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Introduction

This document reproduces relevant Articles of the European Regulation (EC)
178/2002, generally referred to as the [General Food Law[Regulation.

Regulation (EC) 178/2002 establishes the common basis for food law in Member
States and includes common definitions, general provisions and specific
requirements. There are many other Articles within the regulation which relate to
the establishment of the European Food Safety Authority, the operation of the
Rapid Alert System for Food and Feed and general administrative arrangements.

As a Regulation, the provisions are directly applicable in Ireland and do not need
to be transposed into national legislation. There is a need, however, for an
enabling Statutory Instrument to set out the relevant enforcement provisions and
penalties for non compliances and this is currently being drafted by the
Departments of Health, Agriculture and Marine.

The Articles presented in this document are those which take effect from 1
January, 2005 and relate to food only. The Atrticles are presented without
comment or interpretation.

The purpose of the document is to provide a ready reference to the Articles and
to assist in the understanding of the provisions when read in conjunction with two
associated documents:

Part 2: Article 18: Traceability
Part 3: Article 19: Responsibilities for Food: Food Business Operators
(Withdrawal and Recall)

These three documents will be incorporated into a formal FSAI Guidance Note
once the Statutory Instrument is in place, and will be updated as necessary to
make reference to those provisions.
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Article 2

Definition of food

For the purposes of this Regulation, food[{or foodstuffl)l means any substance
or product, whether processed, partially processed or unprocessed, intended to
be, or reasonably expected to be ingested by humans. [Foodlincludes drink,
chewing gum and any substance, including water, intentionally incorporated into
the food during its manufacture, preparation or treatment. It includes water after
the point of compliance as defined in Article 6 of Directive 98/83/EC and without
prejudice to the requirements of Directives 80/778/EEC and 98/83/EC.

[Food[khall not include:

(a) feed;

(b) live animals unless they are prepared for placing on the market for
human consumption;

(c) plants prior to harvesting;

(d) medicinal products within the meaning of Council Directives
65/65/EEC" and 92/73/EEC?;

(e) cosmetics within the meaning of Council Directive 76/ 768/EEC?;

(f) tobacco and tobacco products within the meaning of Council Directive
89/622/EEC*;

(g) narcotic or psychotropic substances within the meaning of the United
Nations Single Convention on Narcotic Drugs, 1961, and the United

Nations Convention on Psychotropic Substances, 1971,
(h) residues and contaminants.

1
0J 22, 9.2.1965, p. 369. Directive as last amended by Directive 93/39/EEC (OJ L 214, 24.8.1993, p. 22).
ZoJL 297, 13.10.1992, p. 8.

oaL 262, 27.9.1976, p. 169. Directive as last amended by Commission Directive 2000/41/EC (OJ L 145, 20.6.2000, p.

25).
‘oiL 359, 8.12.1989, p. 1. Directive as last amended by Directive 92/41/EEC) (OJ L 158, 11.6.1992, p. 30).
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Article 3
Other definitions
For the purposes of this Regulation:

1. food law means the laws, regulations and administrative provisions
governing food in general, and food safety in particular, whether at Community or
national level; it covers any stage of production, processing and distribution of
food, and also of feed produced for, or fed to, food producing animals;

2. food business means any undertaking, whether for profit or not and whether
public or private, carrying out any of the activities related to any stage of
production, processing and distribution of food;

3. food business operator means the natural or legal persons responsible for
ensuring that the requirements of food law are met within the food business
under their control,

4. feed definition]
5. feed business definition]
6. feed business operator definition]

7. retail means the handling and/or processing of food and its storage at the
point of sale or delivery to the final consumer, and includes distribution terminals,
catering operations, factory canteens, institutional catering, restaurants and other
similar food service operations, shops, supermarket distribution centres and
wholesale outlets;

8. placing on the market means the holding of food or feed for the purpose of
sale, including offering for sale or any other form of transfer, whether free of
charge or not, and the sale, distribution, and other forms of transfer themselves;

9. risk means a function of the probability of an adverse health effect and the
severity of that effect, consequential to a hazard;

10. risk analysis means a process consisting of three interconnected
components: risk assessment, risk management and risk communication;

11. risk assessment means a scientifically based process consisting of four
steps: hazard identification, hazard characterisation, exposure assessment and
risk characterisation;
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12. risk management means the process, distinct from risk assessment, of
weighing policy alternatives in consultation with interested parties, considering
risk assessment and other legitimate factors, and, if need be, selecting
appropriate prevention and control options;

