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COMMISSION IMPLEMENTING DECISION (EU) .../...

of XXX

establishing a general plan for crisis management in the field of the safety of food and

feed

(Text with EEA relevance)

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,

Having regard to Regulation (EC) No 178/2002 of the European Parliament and of the
Council of 28 January 2002 laying down the general principles and requirement of food law,
establishing the European Food Safety Authority and laying down procedures in matters of
food safety”, and in particular Article 55 thereof,

Whereas:

1)

)

3)

(4)

Article 55 of Regulation (EC) No 178/2002 provides that the Commission is to draw
up in close collaboration with the European Food Safety Authority (‘EFSA’) and the
Member States, a general plan for crisis management in the field of safety of food and
feed, (‘the general plan’). Accordingly, Commission Decision 2004/478/EC? set out
the general plan.

Since the adoption of the Commission Decision 2004/478/EC, further experience in
crisis management coordination at Union level has been gained during a number of
food- and feed-borne incidents.

The experience gained over the years, as analysed in the REFIT evaluation of
Regulation (EC) No 178/2002 (Fitness Check of the General Food Law) has
demonstrated that there is a need to re-evaluate the management of food and feed
crises at Union and national level. The findings showed a need for a stronger focus on
crisis preparedness, alongside crisis management, in order to avoid or minimise the
public health impact of a food or feed crisis. Such focus could substantially reduce the
economic impact (such as trade restrictions) of a food or feed crisis and thereby
contribute to the achievement of the objective of the Commission on jobs, growth and
investment. In addition, there is a need for a greater role of the Commission in
communication and general coordination of Member States in this area. The Fitness
Check of the General Food Law contains a number of recommendations to enhance
the efficiency of the general plan.

EFSA is responsible for providing the opinions serving as the scientific basis for the
adoption of Union measures and has the task to provide scientific and technical
assistance in the crisis management procedures in the field of food and feed. The role

OJ L 31,1.2.2002, p. 1.

Commission Decision 2004/478/EC of 29 April 2004 concerning the adoption of a general plan for
food/feed crisis management (OJ L 160, 30.4.2004, p. 98).

Commission Staff Working Document — The REFIT evaluation of the General Food Law (Regulation
(EC) No 178/2002), SWD(2018)27, dated 15.1.2018.
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(5)

(6)

(7)

(8)

(9)

of EFSA in the general plan should be fine-tuned and strengthened in view of the
experience gained.

While respecting each agency's competence, EFSA should co-ordinate with other
relevant Union scientific agencies, such as the European Centre for Disease Prevention
and Control (ECDC), the European Chemicals Agency (ECHA), the European
Medicines Agency (EMA) and the group of experts appointed by the Scientific and
Technical Committee referred to in Article 31 of the EURATOM Treaty*, when input
or action is needed within their respective competence. In addition, the general plan
needs to ensure coordination with the ECDC crisis preparedness and response systems
related to human cases so that health authorities and stakeholders are alerted on a
possible food-, or feed-borne crisis with a potential human health impact.

Decision 1082/2013/EU of the European Parliament and of the Council® lays down
rules on epidemiological surveillance, monitoring, early warning of, and combating
serious cross-border threats to health, including preparedness and response planning
related to those activities, for threats of biological, chemical, environmental and
unknown origin and the establishment of the Early Warning and Response System
(EWRS). Given the potential links with crisis preparedness and crisis management in
the area of the food chain, the relevant arrangements set out in Decision
1082/2013/EU should also be considered in the general plan.

The Union general plan should be revised to include procedures to facilitate
coordination with national contingency plans for food and feed to be drawn up in
accordance with Article 115 of Regulation (EU) 2017/625° of the European Parliament
and of the Council on official controls.

The main objective of this Decision is to protect public health in the Union. Therefore,
the general plan should be limited to situations with a direct or indirect risk to public
health in accordance with Article 55 of Regulation (EC) No 178/2002. The risks to
public health may be of biological, chemical and physical nature. These cover
allergenic and radioactive hazards. The approach, principles and practical procedures
of the general plan could however also be considered as guidelines for the
management of other food-borne incidents without such public health risk.

