Avenue, SW., Washington DC, 20250 USA, Fax: 1 (202) 720-3157, or email: uscodex@usda.gov with
acopy to: Secretary, Codex Alimentarius Commission, Joint FAO/WHO Food Standards Programme,
FAOQ, vide delle Terme di Caracala, 00100 Rome, Italy, by Fax. +39 (06) 5705.4593 or
email:Codex@fan.org befor e 10 September 2000.

BACKGROUND

The Codex Committee on Food Hygiene (CCFH) at its 29" Session (1996) agreed that new work should
be initiated to develop recommendations for the management of microbiological hazards for foods in
international trade. The 22™ Session of the Codex Alimentarius Commission approved this new work. The
Committee, a its 30" Session, considered a paper on  Recommendations for the Management of
Microbiological Hazards in Foods in International Trade and agreed that this paper should be further
developed by France with the assstance of Argenting, Audtrdia, Canada, Denmark, Germany, India, Italy,
Japan, New Zedand, the Netherlands, Norway, the United Kingdom, the United States and the ICM SF.
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The 31* Session of CCFH considered the revised paper and agreed that its title be changed to Principles
and Guidelines for Microbiological Risk Management. The Committee also agreed that concepts
regarding the regional prevaence of foodborne pathogens presented in the paper The Implications of
Regional Differences in the Prevalence of Foodborne Pathogens in the Management of
Microbiological Hazards for Foods in International Trade be incorporated into this document on
microbiologicd risk managemern.

The 32" Sesson of the Committee further considered the draft principles and guidelines. Significant
discusson occurred on the structure of the document, on the relationship between risk management and
risk assessment, on the use of precaution, and on need for flexibility with respect to the use of the draft
principles and guidelines by developing countries. As the proposed draft had not yet been circulated for
comments in view of time condraints, the Committee agreed to circulate it at Step 3 for comments for
further redrafting by France with the assstance of a Drafting Group and consideration by the Committee at
its next Sesson.

REVISED DOCUMENT

This document has been modified according to discussons of the working group and has taken into
account the following documents :

— Report on a Joint FAO/WHO Expert Consultation on Risk Management and Food Safety,
Rome, 1997

— Conference Room Documents 6 (Finland), 15 (Latin American Poultry Science Association) and
17 (Consumers International)

— ALINORM 99/37, para. 70 (23rd session of the Codex Alimentarius Commission)
— ALINORM 01/13, paras 91-101 (32nd session of the CCFH)

— ALINORM 01/33, Appendix Il (15th session of the CCGP)

— Comments received since the 32nd session of the CCFH (ICMSF, USA, Canada)

Furthermore the document’ s layout has been modified according to comments of certain delegations (New
Zedand, WHO) at the 32nd session of the Codex Committee on Food Hygiene) who pointed out that this
document did not match the recommendations of the Joint FAO/WHO Expert Conaultation on Risk
Management and Food Safety (Food and Nutrition Paper No 65, Rome 1997).

These principles and guidelines on microbiologica risk management should be consdered and interpreted
in the light of the current ddiberations on risk anadlyss in other Codex Alimentarius committees and in
particular the Committee on Genera Principles (CCGP), which has been indructed to draw up "Working
Principlesfor Risk Andyss' (Document ALINORM 01/33) for incorporation into the Procedurd Manud.

The working group tried to make progress on the subject of Food Safety Objectives; the present section
5.2.2.1. offers a new verson employing the use of a new term Microbiological Food safety Objective
(MFSO).

Concerning the precaution principle, the CCGP concluded that the application of this principle needed
additiona discusson. This commitee also agreed that two dternative proposas (see ALINORM 01/33,
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para. 46 and Appendix 11, para. 34) would be circulated for comments and that a drafting group would
work by dectronic mail in order to prepare a revised text based on these comments. These two proposals
are provided in annex | of this draft.

