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AF: Advisory Forum of EFSA
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Summary

Member States have protocols to assist in the response to a food crisis. The general aims
are to optimise the management of the crisis, minimise health and economical damage
and provide adequate information to consumers. Given the diverse nature of Member
State national food safety systems within the EU, the harmonisation of response plans for
food crisis including common general guidelines would be highly beneficial.

This report is aimed at sharing experiences and perspectives of eighteen organizations
from seventeen Member States regarding their management and communication pro-
tocols. In doing so, it also provides greater transparency to these protocols encourages
harmonisation, uniformity of actions and will assist in improving information to consumers
through more effective communications policies.

To gather the information from the Member States, the working group devised a tem-
platequestionnaire that in a structured way includes the multiple steps of the three as-
pects of risk analysis aspects of a food crisis, Risk Assessment, Risk Evaluation and Risk
Communication. The analysis of this information collected and the sharing of experiences
and perspectives of the different member estates lead the Working to group to draw
some conclusions and make recommendations for the management and communication
process during a food crisis.

Introduction

A Food Crisis can have severe impacts on health. It may also cause social alarm and have
a negative impact on economic operators. It is therefore vital that, before it occurs, agreed
procedures are in place to ensure optimal management, guarantee minimal damage and
provide adequate and clear information to consumers.

Recent events in the European Union, such as the E. coli outbreak in Germany and
France, worldwide dioxins scandal or even the horsemeat case, clearly point to the need
for protocols to be in place that can guarantee that food crises are managed following
universally recognised criteria.

In practice, many of the EU Member States have documented plans for risk assessment,
management or communications during food crisis episodes. However these plans or
protocols are of different types may be integrated within national contingency plans,
consist of national management protocols or SOPs. In some cases they may not exist.

Protocols for food crisis situations assist Member States in the implementation of
procedures or national intervention plans that are in keeping with the three aspects of risk
analysis during a food crisis. Since Member States have rather diverse national food safety
systems, some harmonisation with common general guidelines would be highly beneficial.

Objectives

This working group was arranged for the exchange of experiences, points of view and
current protocols and practices in the management of food crisis. The result of this
exercise was to provide a view of good practices, useful ideas, sharing of documentation,
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suggestions and recommendations to dealing better with these situations. Sharing

experiences and perspectives regarding this type of protocols adds transparency, which
among other aspects encourages uniformity in actions. The consumer should benefit from
this transparency as it should assist in the development of more efficient and effective
communication during times when there is intense focus on official control systems and
the actions of competent authorities.

Terms of reference and methodology
Terms of reference

The work was performed by an analysis and gathering of knowledge regarding the
assessment, management and communication protocols that Member States use during
food crises and the establishment of a framework that allowed sharing perspectives on
different aspects of protocols and experiences in the implementation and execution of the
above-mentioned protocols.

The group considered the relevant existing legislative basis as follows:

» Regulation (EC) No 178/2002 of the European Parliament and of the Council, of 28
January 2002, laying down the general principles and requirements of food law and
establishing the European Food Safety Authority (OJ L 31, 01.02.2002).

» Regulation (EC) No 882/2004 of the European Parliament and of the Council, of 29
April 2004, on official controls performed to ensure the verification of compliance with
feed and food law, animal health and animal welfare rules (OJ series L 191, 28.05.2004).

« Commission Decision 2004/478/EC, of 29 April 2004, concerning the adoption of a
general plan for food/feed crisis management (OJ L 160, 30.04.2004).