13. risk communication means the interactive exchange of information and
opinions throughout the risk analysis process as regards hazards and risks, risk-
related factors and risk perceptions, among risk assessors, risk managers,
consumers, feed and food businesses, the academic community and other
interested patrties, including the explanation of risk assessment findings and the
basis of risk management decisions;

14. hazard means a biological, chemical or physical agent in, or condition of,
food or feed with the potential to cause an adverse health effect;

15. traceability means the ability to trace and follow a food, feed, food-
producing animal or substance intended to be, or expected to be incorporated
into a food or feed, through all stages of production, processing and distribution;
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Article 11
Food and feed imported into the Community

Food and feed imported into the Community for placing on the market within the
Community shall comply with the relevant requirements of food law or conditions
recognised by the Community to be at least equivalent thereto or, where a
specific agreement exists between the Community and the exporting country,
with requirements contained therein.

Article 12

Food and feed exported from the Community

1. Food and feed exported or re-exported from the Community for placing on the
market of a third country shall comply with the relevant requirements of food law,
unless otherwise requested by the authorities of the importing country or
established by the laws, regulations, standards, codes of practice and other legal
and administrative procedures as may be in force in the importing country. In
other circumstances, except in the case where foods are injurious to health or
feeds are unsafe, food and feed can only be exported or re-exported if the
competent authorities of the country of destination have expressly agreed, after
having been fully informed of the reasons for which and the circumstances in
which the food or feed concerned could not be placed on the market in the
Community.

2. Where the provisions of a bilateral agreement concluded between the
Community or one of its Member States and a third country are applicable, food
and feed exported from the Community or that Member State to that third country
shall comply with the said provisions.
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Article 14
Food safety requirements
1. Food shall not be placed on the market if it is unsafe.

2. Food shall be deemed to be unsafe if it is considered to be:
(a) injurious to health;
(b) unfit for human consumption.

3. In determining whether any food is unsafe, regard shall be had:
(a) to the normal conditions of use of the food by the consumer and at
each stage of production, processing and distribution, and
(b) to the information provided to the consumer, including information on
the label, or other information generally available to the consumer
concerning the avoidance of specific adverse health effects from a
particular food or category of foods.

4. In determining whether any food is injurious to health, regard shall be had:
(a) not only to the probable immediate and/or short-term and/or long-term
effects of that food on the health of a person consuming it, but also on
subsequent generations;
(b) to the probable cumulative toxic effects;
(c) to the particular health sensitivities of a specific category of consumers
where the food is intended for that category of consumers.

5. In determining whether any food is unfit for human consumption, regard shall
be had to whether the food is unacceptable for human consumption according to
its intended use, for reasons of contamination, whether by extraneous matter or
otherwise, or through putrefaction, deterioration or decay.

6. Where any food which is unsafe is part of a batch, lot or consignment of food
of the same class or description, it shall be presumed that all the food in that
batch, lot or consignment is also unsafe, unless following a detailed assessment
there is no evidence that the rest of the batch, lot or consignment is unsafe.

7. Food that complies with specific Community provisions governing food safety
shall be deemed to be safe insofar as the aspects covered by the specific
Community provisions are concerned.

8. Conformity of a food with specific provisions applicable to that food shall not
bar the competent authorities from taking appropriate measures to impose
restrictions on it being placed on the market or to require its withdrawal from the
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market where there are reasons to suspect that, despite such conformity, the
food is unsafe.

9. Where there are no specific Community provisions, food shall be deemed to
be safe when it conforms to the specific provisions of national food law of the
Member State in whose territory the food is marketed, such provisions being
drawn up and applied without prejudice to the Treaty, in particular Articles 28 and
30 thereof.

Article 16
Presentation

Without prejudice to more specific provisions of food law, the labelling,
advertising and presentation of food or feed, including their shape, appearance
or packaging, the packaging materials used, the manner in which they are
arranged and the setting in which they are displayed, and the information which
is made available about them through whatever medium, shall not mislead
consumers.

Article 17 - Responsibilities

1. Food and feed business operators at all stages of production, processing and
distribution within the businesses under their control shall ensure that foods or
feeds satisfy the requirements of food law which are relevant to their activities
and shall verify that such requirements are met.