To takeinto account of this Stuation, the working group agreed to adopt the following procedure :
to indicate to the CCFH genera discussions of CCGP about precaution principle,
to keep in square brackets the paragraph concerning precaution principle,

to suggest to CCFH, ether to examine during the next session how this principle is used in the
context of microbiologica risk management, or to prepare a circular letter requesting the
members of CCFH to illustrate in a concret way, how precaution is or might be used in the
context of microbiologica risk management.

RECOMMENDATION

The Committee isinvited to review the atached Draft Proposed Principles and Guidelines for
Microbiological Risk Management with aview towards its further development, in particular to progress
this document to the step 5.
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INTRODUCTION

Risks from microbiologicd hazards are of immediate and serious concern to human hedth.

Theincreasad globdisation of trade in foodstuffs increases the chalenge to effectively manage risks arising
from microbiologicd hazards. Risk andyds, induding its component parts of risk assessment, risk
management and risk communication, can be gpplied to risks arisng from microbiologicd hazards and
should be used as atoal in evauating and controlling microbiologica hazards to help ensure the protection
of consumers.

Effective control of risks arisng from microbiologicad hazards is technicaly complex. Countries and
individuas involved with microbiologica risks andysis, including microbiologica risk management are
encouraged to review and utilise the guiddines presented in this document as well as technicd information
in the field developed by the World Health Organisation and the Food and Agriculture Organisation
of the United Nations and the Codex Alimentarius (FAO/WHO Expert Consultation on Risk
Management and Food Safety-Paper N°65, Rome 1997). Additionaly, particular reference should be
paid to the principles and guiddines for risk anadlyss.(Document ALINORM 01/33-Appendix I11).

The following principles and guiddines present the different eements of microbiologica risk managemert,
indicating what should be considered at each step of the process. The principles for risk management are
intended for application in the framework of Codex Alimentarius and also intended to provide advice to
public authorities including governments. However, they are ussful for risk managers in industry and for
other interested partiesin order to gpply acommon framework for microbiological risk management,.

1 SCOPE

These principles and guiddines provide aframework for the management of risks arisgng from the
occurrence of microbiologica hazards in foods.

2. DEFINITIONS

The definitions cited here are to fadilitate the understanding of certain words or phrases used in this
document.

Hazard - A biologica, chemica or physica agent in, or condition of, food with the potentid to cause an
adverse hedlth effect’,

[Microbiological Food Safety Objective - A statement based on risk analysis? expressing the level of
microbiologica hazard in afood thet istolerable in relation to an gppropriate leve of protection.

Microbiological risk: for the purpose of this document, risks concerning the presence in food of bacteria,
viruses, yeasts, moulds and agae, parasitic protozoa and helminths, and their toxins or metabolites.

! These definitions are taken from the Procedural Manual of the Codex Alimentarius Commission, Eleventh Edition.
2
(Canada)
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Risk - A function of the probability of an adverse hedth effect and the severity of that effect,
consequentia to a hazard(s) in food™.

Risk Analysis - A process congsting of three components: risk assessment, risk management and risk
communication.

Risk Assessment - A stientificdly based process consigting of the following steps (i) hazard
identification, (i) hazard characterization, (iii) exposure assessment, and (iv) risk characterizatior?.

Risk Assessment Policy — Documented guideines for scientific judgement and policy choices to be
applied at appropriate decision points during the risk assessment™.

Risk Characterization - The process of determining the quditative and/or quantitative estimation,
including attendant uncertainties, of the probability of occurrence and severity of known or potentia
adverse hedth effects in a given population based on hazard identification, hazard characterization and
exposure assessment”.

Risk Communication - The interactive exchange of information and opinions throughout the risk anayss
process concerning risk, risk related factors and risk perception among risk assessors, risk managers,
consumers, industry, the academic community and other interested parties, induding the explanation of risk
assessment findings and the basi's of risk management decisions'.