Also, in order to conduct the analysis, internationally recognised guidelines and basic
principles were used, analysing whether different aspects such as the following are taken
into account:

* uniformity of action

» streamlining of decision making

e proportionality and transparency

« collaboration and coordination of all parties involved

* responsive and defined flow of information

* communication standards

« consideration of legal requirements

 use of precautionary and uncertainty management principles.
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Working Group Members

Participants in the working group of crisis management
Chairing and coordination of the work: Spanish Agency for Consumer Affairs, Food Safety and
Nutrition (AECOSAN). SPAIN
Country Institution Country Institution
BELGIUM Federal Agency for the GREECE Controls Directorate. Hellenic Food
Safety of the Food Chain Authority
(FASFC)
BULGARIA Bulgarian Food Safety IRELAND Food Safety Authority of Ireland
Agency (FSAD
CROATIA Veterinary and Food Safety | ITALY Directorate General of Food Hy-
Directorate. Ministry of giene Safety and Nutrition Ministry
Agriculture of Health
CYPRUS State General Laboratory NETHER- Food and Consumer Product Safe-
Food Safety Council. Minis- | LANDS ty Authority (NVWA)
try of Health
DENMARK Danish Veterinary and Food | POLAND Chief Sanitary Inspectorate (GIS).
Administration. Ministry Ministry of Health
of Food, Agriculture and
Fisheries
ESTONIA Veterinary and Food Board, | SPAIN Spanish Agency for Consumer
Ministry of Agriculture Affairs, Food Safety and Nutrition
(AECOSAN)
FINLAND Finnish Food Safety SWEDEN National Food Agency
authority (EVIRA)
FRANCE French Agency for Food, UNITED Food Standards Agency (FSA)
Environmental and Occu- KINGDOM
pational Health & Safety
(ANSES)
GERMANY (a) Federal Institute for Risk
Assessment (BfR)
(b) Federal Office of Con-
sumer Protection and
Food Safety(BVL
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Work Chronology

e Establishment of the working group (WG) (electronically prior to the acceptance of
these Reference Terms by the different interested MS).(February 2013).

» Start-up meeting in Madrid to determine the work to be done and design of the survey
methodology, timetable, deliverables, roles and responsibilities, and the format and
content of the planned report. (March 12th, 2013).

« Distribution of questionnaire and information request to the MS (March 25, 2013).

» Receipt of survey results and information (up to May 24, 2013).

¢ Elaboration of the draft report and its presentation in the HoA meeting (June 21%,
2013).

* Final meeting of the Working group (October 7th 2013).

* Proposal for approval in the meeting of HoA (3@ December 2013).

Summarized questionaire information

Completed gquestionnaires were received from 18 organisations representing 17 Member
States. The results of the questionnaires were analysed and are summarised as follows:

Protocols

What are the regulatory documents in your country/authority for assessment,
management and communication in case of a food and feed crisis?

In general, with the exception of two, all MS participating in the working group have
some formal document for the risk assessment, management and communication in
food or feed crisis. MS. While they use different types of documents (e.g. cooperation
agreement, national crisis plan, protocols, standard operating procedures, contingency
plans, legislation); all have a common goal, which is to properly manage these special and
complex situations.

In addition, the territorial scope of the documents can differ depending on the
organizational structure of food safety controls of the MS; therefore the scope can be
national, regional or local.

Do you have separate organizations for risk assessment and management?

Five MS have, within the same institution, two aspects of the risk analysis - assessment
and management. In ten MS there are different institutions in charge of evaluating and
managing risks. (See BfR EU Food Safety Almanac! for further information).

In many of the cases, where assessment and management belong to the same
organization, the possibility of additional support and further consultations on risk
assessment by other organizations is mentioned.

Thttp:/www.bfr.bund.de/cm/364/eu-food-safety-almanac.pdf
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What is your opinion on the Commission Decision 2004/478/EC?

Ten of the seventeen MS responses agree that the Decision sets out the general principles
for managing food and feed crisis and is a very useful tool for MS in helping them to
develop their own plans for crisis management. One MS actually uses the Decision as the
only protocol during crisis situations without major modifications. Another one contended
that there is a need to clarify when the Decision has to be activated during the crisis. It
is thought that the Decision addresses the European level without emphasizing or taking
into account the complexity of different food safety organizational structures at national
level.