2. Member States shall enforce food law, and monitor and verify that the relevant
requirements of food law are fulfilled by food and feed business operators at all
stages of production, processing and distribution.

For that purpose, they shall maintain a system of official controls and other
activities as appropriate to the circumstances, including public communication on
food and feed safety and risk, food and feed safety surveillance and other
monitoring activities covering all stages of production, processing and
distribution.

Member States shall also lay down the rules on measures and penalties
applicable to infringements of food and feed law. The measures and penalties
provided for shall be effective, proportionate and dissuasive.
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Article 18 - Traceability

1. The traceability of food, feed, food-producing animals, and any other
substance intended to be, or expected to be, incorporated into a food or feed
shall be established at all stages of production, processing and distribution.

2. Food and feed business operators shall be able to identify any person from
whom they have been supplied with a food, a feed, a food-producing animal, or
any substance intended to be, or expected to be, incorporated into a food or
feed. To this end, such operators shall have in place systems and procedures
which allow for this information to be made available to the competent authorities
on demand.

3. Food and feed business operators shall have in place systems and procedures
to identify the other businesses to which their products have been supplied. This
information shall be made available to the competent authorities on demand.

4. Food or feed which is placed on the market or is likely to be placed on the
market in the Community shall be adequately labelled or identified to facilitate its
traceability, through relevant documentation or information in accordance with
the relevant requirements of more specific provisions.

5. Provisions for the purpose of applying the requirements of this Article in
respect of specific sectors may be adopted in accordance with the procedure laid
down in Article 58(2).

Article 19

Responsibilities for food: food business operators

1. If a food business operator considers or has reason to believe that a food
which it has imported, produced, processed, manufactured or distributed is not in
compliance with the food safety requirements, it shall immediately initiate
procedures to withdraw the food in question from the market where the food has
left the immediate control of that initial food business operator and inform the
competent authorities thereof. Where the product may have reached the
consumer, the operator shall effectively and accurately inform the consumers of
the reason for its withdrawal, and if necessary, recall from consumers products
already supplied to them when other measures are not sufficient to achieve a
high level of health protection.
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2. A food business operator responsible for retail or distribution activities which
do not affect the packaging, labelling, safety or integrity of the food shall, within
the limits of its respective activities, initiate procedures to withdraw from the
market products not in compliance with the food-safety requirements and shall
participate in contributing to the safety of the food by passing on relevant
information necessary to trace a food, cooperating in the action taken by
producers, processors, manufacturers and/or the competent authorities.

3. A food business operator shall immediately inform the competent authorities if
it considers or has reason to believe that a food which it has placed on the
market may be injurious to human health. Operators shall inform the competent
authorities of the action taken to prevent risks to the final consumer and shall not
prevent or discourage any person from cooperating, in accordance with national
law and legal practice, with the competent authorities, where this may prevent,
reduce or eliminate a risk arising from a food.

4. Food business operators shall collaborate with the competent authorities on
action taken to avoid or reduce risks posed by a food which they supply or have
supplied.
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Summary of Key Points:

- Traceability requirements of Regulation 178/2002
are set out in Article 18

- The requirements came into effect on 1 January 2005
- The requirements apply to all food businesses

- In order to comply with the requirements, food business operators must
record:
- the name and address of suppliers of food to the food business
- the details of the products supplied by them
- the name and address of business customers supplied with food
- the details of products supplied to them
- the date of transactions/delivery

. This information must be stored and made available
to an official agency/ FSAI on demand

- Other information such as quantity of food supplied, batch numbers and
product descriptions may also be kept where available

- Details of supply to final consumer does not need to be recorded
- The FSAI Guidance Note 10: Product Recall and Traceability provides

advice on best practice, which outlines procedures in excess of basic
legislative compliance
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Background:

Regulation (EC) N[J178/2002 was adopted on 28 January 2002. One of its
objectives is to establish common definitions and to lay down overarching guiding
principles and legitimate objectives for food law in order to ensure a high level of
health protection and the effective functioning of the internal EU market.

Traceability requirements are included in the Regulation. These provisions came
into effect on 1 January 2005.

The requirements are of a general nature and are applicable to all food business
operators in the food chain. There are other more detailed traceability
requirements set out in Regulations specific to some products or sectors (e.g.
beef labelling requirements, GMO Regulations) which may be applicable in
addition to these requirements.