Risk Management - The process, digtinct from risk assessment, of weighing policy dterndives, in
consultation with al interested parties, consdering risk assessment and other factors relevant for the hedth
protection of consumers and for the promotion of fair trade practices, and if needed sdecting appropriate
prevention and control options™.

3. GENERAL PRINCIPLES

The following principles gpply to the conduct of microbiologica risk management:
PRINCIPLE 1: Protection of human hedth should be the primary consideration in risk management
decisons.
PRINCIPLE 2: Risk management should include clear, interactive communication with consumers and
other interested partiesin al aspects of the process.
PRINCIPLE 3: Processes and decisions should be transparent and fully documented.

PRINCIPLE 4: Risk management should ensure the scientific integrity of the risk assessment process
by maintaining the functiond separaion of risk management and risk assessment. In this respect there
should be a clear determination of risk assessment policy before risk assessment commences.

PRINCIPLE 5: Risk managers should take into account the uncertainty of the risk estimate when
meaking risk management decisons.

[PRINCIPLE 6: In the case where scientific knowledge on the risks is insufficient, risk management
decisions may be adopted on an interim basis as part of a precautionary approach to protect public
hedth)]
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PRINCIPLE 7: Arriving a a risk management decison, should follow a structured process and must
include identification of avallable risk management options and thelr likely impact on mitigating risk to
human hedth.

PRINCIPLE 8: Risk management decisons should address the whole farm to table continuum,
including imported foods.

PRINCIPLE 9: Risk managers should ensure that any control measures that are to be implemented are
optima regarding ther feashility and effectiveness and that they are proportionate to the risks
identified.

PRINCIPLE 10: Risk management decisions should be reviewed as new information becomes
avalable.

PRINCIPLE 11: The efficacy of risk management measures has to be periodically assessed with
regard to the risk management goas. These measures have to be reviewed if appropriate.

4. INVOLVEMENT OF STAKEHOLDERS

The involvement of stakeholders (interested parties), in the risk management processis essentid in order to
ensure a trangparent and effective process. Stakeholder involvement provides opportunities for the
interactive exchange of information and opinion about risk. It may aso contribute to bridging gaps in
understanding, to sharing vaues and perceptions, and to facilitating exchange of information and idess that
enable dl parties to make informed decisons,

Stekeholders may include, but not be limited to, governmenta bodies, consumer organizations,
representatives of the food industry and trade organizations, and representatives of education and research
inditutions.

Involvement of stakeholders can be implemented in many ways, ranging from public mestings to
opportunities to comment on public documents.

The nature, extent, and complexity of stakeholder involvement should be gppropriate to the urgency with
which the problem must be addressed, the complexity and the uncertainties of the problem, the scope and
impact of the decisons to be taken and the potentid for the decison to generate misunderstanding or
controversy.

The risk management decisons should be fully and systematically documented and available to Al
interested parties on request, in order to ensure transparency.

5. GUIDELINESFOR THE CONDUCT OF MICROBIOLOGICAL RISK
MANAGEMENT

Microbiologicd risk management should include the following steps. However, their order may vary
considerably from case to case, depending on the problem considered and the state of knowledge.
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51 INITIAL RISK MANAGEMENT ACTIVITIES

5.1.1 Identification of risk managers

Public authorities play a pivota rolein microbiologica risk management. However in many Stuations, risk
management respongbilities should or may evolve among other stakeholders.

At the outset of amicrobiologica risk management activity, risk assessors and risk managers should be
identified.

It isimportant that there be a functiona separation between risk assessment and risk management in order
to maintain the scientific integrity of the process and stakeholder confidence, and to reduce any conflict of
interest between risk assessment and risk managemen.

In undertaking microbiologica risk management activities, there will be a need for frequent and transparent
interaction between risk managers and risk assessorsin order to arrive at effective risk management
decisons and to take into account developments.