Six MS point out that the Commission has never declared a crisis or used the rules
outlined in the Decision during a crisis situation. Moreover, due to the fact that there is a
lack of experience within the EU of using the guidelines of the Decision, some MS stated
that it is too generic, such as the definition of “crisis”, and difficult to know if further
modifications or improvements will be necessary.

Do you differentiate between crisis management protocols and contingency plans?
Which one do you have?

According to the responses, most of MS do not differentiate between these two concepts.
Ten MS do not establish specific differences between the two types of documents, six
WGM make differences and two WGM mention that a contingency plan is included within
their protocols.

Pre-crisis incident

Do you have a classification of pre-crisis incidents? If yes, please
describe it further.

Three of seventeen MS have a classification of a pre-crisis incident. One of these describes
four types in its national manuals: notification, incident, serious incident and crisis. The
second classifies incidents in three increasing level of seriousness. The third includes an
incident definition agreed with different stakeholders and classifies its incidents as low,
medium or high including a definition of these terms.

Another MS defines preliminary activities and criteria for the activation of its crisis
management plan. These preliminary activities include gathering information for the
purpose of determining: natural hazards; time and place of the incident; population that
might be exposed; scope and complexity of the risks; potential for greater implications;
data on the quantity, distribution and availability of food or feed consumers).
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Definition of food crisis

What do you consider key factors for triggering or defining a
Crisis?

There is not a clear definition or concept of the nature or concept of a food crisis. Only one
MS defines crisis according to the definition in 2004/478/EC. One MS (FSA) has a very
elaborate matrix for the classification of incidents, with an added feature of “Triggers” in
order to identify the potential of the incident to become a crisis. The principal key factors
include in the definition of food crisis are listed below.

Two MS do not differentiate a crisis from an alert and only mention the presence on the
market of food that poses a serious risk to the population as a difference.

Figure 1. Food Crisis Triggers
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In general all MS agree that a Food Crisis implies a situation that causes strong public
concern, also the territorial and food chain spread of the risk is widely mentioned, followed
by economic impact, emerging risk, controllability, nature of the risk, severity....

Some other factors are mentioned as: the fact that creates uncertainty, political impact or
threat to important goals.

Do you include public perception as a Key factor?

All MS agree that public perception could trigger a crisis situation and it should therefore
be included as a key factor.

Sharing Protocols, Experiences and Knowledge on Management and Communication during Food Crisis



Do you take fraud into consideration as a key factor?

Six MS take fraud into consideration as a key factor, with no further considerations.
However nine MS state that in order to take it into consideration, a link with food safety
should be proven. Two MS consider that this should be a case by case decision.

Should fraud issues be included within the RASFF?

Most of the MS (14) agree with the inclusion of fraud issues within the RASFF. However:
Three MS make some conditions, for example the spread to other Member states, or just,
in case of no other suitable alternative.

One MS strongly disagrees, while two members of the MS consider inclusion only when
food safety could be or is expected to be compromised.

The reasons for the inclusion are mainly RASFF’s best points as speed, efficiency and
efficacy of the system, also the possibility of having a link with food safety and finally also
the fact that no other tools are available at the moment.

Crisis declaration: national/european level
and crisis information channels

How do you incorporate risk assessment to crisis consideration?

All Member States value the need of risk assessment in order to consider an incident as
a crisis; some incorporate it in their protocols, although the way they do it in nine MS is
not well defined. Two MS have Risk Assessment independent bodies and rely on them
when considering a crisis situation, four MS include their scientific committee within the
protocol of crisis management and two MS will contact “ad hoc” specific experts.

Do you consider asking EFSA for help during the initial risk
assessment?