In 2017, the Commission carried out an internal audit on "DG SANTE's food safety
crisis preparedness”, which identified some weaknesses in the existing general plan
that need to be addressed.

https://ec.europa.eu/energy/en/group-experts

Decision No 1082/2013/EU of the European Parliament and of the Council of 22 October 2013 on
serious cross-border threats to health and repealing Decision No 2119/98/EC (OJ L 293, 5.11.2013,
p. 1).

Regulation (EU) 2017/625 of the European Parliament and of the Council of 15 March 2017 on official
controls and other official activities performed to ensure the application of food and feed law, rules on
animal health and welfare, plant health and plant protection products, amending Regulations (EC)
No 999/2001, (EC) No 396/2005, (EC) No 1069/2009, (EC) 1107/2009, (EU) 1151/2012, (EU)
No 652/2014, (EU) 2016/429 and (EU) 2016/2031 of the European Parliament and of the Council,
Council Regulations (EC) No 1/2005 and (EC) No 1099/2009 and Council Directives 98/58/EC,
1999/74/EC, 2007/43/EC, 2008/119/EC and 2008/120/EC, and repealing Regulations (EC)
No 854/2004 and (EC) No 882/2004 of the European Parliament and of the Council, Council Directives
89/608/EEC, 89/662/EEC, 60/425/EEC, 91/496/EEC, 96/23/EC, 96/93/EC and 97/78/EC and Council
Decision 92/438/EEC (Official Controls Regulation) (OJ L 95, 7.4.2017, p. 1).
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(10)

(11)

(12)

(13)

(14)

(15)

(16)

(17)

A number of conclusions were made at the Ministerial Conference of 26 September
2017 on the follow-up of the fipronil incident’. Although focusing on this incident and
fraud, a number of conclusions are relevant for crisis management in food and feed in
general, including the creation of one single contact point in each Member State for
the coordination of such crisis management in respect of each national administrative
organisation.

Decision 2004/478/EC should therefore be repealed and replaced by a new Decision
setting out an updated general plan in order to take into account experience gained
since the adoption of Commission Decision 2004/478/EC and to adapt to new
developments.

This Decision should lay down a stepwise approach to which types of situations
should be dealt with as a crisis, including the related criteria. Not all situations that
may fall within the scope of Article 55 would necessarily require the setting-up of a
crisis unit in accordance with Article 56 of Regulation (EC) No 178/2002, but they
may still benefit from enhanced Union coordination. These criteria should include the
seriousness and extent of the incident in terms of public health impact, the relevant
consumer perception and political sensitivity, especially where the source is still
uncertain, whether the incident was intentional (e.g. bioterrorism or side effect of
fraud) aiming at creating a crisis (e.g. bioterrorism) and the repetition of previous
incidents attributed to the possible lack of sufficient action.

Coordination between the different authorities at the Union and national level, alert
and information systems and laboratories is necessary to share information and take
measures to manage a crisis. In that respect, an interlink between the Early Warning
and Response System and other alerts and information systems at Union level such as
the Rapid Alert System for Food and Feed would enhance the “One Health” approach,
e.g. coordinating the activities of food safety and public health authorities on the same
incident, by granting food safety authorities access to information distributed on
human cases by public authorities.

Effective crisis management of the food and feed chain requires that practical
procedures for preparedness to enhanced coordination at Union level should already be
in place before an incident occurs.

The practical procedures for the situations referred to in Article 55 of Regulation (EC)
No 178/2002 should be clearly defined in order to ensure a smooth and rapid response
to such situations. The role, composition and practical operation of the crisis unit
should be laid down for the same reasons.

Evidence-based, real-time communication to the public and to trade partners is
essential to contribute to protecting public health by avoiding further spread of risks
and to restoring confidence in the safety of food or feed not affected by an incident.
The development of principles of transparency and a communication strategy are
therefore essential parts of crisis management.