Whileit isadesrable god that the personsinvolved in risk assessment and risk management be different
individuds, it is recognized that in many countries risk assessors and risk managers may have dud roles.

5.1.2 Identification of a problem

A microbiologica public hedth problem may dready be wdl recognized or may be a new or latent
problem.

Problems may be identified on the basi's of information such as presence, prevaence and concentration of
hazards in the food chan and in the environment, disease survellance and monitoring informetion,
epidemiologica dudies, clinicd dudies, laboratory sudies, production practices including process
innovation, lack of compliance with standards, experts opinions and public input.

Problem identification may be performed by a sngle stakeholder (e.g. the public authority) or be aresult of
collaboration between different stakeholders.

A formd risk management procedure as described in this document is not necessary to manage food
hygiene problems which can be dedt with on a routine bass or managed directly by applying the
"Recommended Internationa Code of Practice — Generd Principles of Food Hygiene' or hygiene codes
for specific foods.

5.1.3 Risk profile

Elaboration of arisk profile is essentia for effective risk management. Risk profile is a Stuation andyss
used to describe briefly a microbiological food safety problem and its context, actions that may be
necessary, whether a risk assessment should be carried out, especidly as regard what is known and what
IS not known.

A typicd microbiologica risk profile might describe:

which microbiologicd hazards are causng the problem and the difficulty in contralling them (nature
and sze of the problem, etc.);
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the source of the microbiological hazard(s), eg. from the entire food chain (including imported food),
the environment, travel, anima contact and person to person transmission);
the available prevalence and concentration data from the whole food chain;

the disease incidence data and the types and severity of the adverse effects,

which populations may be affected (for example, at risk groups such as the elderly, infants and
children, the immuno-compromised, or those whose exposure to the microbia hazard may be
increased due to dietary intake; socio-economic status, or other characteristics);

The consumer perception of the problem;

What is expected to be at risk (e.g., human health, economic concern);

The avalable options;

The potentia consequences of action taken or which might be taken (including preventive measures);

The digribution of risks and benefits.

5.14 Defining goals

The gods for a microbiologica risk management activity should be identified as early as possible to guide
the rest of the decison-making process and should be primarily amed a preventing or reducing risks in
order to protect human hedth.

It has to be kept in mind that risk management decisions, without prgudicing human hedth protection,
should, to the extent possible, ensure fair practicesin the food trade.

The results of the risk assessment phase and subsequent steps of risk management may lead managers to
modify or redefine gods.

Gods of a microbiologica risk management should be risk rdated; they may involve public vaues, they
may be directed by statute, policy or regulatory consderations, or economic congtraints. One management
god can be to establish Microbiologica Food Safety Objectives (MFSOs) and gain their benefit in
implementing risk management decisons.

Resolving the issue of who should be the microbiologica risk managers should preferably be done at an
early stage, though this may not be evident until the risk management options have been identified.

5.1.5 Scope, range and risk assessment policy

Microbiologica risk assessment policy setting is a management responsibility. It serves to protect the
essential scientific independence and integrity of the microbiologica risk assessment. It should be carried
out in full collaboration between risk managers and risk assessors and other interested parties.

Typicdly, a microbiologicad risk assessment policy should address the issues of transparency -and
"unbiaisedness’ in the risk assessment process as well as the issues of clarity, condstency and
reasonableness in the risk assessment products. In particular, risk assessment policy should determine the
essential elements covered by risk characterisation, the questions to be addressed by risk assessment and
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provide documented guiddines for deding with uncertainties (e.g. application of safety factors), for vaue
judgements or policy choices, and make provisions for gpportionment of adequate resources, and for peer
review.