All MS consider the value of using EFSA’s risk assessment tools and networks. Using EFSA
directly is not mentioned except by one MS that recognizes that EFSA was used during
a recent food crisis (FSAID). EFSA IEP, networks, AF and even EFSA scientific support
within the scope of RASFF are mentioned as ways of using EFSA for the initial RA. France
and Germany, both with independent Risk Assessment bodies, do not acknowledge EFSA
help for this task and they rely on their own initial risk assessment, they will not use EFSA
within this scope, due to time constraints.1 MS (Sweden) considers asking EFSA for help
during a crisis.
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What information channels (RASFF or others) do you take into
consideration? Do you consider media as a channel?

There is a large variety of information channels that are taken into consideration; the
most mentioned are listed below. RASFF and INFOSAN are the most frequent information
channels that MS consider.

Figure 2. Information Channels
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A wide array of channels are mentioned at least by one MS: ECDC, FVO, OIE, RAPEX,
SCOFCAH, SIENA, Law Enforcement Bodies, and third country competent authorities,

There is a broad consensus for considering media as a channel for information: fourteen
MS use this source of information that they consider valuable, noting that it is often
“the fastest and the most important channel”. Nine MS mention the need of having this
information verified by official sources and three organizations do not mention any need
of verification. Three MS do not trust media as a reliable source of information.

Do you have a single competent authority for declaring the crisis?

With two exceptions, all of the MS represented by the WGM have a single competent body
which can declare a food crisis. This body varies according to the MS and its organizational
structure. In addition, all countries recognize the need to coordinate their response with
other authorities. In cases when the crisis becomes of a very serious nature, some other
organizations may take over the declaration. Also in some MS food and feed have different
competent organizations and as such the declaration of crisis (see BfR EU Food Safety
Almanac)?.

2http://www.bfr.ound.de/cm/364/eu-food-safety-almanac.pdf
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Protocol activation

How do you manage several competent bodies for protocol
activation?

Although a single competent authority for declaring a crisis is usually established, most
of the MS describe several ways of collaboration for protocol activation. This is due to
the fact that in the majority of the cases the handling of crisis involves different bodies or
territorial authorities (regional) and they could also be or appear to be of different nature
or origin. This collaboration relies on: working procedures, crisis management documents,
inter-agencies protocols, cooperation agreements, national crisis headquarters or
incident response protocols. When written collaboration protocols are not in place, MS
will rely on efficient two-way communication, communications networks, agreements, and
coordination with federal or regional authorities.

At what moment/stage or in what circumstances would you like or
have asked to the Commission to intervene?

There is a general agreement on this. All MS state that they would like the Commission to
intervene as stated in Decision 2004/478/EC- section 3 and points 2.1 or 2.2:

“Serious risk: the situation involves a serious direct or indirect risk to human health and/
or is perceived or publicized as such or can be perceived and/or publicized as such the risk
is spread or could be spread by a large part of the food chain it is highly likely that the risk
will spread to several Member States and/or non-Community countries.

Potential risk: the risk is potential but could evolve into a serious risk which is unlikely to
be prevented, eliminated or reduced by existing provisions.”

The principal reason mentioned to ask Commission intervention is the spread of the
incident to other MS and also in cases of unethical conduct between MS.

Most of MS would like the Commission to take a role in the harmonization of the
responses, information and coordination. Two MS mention that the Commission should
also intervene in the management of the crisis however; another MS states the opposite
that no direct management should be done by the Commission, as this is the remit of
individual MS.

Do you think crisis and communication protocols should be further
harmonized at European level?

All MS with the exception of two believe that further harmonization at European level is
advisable. Although there is a general agreement on this point, the different competent
authority structures in place across MS in relation to food and feed law may complicate
the issue. Two MS suggests that some degree of harmonization could be of value. Some
alternatives are provided as:

» Setting of common minimum elements;

» Design of guidelines following Decision 2004/478/EC;
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* Food crisis exercises;

* Establishment of common terminology and definitions, such as “crisis situations” in
opposition to an “emergency situation” or some other incidents;

* Sharing best practices and definitions would be of interest in particular for the
documentation of the management decisions;

* Sharing of knowledge of lessons learned during past food and feed crisis.