This general plan has been the subject of consultations with EFSA and has been
discussed with Member States in the Standing Committee on Plants, Animals, Food
and Feed,

https://ec.europa.eu/food/sites/food/files/safety/docs/rasff fipronil-incident conclusions 201709.pdf
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HAS ADOPTED THIS DECISION:

Chapter I
GENERAL PROVISIONS

Article 1
Subject matter

1. This Decision establishes the general plan for crisis management in the field of the
safety of food and feed in accordance with Article 55 of Regulation (EC)
No 178/2002.

2. The plan covers the following two types of situations:
(a) Situations requiring enhanced Union coordination; and

(b) Situations requiring the setting up of a crisis unit bringing together the
Commission as well as relevant Member States and Union agencies.

3. The plan also sets out the practical procedures necessary for enhanced preparedness
and for the management of incidents at Union level, including a communication
strategy in accordance with the principle of transparency.

Article 2
Scope

The general plan shall apply to situations involving direct or indirect risks to public health
deriving from food and feed, in particular in relation to any hazard in food and feed of
biological, chemical and physical nature, which are not likely to be prevented, eliminated or
reduced to an acceptable level by provisions in place or cannot adequately be managed solely
by way of application of emergency measures in accordance with Article 53 or 54 of
Regulation (EC) No 178/2002.

Article 3
Objectives

The objectives of this Decision are to minimise the extent and impact of food- or feed-borne
incidents on public health, by ensuring enhanced preparedness and effective management.

Article 4
Definitions
For the purposes of this Decision, the following definitions shall apply:

@) 'Incident’ means the detection of a biological, chemical or physical hazard in food,
feed or humans which might result in or indicate a possible public health risk with
the exposure of more than one person to the same hazard, or a situation in which the
number of human cases or detection of hazards exceeds the expected number and
where cases are linked or probably linked, to the same food or feed source.
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(b) ‘foodborne outbreak' as defined in Article 2(2)(d) of Directive 2003/99/EC of the
European Parliament and of the Council®.

(c) ‘crisis coordinator' means a person and his/her alternate from the European institutes
and from competent authorities of Member States who acts as one single contact
point to ensure effective exchange of information between all partners involved in
the coordination of the general plan and efficient decision making and
implementation of actions within the competence of his/her organisation.

Chapter 11
STRUCTURES AND PROCEDURES OF PREPAREDNESS

Article 5
Crisis coordinators

Each Member State, EFSA and the Commission shall designate one crisis coordinator and
his/her alternate to carry out the tasks set out in Annex I. The Commission shall keep up-to-
date the names and contact details of the designated "crisis coordinators” and their alternates.
The crisis coordinators shall hold regular meetings, at least yearly, organised by the
Commission with the purpose to present initiatives at the Union level, share national
contingency plans and provide follow-up and evaluate the management of recent crises in
accordance with Article 22.

Article 6
Alerts and Information Systems

The Commission shall interlink the Early Warning and Response System (EWRS) with other
Union level Alerts and Information Systems, including the Rapid Alert System for Food and
Feed (RASFF). Data submission through the alert networks shall be further harmonised.

Article 7
Laboratories

The Commission and the Member States shall ensure the maintenance of a network of
European and national reference laboratories, and other official laboratories, in accordance
with Regulation (EU) 2017/625, ready to provide swift and high-quality analytical support as
required for most significant food- and feed-borne hazards.

Article 8
Training, exercises and state-of-the-art tools

The Commission shall offer advanced training modules on foodborne crisis preparedness,
foodborne outbreak investigation and other incident management within the framework of the
Commission’s ‘Better Training for Safer Food (BTSF)’ programme9 encouraging a "One
Health™ approach.

8 Directive 2003/99/EC of the European Parliament and of the Council of 17 November 2001 on the
monitoring of zoonoses and zoonotic agents, amending Council Decision 90/424/EEC and repealing
Council Directive 92/117EC (OJ L 325, 12.12.2003, p. 31).

https://ec.europa.eu/food/safety/btsf en
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The Commission shall regularly organise simulation exercises of food and feed related
incidents with Member States, including their communication aspects and focussing on
preparedness and management of incidents. Relevant Union agencies shall participate and the
Commission shall join similar exercises organised by the agencies within their competence.
The occurrence of a major real incident may replace such simulation exercise. After each
exercise, the Commission will present specific conclusions at the following meeting of crisis
coordinators referred to in Article 5

The Commission shall provide a follow-up of proper preparedness in Member States through
the maintenance and auditing of national food and feed contingency plans.