5.1.6 Commissioning of microbiological risk assessment

To achieve dignment between the risk assessment process and the needs of the risk managers it is
necessary to clearly define the issues that the assessors should address. To this end, the results of effective
communication between assessors, the decison-makers and the stakeholders prior to initisting a
microbiologica risk assessment should include a clear satement of the purpose and scope of the
assessment . This statement must ensure that the risk assessment provides the information needed by the
risk manager. For example, the scope of the assessment may be limited to a specific product-pathogen
pair, and the purpose of the assessment may be to reach a decision on aregulatory proposal regarding the
levd of a pathogen in aready-to-eat product to atain a pre-specified leve of protection with a high degree
of confidence.

Once the purpose and scope of the risk assessment have been defined, the assessment should follow the
framework identified by the Codex Principles and Guidelines for the Conduct of a Microbiological
Risk Assessment (ALINORM 99/13A, Appendix 11):

5.1.7 Consideration of the process and the results of the microbiological risk assessment?

For the best use of a microbiologica risk assessment, managers should be fully informed of the strengths
and limitations of the risk assessment. To that aim, communication of the following points with regard to the
microbiologica risk assessment isimportant:

All assumptions should be fully acknowledged and their impact thoroughly considered or recognized.
All risk characterizations should explicitly address sources of variability and sources of uncertainties.

Edtimates may be a range of risk estimates based on different data and assumptions as judged by
scientists rather than the presentation of a single risk estimate. Narratives should accompany risk
characterizations and be fully communicated and/or explained to users.

Risk characterisation may address both the present situation and the range of reasonable options (risk
reduction) or possible aternatives (subgtitution risks). Additionaly, it may be hdpful for risk
characterization to include a discusson on how the specific microbiologica risk under consderation
compares with other health risks.

5.1.8 Identifying thetolerable * level of risk (TLR)
Microbiological risk management options assessment should involve identifying the level of tolerable risk.

® This section has been moved from 5.2 "Risk management options assessment" to 5.1 " Initial risk management
activities" to ensure a better match with the structure of the Joint FAO/WHO Expert Consultation on Risk Management
and Food Safety (Paper No 65, Rome 1997).

“ A definition of tolerable level risk will be prepared by USA, ICMSF and France in order to make alink with appropriate
level of protection.

® This new section 5.1.8. corresponds to section 5.2.2. of the previous version. This change results from the ICMSF's
suggestion that a section on setting of tolerablerisk levelsbeinserted in part 5.1, incorporating the sixth and eighth
paragraphs of section 5.2.4.1. "Food saf ety objectives"’ from the previous version.
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The level of tolerable risk will define the gppropriate control measures.

Decisons on tolerable levels of risk should be determined primarily by human hedth consderaions, and
arbitrary or unjustified differences in the risk levels should be avoided. Congderation of other factors (e.g.
economic codsts, benefits, technica feasbility, and public risk reduction preferences [and public vaues])
may be gppropriate in some risk management contexts, particularly in the determination of measures to be
taken. These considerations should not be arbitrary and should be made explicit.

Determining the tolerable level of risk should be an on-going exercise, and may involve considerations of
the following:

The risk assessment including the magnitude, severity and revershility of the hedth effects and its
attendant uncertainties, and the possbility of susceptible subpopulations.

The magnitude of nutritiona benefits of a product.

Risks, including chemicd, physcd and biologicd risks tha may aise from microbiologicad risk
management interventions.

Technical feashility of prevention and control options.

Cogt of prevention and control versus effectiveness of risk reduction.
Public risk reduction preferences, [public values).

Digtribution of risks and benefits

[Others factors when appropriate].

5.19 Regional considerations®

In the interests of safeguarding human hedth and minimising the incidence of foodborne diseases, the
exisence of regiond differences in the prevalence of various pathogens in the food chain should be
recognized and taken into account in the risk management process. Principles which apply in this regard
include the following.

Risk management should be based on microbiologica prevdence data, when available, from the whole
food chain and, if appropriate, disease incidence data.

Risk management should take into account the existence of regiona differences in the prevaence of
foodborne pathogensin the food chain.

Ranking of hazards can be carried out at internationd, regiond or nationd leve.