All MS should ensure they have established protocols on place.
Also MS suggest that a common platform for sharing experiences, discussions,
intelligence and information should be facilitated at European level.

Crisis management

Do you have different protocols according to different type of
crisis?

Most MS with established protocols (14) acknowledge having one single protocol. Three
MS mention having separated protocols for food and feed.

Within the same basic protocol, some MS mention different operational approaches
according to the crisis; a unique horizontal contingency plan that contemplates different
specific case based protocols is mentioned too. One MS describes having different
protocol to deal with crisis of animal origin as stakeholders can be different. Also in terms
of the severity of the crisis some MS differentiate slightly and have different protocols
activated either by emergencies or by crisis.

One MS (FSA) has a very clear and protocol based on and differentiated by the severity
and complexity of the incident.

Another MS (FSAI), has a single protocol, which describes very detailed interagency
arrangements for the management of food crisis that ensures involvement and coordination
of different agencies.

Do you have a single competent body for the management of the
crisis?

Although the declaration of the crisis is, with one exception, the competence of a single
body, four MS declare not having a single competent body for the crisis management
itself. Eleven MS declare having a single crisis management body, although some aspects
could be managed at local level (2 MS) or by a leading agency (Ireland).

In the case of Germany, Italy and Spain, three MS with a decentralized political
organization (Landers, Regions or Autonomous Communities), the management of the
crisis will take place at those levels. However when the crisis involves more than one
region, the central competent authority will coordinate the management.
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How do you manage several competent bodies for crisis
management?

In general, the responses are similar to those given for question 5.1 (Protocol activation),
although for crisis management, this task could be shared with other competent bodies
more frequently (at least four MS have more than one).

In the case of shared management, several ways are described: emergency and
contingency plans, cooperation, coordination and a clear distinction of remits and tasks,
establishment of national and regional crisis headquarters.

Some pointed out the need to establish more coordination between other organizations
in the case of food crisis related to other sources such as bioterrorism, natural disasters,
and food fraud (e.g. horsemeat incident).

How do you manage coordination between activated interfaces
(EWRS, RASFF, Consumer bodies etc.)

Most of the WGM do not acknowledge the need of any additional coordination between
RASFF and INFOSAN, in many cases because the national contact points for these systems
are located in the same organization.

In addition to these comments, 40 % of the MS mention other ways of collaboration
and coordination based on agreements, written protocols, crisis management team,
regulations and coordination meetings “as needed”, and also RASFF as a coordination
tool with the regions. However none of these coordination tools are specifically designed
for communication.

Most of MS express the need of further coordination between the health (EWRS) and
food safety authorities.

Do you think it is necessary to create a crisis management
committee/unit? If yes, describe composition

It is generally agreed that a crisis management committee or unit is necessary and this
is resolved in different ways by the MS. In seven MS (this committee is created “ad hoc”
either in their protocol, by signing an agreement or because it is included in the SOP’s.
In the case of four MS, the need to create the committee is not mentioned as it is already
integrated in the structure of the organization. One MS describes that the role of the
management committee is assumed by the risk assessment and management organization
and three MS do not define the way to create this committee.

Do you consider constituting supporting units to the crisis
committee?
All MS, with the exception of one, utilise some supporting units/task forces to the crisis

committee. These units or experts (as for instance scientific committees) could already
be present in the organizations, in which case no need for making special arrangements
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is recognized, or they can be expressly created in a crisis situation in accordance to the

crisis protocols and plans at hand. The type of supporting units may differ (e.g. public
health experts, risk assessors, legal expertise, chemists, administrative, communications
or analytical support), but the most common is scientific support.

Do you consider a risk assessment/scientific support unit?

See the reply above, all MS at some degree consider the need of scientific support, either
external or internal, “fit for purpose” or already existent within the MS.

Do you consider laboratory support?