The Commission shall promote the use of state-of-the-art tools at the Union level, such as
tracing tools, molecular typing analyses (including Whole Genome Sequencing) and the
sharing of such results in the EFSA-ECDC database on molecular typing of pathogenic agents
detected in humans, animals, food, feed and food/feed environment.

Article 9
Continuous collection, monitoring and analysis of information

The Commission shall continuously collect, monitor and analyse information on direct and
indirect cross border threats from the sources listed in Annex 1.

Chapter 111
ENHANCED COORDINATION AT UNION LEVEL

Article 10
Situations requiring enhanced coordination at Union level

1. In the situations described in paragraph 2, the Commission shall enhance
coordination at Union level for the management of an incident, based on the
information referred to in Article 9 and in close coordination with the relevant Union
risk assessment bodies.

2. Enhanced coordination at Union level pursuant to paragraph 1 shall be required
when:

(@) thereis

(i) adirect or indirect public health risk by a detected hazard in food or feed
has been identified in two or more Member States with an
epidemiological link (e.g. human cases and/or deaths in different
Member States with reliable analytical or epidemiological evidence on
such link) and/or a traceability link (e.g. distribution of possibly
contaminated food or feed to different Member States);

or,

(i) a serious potential impact related to the detected hazard on the
functioning of the internal market in the area of food or feeds has been
identified;

and,
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(b) thereis:
(i) amajor health impact related to the detected hazard; or,
(if)  disagreement on actions between Member States; or,
(iii) difficulty to identify the source of the risk.

The competent authorities of Member States and the European institutions may
request the Commission to enhance its coordination based on the criteria laid down
in points (a) and (b) of paragraph 2.

Article 11
Practical procedures for enhanced coordination at Union level

The Commission's coordination of the management of an incident by the relevant services
shall consist of the procedures set out in Chapter V.

1)

Chapter 1V
SETTING-UP OF A CRISIS UNIT

Article 12
Situation requiring the setting-up of a crisis unit

In the situations described in paragraph 2, the Commission shall set up a crisis unit in
accordance with Article 56 of Regulation (EC) No 178/20025 ("the crisis unit")

The setting up of a crisis unit is required where:

(@) a direct or indirect public health risk has been identified in two or more
Member States which results in a high reputational, perceptional or political
sensitivity.

and
(b) thereis

(i) aserious risk to human health, notably in cases where a high number of
fatalities occur or might be expected;

or,
(i) arepetition of incidents leading to a serious risk to human health;
or,

(iif) a suspicion or indication of biological or chemical terrorism or important
radio-active contamination.

Article 13
Role of the crisis unit

The crisis unit shall be responsible for rapidly developing, coordinating and
implementing a crisis response strategy, including its communication aspects. Once
the source of contamination is identified, the crisis unit, with the assistance of EFSA
and other experts where needed, shall coordinate the traceability investigation (back
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and forwards), as well as closely follow-up the withdrawal and recall of the products
if the affected food/feed has been distributed among several Member States.

Each Member State involved shall be responsible for the implementation of the
traceability investigations, withdrawals and recalls on its territory.

Article 14
Practical procedures for the crisis unit

In order to carry out the tasks laid down in Article 57 of Regulation (EC) No
178/2002 and further detailed in Articles 8 to 10 of this Decision, the procedures
provided for in Chapter V of this Decision shall apply accordingly.

The members of the crisis unit shall be continuously available during the crisis.

Article 15
Composition and operation of the crisis unit

The crisis unit shall be composed of the members of the network of crisis
coordinators (or their alternates) from the Commission, the EFSA, at least from the
Member States directly concerned and, if required, specialised representatives of the
Commission, EFSA, ECDC and, when relevant, other Union agencies and the
Member State(s) directly concerned. Communication specialists of the relevant
bodies at national and Union level shall also be part of the crisis unit.

The crisis unit may also consider consulting other experts or the whole network of
crisis coordinators, if necessary for the management of the crisis, and may request
permanent or ad hoc assistance from specific experts.