® According to the discussions of the working group, these section has been removed from 5.2 t0 5.1.
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52 RISK MANAGEMENT OPTIONS ASSESSMENT

5.2.1 ldentification of available options

Microbiologica risk management options assessment should be aimed at setting arange of protective goals
interms of risk reduction and risk prevention.

The primary objective of microbiologica risk management options assessment is an optimization of the
interventions necessary to prevent and to control microbiologica risks. It isamed at salecting the option or

options that achieve the chosen leve of public hedlth protection for the microbiologica hazard in the
commodity of concernin as cogt effective manner as possible within the technical feasbility of the industry.

Available options may be identified at nationd, regiond or internationd level in the context of internationa
trade agreement provisions.

There might be many different options for reducing microbiologica risks, such as:
avoiding foods with a subgtantiated history of contamination or toxicity;

preventing contamination and/or introduction of pathogens at any stage in the food chain including
reducing the levd of specific pathogensin primary production;

preventing growth of pathogens by the combined action of extringc factors (eg. chilling or freezing)
and/or intringc fectors (eg. adjusing pH, Aw; adding preservaives, employing microbiologica
competition);

destroying pathogens (e.g. cooking, irradiation);

edablishing regulatory requirements and/or creating incentives for changes in dtitudes that will
contribute to risk reduction;

edtablishing microbiologica standards or other criteria and enforcing compliance;
establishing microbiological food safety objectives;

educating / informing the population at large or affected sub-groups about the steps they can take to
reduce risks.

Usually, a combination of options will be more effective in reducing risks.

In the case where stientific knowledge of the risk isinsufficient, it may be appropriate for risk managersto
apply aprecautionary approach/ principle, through interim measures,
5.2.1.1 Microbiological Food Safety Objectives’

[A Microbiologicd Food Safety Objective (MFSO) can be useful tool in microbiologica risk
management.

" Examples of MFSO could be devel opped later on.
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A MSFO is a statement [based on arisk andysis] which expressesthe level of ahazard in afood thet is
tolerable in relation to an gppropriate level of protection.

M SFOs should contain three components: the food of concern, the hazard of concern and an expression
of the appropriate leve of protection for the hazard. M SFOs should, preferably, be quantitative in nature
(maximum tolerable frequency and/or frequency). The appropriate level of protection is areflection of a
particular country’s public hedlth goa's rdlative to the gpplication of the sanitary measures.

MFSOs should be technically achievable and practicable.
MFSOs can serve a number of functions, including:

Provide areference for the overall design of good hygienic practices and HACCP-based food
control systems.

Provide atarget for the vaidation of sanitary measures for ssgments of food production
systems, or for food production systemsin ther entirety.

Form abasisfor derivation of performance and hazard criteriain afood production system.
Primary users of MFSOs are governments and the food industry.
MFSOs can be used:

By governments to communicate the expected leve of food safety to the food industry.
MFSOs to do not prescribe how the expected leve of food safety can be achieved, leaving it
to the food industry to select the appropriate technology including the establishment of process
and performance criteria.

By the food industry to show that their products meet the established tolerable leve of risk for
the specified hazard.

By governments to communicate the expected leve of food safety to consumers.

At the internationa level, MFSOs can be used in the determination of equivaence by showing that different
sets of control measures meet the same level of protection.

Because sgnificant differences in the occurrence of food borne pathogens can be found between different
countries or regions, MFSOs in generd and more specidly sampling plans, criteria, etc., should not be
universally common but should take into account nationad and regiona Situations).

5.2.1.2 Precautionary principle

[Precautionary Principle - A decison-making gpproach which may be applicable when there is a
suspicion of adverse effects but where there is no evidence as to the existence or extent of risks to human
hedlth, leading to protective measures without having to wait until the redlity and seriousness of risks to
human heslth become apparent.]