All MS, with the exception of two, consider laboratory support to assist the crisis
committee. This laboratory support could be facilitated by the network of official control
laboratories or National/European reference laboratories. In two MS, National Reference
Laboratories take an active part in the multi-annual control programs and also in the
monitoring/surveillance programs on risk basis and/or precautionary principles. The
scientific support to a crisis management committee can have an added value for a holistic
approach (e.g. analytical method used, range of uncertainty and specificity of method, the
analysis of more samples from other sources, supportive traceability methods). One MS
has the National Reference laboratory activities at the same organization and Laboratory
department gives support during crises.

Do you have a protocol for coordination with EURL, NRL, official
control laboratories?

Eight MS have protocols for coordination between different laboratories (EUR, NRL,
official control labs,). One MS has a protocol of cooperation between the laboratory and
the competent authorities; in this protocol the specific objectives of testing are described.
Eight MS lack this kind of protocol, one of which refers to the need for maintaining close
cooperation as defined in the relevant EU legislation. One MS considers that there is a
general routine for this matter in its crisis plan.

How do you assess the efficacy of the management measures
taken (health area, other competent authorities....)? Can you
describe the indicators used to monitoring the crisis?

There is no general agreement on this issue; two MS mention having monitoring and
assessment included in their crisis protocols without giving further details. Two MS
mention the need of using third parties or enforcement bodies.

In terms of indicators used to assess the efficacy of the crisis management, five MS
have not defined these parameters, one MS has no criteria and the rest of the MS define
different parameters depending on the nature of the incident and its trigger. The principal

Sharing Protocols, Experiences and Knowledge on Management and Communication during Food Crisis



parameters taken into account are the following: number of cases of human illness (the

majority of the MS), detection of the cause, identification of the food hazard on the market
and performed controls. The fact of having EU harmonised criteria for assessing efficacy
is also mentioned

Two MS remark on the relevance of the interaction with the media, the industry and
the consumers. They mention the following indicators: adequate responses to media and
consumers queries, communications to consumers and politicians. In addition, reputation
and credibility are seen as good management indicators. One MS mentions that it carefully
follows the epidemiological investigations, together with the public health authorities.

Do you have an established mechanism for closing the crisis? On
what basis? Do you specifically communicate the closing of the
crisis to the media?

Almost all MS (sixteen) have mechanism in place (or are in the process of including it) in
their national protocols for closing the crisis. Of these, eleven MS communicate the closing
of the crisis to the media and four MS will communicate this aspect depending on the type
of the incident. One MS mentions not to have a specific procedure for closing the crisis.

Lesson learned

Once the crisis is closed, do you review the management? If yes, is
it an internal, external or independent review?

Almost all MS (fifteen acknowledge the importance of assessing the management of the
crisis and in some cases this review is included in their protocols. Two MS mention that a
review is not always carried out post the event. Two MS do not have this kind of practices,
and one of them suggests it would useful to have a harmonized standard to perform the
review.

Ten MS consider the use of an internal review; an eventual external evaluation is taken
into consideration case by case.

Do you include observers through management of the crisis?

The majority of MS do not include observers. Only one mentions the possibility of using
them in the case of high level incidents

Do you consider making follow up recommendations after the
crisis?

All WGM consider that it is necessary to make follow up recommendations.
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Do you consider writing and communicating the report of the
internal review and follow up recommendations?

Twelve MS agree with the need of a written report and also with its communication. The
rest are not in favour of it, or have the decision depend on the risk or on the existence of
a request.

Do you assess the impact of your communication policy?
Eleven MS do not consider doing any assessment of the impact of the communication

policy. The MS find it important to specify that such an assessment can be performed
through social media and consumer research.

Communication
Do you have a specific protocol for crisis communication?

TenMS have somekind of protocol, guidelines or documentsrelated to crisis communication.
They can be included in their crisis protocols or contingency plans. The rest of the MS rely
on EFSA guidelines, get the assistance of external communication experts, describe the
basic elements of crisis communication in their management plan or do not consider that
this is needed.