Detailed guidance on the general provisions has been prepared by the European
Commission, and the Food Safety Authority of Ireland (FSAI) has prepared FAQs
based on enquiries to date. This information is summarised in this document and
is available from the FSAI website (www.fsai.ie).

The purpose of this document is to assist in the understanding of the provisions
when read in conjunction with two associated documents:

Part 1: Definitions and General Provisions

Part 3: Article 19: Responsibilities for Food: Food Business Operators
(Withdrawal and Recall)

These three documents will be incorporated into a formal FSAI Guidance Note
once the Statutory Instrument is in place, and will be updated as necessary to
make reference to those provisions.

Traceability Requirements:

The definition of traceability in the Regulations is:
[the ability to trace and follow a food, feed, food-producing animal or
substance intended to be, or expected to be incorporated into a food or
feed, through all stages of production, processing and distribution.]

The requirements are set out in Article 18, which states:
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1. The traceability of food, feed, food-producing animals, and any other
substance intended to be, or expected to be, incorporated into a food or feed
shall be established at all stages of production, processing and distribution.

2. Food and feed business operators shall be able to identify any person from
whom they have been supplied with a food, a feed, a food-producing animal, or
any substance intended to be, or expected to be, incorporated into a food or
feed. To this end, such operators shall have in place systems and procedures
which allow for this information to be made available to the competent authorities
on demand.

3. Food and feed business operators shall have in place systems and procedures
to identify the other businesses to which their products have been supplied. This
information shall be made available to the competent authorities on demand.

4. Food or feed which is placed on the market or is likely to be placed on the
market in the Community shall be adequately labelled or identified to facilitate its
traceability, through relevant documentation or information in accordance with
the relevant requirements of more specific provisions.

Guidance on Compliance:

The main objective of the Article is to assist in ensuring food safety and enabling
unsafe food to be removed from the market.

Traceability is meant to ensure that targeted and accurate withdrawals or recalls
of food products can be undertaken, appropriate information can be given to
consumers and food business operators, and actions can be undertaken by
control authorities to avoid unnecessary wider disruption of trade.

Article 18 requires food and feed business operators:

- to be able to identify from who and to whom a product has been supplied;

- to have systems and procedures in place that allow for this information to be
made available to the competent Authorities upon their request.

The requirement relies on the [dne step back - one step forwardCapproach which
implies that food business operators:

- Shall have in place a system enabling them to identify the immediate
supplier(s) and immediate customer(s) of their products.
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- Shall establish a [Supplier-productllink (which products supplied from
which suppliers).

- Shall establish a [dustomer-productink (which products supplied to
which customers) - though food business.

Operators do not have to identify their immediate customers when this refers to
final consumers.

The Commission has indicated that internal traceability is not implicit in the
Regulations. However as part of best practice, the FSAI is encouraging food
businesses to have comprehensive traceability systems in place which includes
internal traceability. Such systems will minimise the impact of any withdrawal or
recall by enabling a business to narrow down the likely implicated products to a
minimum (see FSAI Guidance Note 10).

The Regulation is not specific about how much information is required to be kept
by a food business to comply with the requirements.

In order to quantify the information required to fulfill the objective of Article 18, the
information can be considered as that which is required to comply with the
Regulations, and that which, if available, is desirable to maintain.

The information which must be recorded in all cases (considered as essential to

comply with the Regulation) and to be made available to the competent

Authorities is as follows:

- Name, address of supplier, name of products which were supplied to the food
business operator.

- Name, address of customer, name of products that were delivered by the
food business operator.

- Date of transaction/delivery.

Additional information which is highly recommended to be kept, where available,

includes:

- Volume or quantity of foods supplied

- Batch number when a batch number is required by legislation or available.

- More detailed description of the product (pre-packed or bulk product, variety
of fruit/vegetable, raw or processed product)

- Internal traceability information.

(This additional information is not necessary for compliance with the

Regulations).

Incidents such as the dioxin crisis of 1999 showed that tracing the commercial
flow of a product (by invoices held by a company) was not sufficient to follow the
physical flow of the products. Therefore, it is essential that traceability system of
each food / feed business operator is designed to follow the physical flow of the

February 2005 4
%& Food Safety

AUTHORITY OF IRELAND

Version 0.5 draft




products: the use of delivery notes accompanying foods with details of supplier(s
business name and address, for example, would ensure more efficient
traceability.

The requirement of Article 18 (1) is that traceability should be established for
food and any other substance intended to be, or expected to be, incorporated
into a food .