Thisitem is under consideration within the discussions of the CCGP (15" Session April 2000). At present,
no consensus was reached on this issue and the subject is out for comment through a circular letter
(cf.background and annex 1).
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5.2.2 Sdection of preferred microbiological risk management options
Once identified, potentid options should be assessed by risk managers and by stakeholders.

In this assessment process, the protection of human hedlth, based on scientific knowledge of the
microbiologica hazards and the scientific understanding of the primary production and processng
technology, should be the primary considerations.

The rdevant production and processng methods, the ingpection, sampling and andlysis methods, the
difficulties [or operationg] involved in control, ingpection and compliance with requirements [and gpprova
procedures] should be taken into account.?

However, other important eements should be considered, as appropriate. These eements could include
technicd and economic feashility, cogt-effectiveness of dternative approaches to limiting risk, and the
tolerable leve of risk, taking into account preferences expressed by stakeholders .

The assessment should also consider whether an option may cause adverse consegquences such as.

the potentia for an option to increase one type of risk (eg. chemica risk) while reducing the
microbiologica risk of concern; or

the potentia for an option to impact the nutritiona status of the population;
the potentia for an option to disregard a population group's preferences.
5.2.3 Final management decision
Which option or combination of optionsis optima depends on each particular Stuation.

From a generd point of view and in order to be meaningful and practicable, the find management decison
should:

give priority to preventing risks, not just controlling them;
address the whole farm to table continuum;

offer a choice, as far as possible, between risk control options which achieve an gppropriate level of
public health protection to be achieved ;

be based on the best available scientific, technica and economic information;
be feasble, with benefits reasonably related to codts;
be enforceable within the country's legal and regulatory structure;

take account of the level of risk deemed gppropriate by risk managers, considering al stakeholder
preferences relevant for the hedlth protection of consumers.

& comes from principle 9 (previous version)
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6. GUIDELINESFORIMPLEMENTATION OF MICROBIOLOGICAL RISK
MANAGEMENT DECISIONS

The implementation of microbiologica risk management decisons, can be by both governmenta officiads
and by representatives of the food industry. Implementation will take different forms depending upon the
options that have been decided.

In some Situations, it may be preferable to utilize historica regulatory approaches. These gpproaches may
be most successful in ensuring that fundamental good manufacturing practices are maintained. The most
traditiond tools for implementing microbiologica risk management decison have been regulatory command
and control or periodic ingpection/end product testing that is enforced through pendties for non-
compliance. While this systlem has resulted in sgnificant reduction to the contamination levels in foods, it
presents certain limitations. These systems place the burden of compliance with the regulatory authority
rather than with the food manufacturer and the consumer. Where a substantia pathogen level reduction has
dready been achieved, the rigidity of existing systems cannot provide the flexibility for talloring remediesto
individua Stuationsin a cost-effective manner.

In mogt cases, however, an integrated systems gpproach to ensuring the safety of foodsis preferable. Risk
management decisons should address the entire farm to table continuum. HACCP, in combination with
prerequisite programes, is one such sysem. Such an gpproach places the respongbility for ensuring safe
foods with the producer, the manufacturer, the distributor and the retailer’, effectivdy using regulatory
resources to provide the necessary oversight.

[MFSO's may function as important management tools in the implementation of risk management
decisons. MFSOs communicate to food producers the levd of safety that should be achieved and
facilitates the optimal use of limited regulatory resources)

In the fidld of food microbiology, microbiologica testing againgt microbiological criteria (whether included
in regulations as sandards or only advisory) has been widely used as a management tool to determine the
acceptability of products in trade. Microbiological criteria retain their vaue as a possble implementation
tool of microbiologica risk management decisons. However, end product testing is limited in its ability to
asess the safety of food and cannot adequately assure the absence of pathogens. The inherent low
prevalence of most foodborne pathogens makes it datistically impossible for end product testing to ensure
the safety of foods. Microbiological testing is more properly utilized to verify the proper implementation of
HACCP, to vdidate control measures and to assess problems either where HACCP has not been
employed or where access to HACCP veification information is limited or unavailable. When
microbiologicd criteria are used, reference should be made to the Codex document Principles for the
Establishment and Application of Microbiological Criteria for Foods (CAC/GL 21-1997).