The Commission's crisis coordinator (or his/her alternate) shall chair the crisis unit.
He/she shall ensure the smooth operation of the crisis unit and the distribution of
tasks amongst members, taking into account their competence. As soon as the crisis
unit is set up, the Chair shall invite members of the crisis coordinators' network for a
first meeting.

The Chair shall ensure coordination between the work of the crisis unit and the
decision-making process. He/she shall be assisted by the appropriate technical
expert(s) of the concerned technical unit(s) in the Commission.

Crisis coordinators from affected Member States shall ensure participation in the
meetings, audio- and video-conferences of the crisis unit in terms of availability,
expertise and level of responsibility. EFSA, ECDC and the concerned EURL shall
provide scientific and technical assistance within their competence as necessary.

The crisis unit shall be responsible for maintaining close contact and information
sharing with the concerned stakeholders.

The crisis unit shall be responsible for the preparation of the coordinated
communication strategy towards the public and in particular on setting evidence-
based messages in real-time.

The Commission shall provide sufficient secretarial support for organising meetings
of the crisis unit (e.g. drafting of minutes and other administrative needs) and make
available to the crisis unit the human and material resources necessary for its smooth
operation (e.g. meeting rooms, means of communication, etc.). The crisis unit shall

EN



EN

use the technical arrangements in place for the existing alert networks to
communicate or disseminate information, particularly to distribute requests for
information and to collect this information.

Article 16
Resolution of the crisis

The procedures laid down in Articles 14 and 15 shall remain in place until the crisis is
resolved.

Following consultation with the crisis unit, the Commission shall decide whether the crisis is
fully resolved or may be downgraded to an incident needing only an enhanced coordination at
the Union level. If so decided, all members of the crisis unit shall be informed on the
resolution.

In addition to information submitted through RASFF about affected products and measures
taken, the Commission may ask Member States to provide information through ECDC on new
human cases to assess trends and decide on the resolution of the crisis.

Article 17
Post-crisis assessment

A report shall be drawn up by the Commission at least after each situation requiring the
setting up of a crisis unit, setting out a post-incident assessment, including a consultation with
those involved and other relevant stakeholders.

In light of the assessment, a meeting of all crisis coordinators shall be held to identify
potential lessons learned and where appropriate, highlight any necessary improvements
required in relation to the operational procedures and tools used in crisis management.

Chapter V
INCIDENT MANAGEMENT PROCEDURES

Article 18
Main practical procedures

The Commission's coordination of the management of an incident by the relevant service
shall consist of, as appropriate:

@) analysing the data submitted through the appropriate rapid alert system (RASFF
and/or EWRS) to detect situations referred to in Articles 10 or 12;

(b) when situations referred to in Articles 10 or 12 are detected, identifying data gaps
and requesting Member States or stakeholders to submit additional information
through the appropriate rapid alert system and carrying out a tracing back and
forwards of implicated food and feed,;

(c) organising video- or audio-conferences with concerned Member States, Union
agencies (EFSA, and where relevant ECDC and other assessment bodies), relevant
European Reference Laboratories (EURL), experts, including the network of crisis
coordinators referred to in Article 5, and supplemented by food safety and public
health representatives, if needed,
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(d) coordinating an initial assessment of the public health impacts with Member States
and the Union agencies;

(e) coordinating communication lines and actions between the Commission, Member
States and EFSA and where relevant other Union agencies, trade partners and other
relevant stakeholders;

0) deploying on-the-spot experts missions when necessary to support the investigations.

(9) according to the situation, using a part or all the network of crisis coordinators to
collect and distribute information and to coordinate the relevant actions mentioned.