Therefore the types of products to which the information relates includes all
ingredients used in the preparation, manufacture or treatment of a food, including
grain, gases, water or any other substance to be incorporated into a final product,
supplied to a food business operator. (Packaging materials, veterinary drugs,
plant protection products and fertilisers are not included in the scope, though
other controls may apply under separate legislation relating to the traceability of
such compounds).

Making Information Available to Competent Authorities:

Article 18 requires food and feed operators to have in place systems and
procedures to ensure the traceability of their products. Although the Article does
not provide any details about these systems, the use of terms [SystemsJand
[proceduresl] implies a structured mechanism able to deliver the needed
information upon request from the competent Authorities.

The Article should be read in conjunction with Articles 19 and 20 relating to
notifications and withdrawals. The most crucial point in having a good traceability
system in place is the time needed to deliver fast and accurate information. A
delay in the delivery of this relevant information would undermine a prompt
reaction in case of crisis.

The minimal information which must be recorded as outlined above should be
immediately available to the competent authorities on demand. The information
which is recommended to be kept, where it is available should be available as
soon as practicable.

Record keeping:

On a broad basis, it is considered that commercial documents are usually
maintained for a period of five years for taxation controls. This five year period
applied to traceability records would be likely to meet the objective of Article 18.

However, this general rule would need to be adapted in some cases:
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- If the shelf life of the product is longer than five years, records should
be kept for the period of the shelf-life plus six months.

- For highly perishable products with a [Use byldate of less than three
months or no specified durability date (such as fresh fruit and
vegetable) for distribution to final consumers, records should be kept
for a period of six months after date of manufacture or delivery.

The form for the records to be kept will need to be decided by the food business
operator, but with consideration to retrieving the information as may be
necessary.

Import into the EU:

The traceability provisions of the General Food Law do not have an extra-
territorial effect outside the EU. This requirement only covers all stages of
production, processing and distribution in the EU from the importer up to the
retail level.

Article 11 of Regulation 178/2002 refers to imported products, but this should not
be construed as extending the traceability requirement to food/feed business
operators in third countries. It requires that food/feed imported into the
Community complies with the relevant requirements of EU food/feed law.

It is common practice among some EU food business operators to request
trading partners to meet the traceability requirements which go beyond the [one
step back - one step forwardOprinciple. It should be noted that such requests are
part of food business[tontractual arrangements and not of requirements
established by the Regulation.

Small Businesses/SMEs:

There are no [derogations[from the requirements for small businesses or
operators. The information required to comply with the Regulation is minimal and
all operators should be able to comply.

Guidance Note 10: Product Recall and Traceability:

The FSAI Guidance Note 10: Product Recall and Traceability provides practical
details to food business operators on traceability, withdrawals and notifications.
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The Guidance Note should be seen as a guide to good practice and not a guide
to compliance, as some details contained within it (such as internal traceability)
are beyond the scope of the Regulations and cannot be enforced.

Enforcement:

As part of routine, programmed inspections, enforcement officers of the official
agencies will be expected to ensure that a food business operator is recording
the required information and that it is in such a form that is can be retrieved and
made available on demand. Environmental health officers, for example, would
need to consider compliance with the requirements as set out in Annex 1,
Section D: [Management Procedureslof Guidance Note 1: Inspection of a Food
Business (Revision 1).

As Regulation 178/2002 is a European Regulation, the provisions contained
within it are directly applicable in Ireland. There is a need, however, for an
enabling Statutory Instrument to set out relevant offences to enable enforcement
action to be carried out.

The Department of Health and Children, in conjunction with the Department of
Agriculture and Food and the Department of Communications, Marine and
Natural Resources are currently drafting Regulations that will set out the
appropriate provisions.
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Summary of Key Points

e Food Withdrawal and Notification requirements of Regulation 178/2002
are set out in Article 19

e The requirements came into effect on 1 January 2005
e The provisions apply to all food businesses requiring:

- withdrawal of food which is unsafe
- advice to consumers on withdrawals and where necessary recall of food
supplied to them
- cooperation between food businesses on withdrawals and recalls
- action on suspicion of food being unsafe
- cooperation with official agencies/FSAI

e The FSAI Code of Practice 5: Food Incidents and Alerts contains details
of communicating information on recalls to the FSAI and Official
Agencies

e The FSAI Guidance Note 10: Product Recall and traceability provides
more detailed information on best practice with regard to withdrawal
and recall for food business operators

February 2005 1

%é‘ Food Safety

AUTHORITY OF IRELAND

Version 0.5 draft




Background:

Regulation (EC) N[I178/2002 was adopted on 28 January 2002. One of its
objectives is to establish common definitions and to lay down overarching guiding
principles and legitimate objectives for food law in order to ensure a high level of
health protection and the effective functioning of the internal EU market.