1. MONITORING AND REVIEW

Risk managers should periodicaly determine that risk management measures have been implemented.
Moreover, they should periodicaly assess the effectiveness of measures taken.

Risk management decisions should be reviewed as new information becomes available. Such datainclude
new information on the virulence of the organism, the prevaence and levd of the organiam in foods, the
extent of sengtive populations, changes in dietary intake pattern, changesin food processing patterns, as
well as datafrom epidemiologica studies and surveillance and monitoring programme in relaion with
foodborne diseases.
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With respect to governments, tools used to evauate the risk management process may include reviewing
the effectiveness of the regulatory control programmes, and reviewing information relaing to the foodborne
pathogen(s) targeted for control such as disease surveillance or research, re-andysis of costs and benefits
and discussion with stakeholders.

For appropriate implementation of this stage of the microbiologica risk management process, a plan
should specify when evauation should be conducted, who will conduct it and what will be evauated.

Evaduation might first focus more on effectiveness and progress implementing the microbiologica risk
reduction. Later, evauations may focus on the success of the microbiologica risk management actions in
reducing risk.

With respect to industry, tools used to evduate the risk management process may include reviewing the
effectiveness of HACCP and its pre-requisite programs, reviewing product andytica testing results, and
reviewing the incidence and nature of product recdls and consumer complaints.

These tools may aso be used, if necessary, by governments when evauating the risk management process.

Reaults of monitoring and/or new information may warrant repesting part of the risk management and/or
the risk assessment activities to ensure that the on-going risk management programme remains effective.
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ANNEX |

The Application Of Precaution In Risk M anagement : Precaution Principle Or Approach

Two aternatives propositions drawn up at the 15" sesson of the CCGP (ALINORM 01/33-Appendix
[, par.34 and 35)

“The two following paragraphs are dterndtive proposas :

34. [Where rdlevant scientific evidence is insufficient, precaution can be exercised as an interim measure to
protect the hedth of consumers. However, additiona information for a more objective risk assessment
should be sought and the measures taken reviewed accordingly within a reasonable timeframe).

34. [When relevant scientific evidence is insufficient to objectively and fully assess risk from a hazard in
food®, and where there is reasonable evidence to suggest that adverse effects on human health may occur,
but it is difficult to evauate their nature and extent, it may be appropriate for risk managers to apply
precaution through interim measures to protect the hedth of consumers without awaiting additiona
scientific data.and a full risk assessment, in accordance with the following criteria® ]

35 [In such gtuations the following criteria should be taken into account to ensure the consstency and
transparency of the decision process:

Following preliminary risk assessment, a pecific risk isidentified, or there is evidence to suggest that a
risk exids, but the cause or extent of any negative effects are unknown due to gaps or uncertainty in
the available scientific data

The decisons taken are proportiona to the potentia extent of the hedth risk and based on the
available scientific data.

There should be a transparent explanation of the need for the measures and the procedures followed
to establish them.

The decisons taken are consstent with those taken in Smilar circumstances and are the leadt trade-
restrictive necessary to achieve protection of the hedth of consumers.

The decisions are provisona and are subject to an on-going, trangparent review process involving
interested stakeholders.

Information should continue to be gathered to srengthen the scientific evidence and decisions taken
should be reviewed and modified, strengthened or rescinded as gppropriate in the light of such
information.

@ |t isrecognised that hazard identification isacrucial step in this process.
® Some members refer tothis concept as the "precautionary principle”.
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Examination of the full range of management options should be undertaken. This should include an
asessment of the potentid advantages and disadvantages of various messures, including
cost/effectiveness consderations.]”