Article 19
Supplementary practical procedures

In addition, a number of supplementary procedures and tools shall be developed by the
Commission jointly with EFSA and, where relevant, ECDC, in order to support the resolution
of the incident as quickly as possible, and limit its public health impact. Those procedures
may include, in particular:

@) a rapid characterisation and quick identification of sources of outbreaks by the
maintenance and use of a data base on molecular testing of pathogenic agents
detected in humans, animals, food and feed,;

(b) in case of biological risk, joint rapid outbreak assessments by EFSA and ECDC
according to an agreed standard operation procedure;
(c) a framework for quick chemical risk assessment by EFSA,;
(d) procedures to monitor the effects of actions undertaken.
Chapter VI

COMMUNICATION

Article 20
Transparency and communication

Specific confidentiality rules provided for in Article 52 of Regulation (EC) No 178/2002 shall
apply to the exchange of information carried out under the RASFF. When a risk is detected,
the communication shall mainly address, proactively and reactively, questions raised by the
press, public or trade partners on the hazards detected, the risk posed and the measures taken.

Article 21
Communication strategy during all incidents

1) During an incident, clear, targeted and effective information to the public on the
assessment and management of the risk, including the uncertainty, shall be
coordinated by the Commission as part of the response. Information to the public
shall be timely, sound, reliable and coherent between the Union and its Member
States. The Commission, EFSA, ECDC and Member States shall coordinate their
communication in a transparent manner to avoid misaligned messages and
conflicting information.

10
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()

3)

(4)

()

(6)

(1)

)

As part of the coordination, the Commission, EFSA, the ECDC, in cases involving
the latter's specific competence, and the Member States shall inform each other in
advance of intended announcements relevant for them and involved in the process
(e.g. through audio-conferences). In addition, the Member States shall immediately
inform the affected food business operators, when reliable evidence on the possible
source of an outbreak has been collected.

The Member States shall be informed through their crisis coordinators in order to
ensure consistency as regards risk communication. The Commission shall keep the
Standing Committee for Plants, Animal, Food and Feed and the Health Security
Committee informed on the management of the crisis and its communication
strategy.

The WHO International Network of Food Safety Authorities (INFOSAN) shall be
used when trade from or to third countries is affected by the hazard involved without
prejudice to the need for additional bilateral exchange of information with trade
partners and competent authorities in third countries.

The Commission and the Member States shall provide additional information to
relevant international organisations such as the World Health Organization (WHO),
the World Animal Health Organization (OIE) and the Food and Agriculture
Organization of the United Nations (FAO) as appropriate.

Detailed tasks on crisis communication within the network of crisis coordinators are
laid down in Annex I.

Article 22
Specific communication strategy by the crisis unit

In case of a situation requiring the setting-up of a crisis unit, the crisis unit shall
coordinate communications and immediately develop a specific communication
strategy in order to keep the public informed about the risks and the measures taken.
The Commission shall prepare a standard template for such strategy. The
communication strategy shall identify key messages for the main target audiences
and the key communication means to distribute them.

Using the practical procedures referred to in Chapter V, the communication strategy
shall aim at informing the public and economic actors including trade partners in
food through:

(@) consistent and coordinated messages;
(b) effective communication on the risks;

(c) stressing the ongoing investigations and precautionary measures when the
source is uncertain;

(d) the provision of reliable evidence (results from analyses, epidemiological
evidences, etc.) supporting the positions and measures taken;

(e) the provision of reassurances regarding the safety of products not implicated in
the crisis including by clear information on the type(s) of affected product(s)
and vis-a-vis those that are unaffected;

()  the provision of messages on successful measures and results achieved based
on reliable evidence: e.g. identification and withdrawal of affected batches as a
result of effective investigation.

11
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3) The Member States directly concerned by the incident, and members of the crisis
unit, shall make all efforts to ensure that their communication actions are consistent
with the communication strategy adopted by the crisis unit.

4) The communication strategy shall include establishing appropriate contacts with the
non-Union countries concerned in order to provide them with clear, precise and
coherent information on the evolution of the management of the relevant crisis.

Chapter VIl
FINAL PROVISIONS

Article 23
Multi-annual plan

The Commission shall draw up before the end of 2018 a 5-year plan to implement the general
plan, to be updated every 5 years thereafter based on identified needs.

Article 24
Repeal
Commission Decision 2004/478/EEC is repealed.

Article 25
Entry into force

This Decision shall enter into force on the twentieth day following that of its publication in
the Official Journal of the European Union.

Done at Brussels,

For the Commission

On behalf of the President
Vytenis ANDRIUKAITIS
Member of the Commission
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