From 1 January, 2005, the Regulations create new responsibilities on food
business operators to initiate withdrawals and recalls when food fails to meet
food safety requirements, to notify the competent authority of such actions and to
cooperate with the competent authority on actions taken on foods presenting a
risk to public health. Where food products may have reached the consumer, the
operator shall inform the consumer and if necessary recall from consumers
products already supplied to them

The Food Safety Authority has also issued Guidance Note 10: Recall and
Traceability. It should be noted that this was developed by FSAI and the food
industry and is a best practice document aimed at promoting systems that are
legally compliant but are also designed to minimise company liability in the event
of food safety problems with the foods they handle. In this respect Guidance note
10 goes beyond simple compliance with the law and should not be used as an
interpretation of compliance with the legal requirements.

The purpose of this document is to outline the legal requirements and to assist in
the understanding of the provisions of the Article and the two should not be
confused.

This document should be read in conjunction with two associated documents:

Part 1: Definitions and General Provisions
Part 2: Article 18: Traceability

These three documents will be incorporated into a formal FSAI Guidance Note

once the Statutory Instrument is in place, and will be updated as necessary to
make reference to those provisions

Requirements:

The requirements are set out in Article 19 of the Regulations:

1. If a food business operator considers or has reason to believe that a food
which it has imported, produced, processed, manufactured or distributed is not in
compliance with the food safety requirements, it shall immediately initiate
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procedures to withdraw the food in question from the market where the food has
left the immediate control of that initial food business operator and inform the
competent authorities thereof. Where the product may have reached the
consumer, the operator shall effectively and accurately inform the consumers of
the reason for its withdrawal, and if necessary, recall from consumers products
already supplied to them when other measures are not sufficient to achieve a
high level of health protection.

2. A food business operator responsible for retail or distribution activities which
do not affect the packaging, labelling, safety or integrity of the food shall, within
the limits of its respective activities, initiate procedures to withdraw from the
market products not in compliance with the food-safety requirements and shall
participate in contributing to the safety of the food by passing on relevant
information necessary to trace a food, cooperating in the action taken by
producers, processors, manufacturers and/or the competent authorities.

3. A food business operator shall immediately inform the competent authorities if
it considers or has reason to believe that a food which it has placed on the
market may be injurious to human health. Operators shall inform the competent
authorities of the action taken to prevent risks to the final consumer and shall not
prevent or discourage any person from cooperating, in accordance with national
law and legal practice, with the competent authorities, where this may prevent,
reduce or eliminate a risk arising from a food.

4. Food business operators shall collaborate with the competent authorities on
action taken to avoid or reduce risks posed by a food which they supply or have
supplied.

Reference to [dompetent authoritiesCimeans the FSAI and official agencies.

Guidance on Compliance:

The Article should be read in conjunction with Article 14 of the Regulations which
defines unsafe food in general and food which is [ihjurious to healthCor Wnfit for
human consumptionspecifically (see Annex for details of Article 14).

Withdrawal and recall mechanisms are to be used when an immediate action is
necessary to eliminate a risk and protect the health of consumers. The
provisions of Article 14 are to be taken into account in ensuring that action taken
is proportionate to the risk present.
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The information provided by the food business operators is an important element
for food safety surveillance as it enables the FSAI and official agencies to
monitor whether food business operators have taken the appropriate measures
to address the risks posed by a food placed on the market.

Article 19 provides for the necessary cooperation between all food businesses in
the food chain in order to ensure the withdrawal of unsafe food from the market
and imposes a specific obligation on the food business operators to inform the
competent authorities when it is considered or there is reason to believe that a
food which is placed on the market may be injurious to health.

Obligation to withdraw food:

Article 19.1 imposes the specific obligation on food business operators to
withdraw a food that does not meet the food safety requirements and inform the
competent authorities thereof.

Regarding a definition of Mithdrawalllreference can be made to the definition
laid down in Directive 2001/95/EC on the General Product Safety which states
that withdrawal means any measure aimed at preventing the distribution, display
or offer of a product dangerous to the consumer .

In the context of Article 19:

- The withdrawal from the market may take place at any step along the food
chain and not only at the time of delivery to the end consumer;

- The obligation to notify a withdrawal to the competent Authorities is
consequential of the obligation to withdraw;

The obligation to withdraw food from the market applies when the following two
criteria are met:

a) The food® in question is considered by the operator as not being in
compliance with the food safety requirements

Article 14 of Regulation 178/2002 provides the details on enabling this type of
decision to be made.

Paragraphs 2, 3, 4 and 5 provide for general criteria that have to be taken into
account to consider a food unsafe.

® As defined in Article 2 of Reg.178/2002

February 2005 4

%é‘ Food Safety

AUTHORITY OF IRELAND

Version 0.5 draft




- Atrticle 14 (2) provides that a food shall be deemed to be unsafe if it
is considered to be injurious to health or unfit for consumption.

- Atrticle 14(3) provides that in determining whether any food is
unsafe, regard shall be had to the normal conditions of use of the
food by the consumer and at each stage of production, processing
and distribution, and to the information provided to the consumer
(etc.).

- Article 14(4) and 14 (5) provide that in determining whether any
food is injurious to health or unfit for human consumption regard
shall be had to certain criteria, such as the probable immediate and
long term effects on health, the probable cumulative toxic effects
and particular sensitivities of specific categories of consumers.

Article 14 (7) and Article 14 (9) specify that food compliant with the specific EU
food safety legislation (or in their absence, with national provisions) governing
the safety of the food in question is deemed to be safe. (Even where this is the
case, Article 14 (8) provides for other measures to be taken where there is
reason to suspect that despite such conformity the food is unsafe.)

Article 7 of Regulation 178/2002 describes the [precautionary principle[and the
approach to be taken where there is uncertainty about the possible harmful
effects to health posed by a food safety problem. The approach is that the
overriding objective is the protection of public health and action should be taken
along these lines until information is available that indicates otherwise. Following
this approach, where there is any doubt about whether or not food complies with
food safety requirements, it should be assumed that it does not and action of
withdrawal initiated accordingly. Advice should be sought from either the relevant
official agency or the FSAI.

b) The food is on the market and has left the immediate control of the initial
food business

This criterion derives from the wording used in Article 19 (1) Lwithdrawal from the
market[] which implies that the food was [placed on the market (which is defined
in the Regulations). In addition, Article 19 (1) provides that a withdrawal shall be
undertaken only when the food in question has left the immediate control of the
initial operator. Immediate controllis not defined in the Regulation.

Article 19 (1) does not concern actions of withdrawal undertaken before the
placing on the market of a product. Furthermore, withdrawals of food that has not
left the immediate control of the operator are not defined as withdrawal within the
meaning of Article 19 (1).
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The wording “immediate control of the initial operator” emphasises that when
there is the possibility for the food business operator to remedy the non
compliance by their own means, without a need to request/require cooperation
from other operators, the obligations of Article 19 (1) do not apply. The word
“immediate” is important. It implies that, for example, once the food has left the
processing unit and is in the hands of another operator, notification is required.

Similarly, where the implicated food has transferred from one business unit to
another which may be under the same ownership, there is necessary
cooperation between the management of each unit and therefore notification is
also required

The withdrawal defined in Article 19 (1) does not restrict further withdrawal that
may be directed by competent authorities, when circumstances are justified.

The scope of the withdrawal defined in Article 19 (1) is without prejudice to the
legal obligation on food business operators to ensure, within the businesses
under their control, that foods satisfy the requirements of food law (as set out in
Article 17 (1) of the regulations).

Application:

In order to explain how these provisions will apply in practice, two types of cases
can be considered:

a) A food does not comply the specific food safety legislation relating
to its safety

A food compliant with the specific EU (or national) provisions governing its safety
is deemed safe in accordance with Article 14 (7) and (9).

When the food is non compliant with the provisions relating to its safety, it can be
presumed that the food is unsafe and the general criteria set up in paragraphs 2,
3, 4 and 5 of Article 14 have to be taken into account by the operator to
determine if the food is effectively unsafe.

Article 14 (3) provides that in determining whether any food is unsafe, regard
shall be had to the normal conditions of use of the food by the consumer and at
each stage of production, processing and distribution. For example, cracked
eggs destined for the production of pasteurised egg products will be considered
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