What is the communication channel you consider more valuable
(TV, press, web page, social media....)?

The most favoured communication channel is internet pages followed by social media, TV,
print press. Radio is the least favoured.

Table 1. Communication Channels

The best Very good Good Acceptable Not efficient?
TV 4 5 (0] 3 2
Press 4 6 3 3 0]
Radio 2 4 5 3 (0]
Web page 8 1 1 1 3
Social Networks 7 3 0 4 0]
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Figure 3. Classification of the value of the communication channels
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Do you use social media (Facebook or Twitter)? If so, describe
further your experience.

Eleven MS declare not using these media. The rest acknowledges using social media to
some extent, mainly for following up public opinion on how the crisis is managed. The MS
that use social media assign their effectiveness to their “real time” capacity of evaluation
and their close connection to the consumer.

Do you use one or several designed spokesperson for crisis
communication?

If several, describe them. Do you use communication professionals?

All MS recognize the importance of having designated spokespersons during the crisis,
but only eight MS use a single spokesperson.

MS use different designated spokesperson: Directors of Agencies, Ministers, Experts,
technical staff or heads of Communication Units. Only 33% of them are communication
professionals.

Have you used or intend to use EFSA communication guidelines?

Although all MS acknowledge the usefulness of EFSA communication guidelines for general
communications skills, the majority do not consider them suitable for communications
during crisis situations. However, eight MS incorporate at least some of the principles
of EFSA communication guidelines within their communication guidelines/protocols for
crisis situations.
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When do you think the consumers should be informed during the
Crisis?

All MS agree that within a crisis situation the communication to consumers should be
done as soon as possible and where necessary at all stages of the crisis. According to
some MS, this communication should be transparent through the whole process and pro-
active before serious incidents become crisis.

Key considerations during management
How do you handle uncertainties during crisis situations?

No specific management tools are provided, with the exception of the precautionary
principle pointed up by four MS. France and Germany, through their Risk Assessment
Bodies, indicate that uncertainties in crisis situations should be taken into consideration
in the same way as in peacetime and Germany consequently refers to risk assessment
guidelines. One MS considers that it is important to inform about crisis and make an
evaluation through the journalist, to show them the uncertainties and try to be open and
respectful about them.

Could you provide us with your experience or thoughts on the use
of the precautionary principle?

In general the precautionary principle is seen by MS as a necessary aspect during crisis
situations. In most cases no recent experiences were pointed out and five MS declared
that they have never use it or did not specify. Three MS specifically mention that recall or
other measures should only be done when there is a risk.

Two MS indicate that the precautionary principle was recently used and temporary
recommendations were made based on the initial results. In the 2011 EHEC crisis, taking
into account the precautionary principle, the German authorities issued a temporary
recommendation based on the first results of a study and subsequently specified certain
vegetables (cucumbers and other) as possible risky. The recommendation was drawn
back when it became clear that fenugreek seeds caused the disease and fatalities.

Italy mentions that immediately after the Fukushima nuclear incident and before the
EU specific programme was arranged, it was decided to test 100% of food and feed
consignments coming from Japan for radioactivity.

What do you think is the role of EFSA in a crisis situation?

All MS recognize the value of EFSA during crisis. However, some point out that EFSA’s role
should only be supporting MS with the risk assessment and not getting involved in the risk
management. MS add some possible other roles for EFSA in crisis as: harmonization of
risk evaluation in crisis in order to facilitate management responses from the Commission;
rapid risk assessment, provide specific experts if MS require it, direct support to a single
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MS if this is required, coherent/coordinated assessment at national and European level,
and the work of EFSA staff in a task force during crisis.

Other suggestionsinclude putting in place more rapid and easier consultation procedures
with MS.

Additional questions

Fourteen MS answered the additional questions

* Have your organization experience in the management of a food crisis situation in the
last 10 years?
Twelve MS recognize having experience and only two acknowledge the lack of it.

* Have your organization activated a crisis management protocol in the last 10 years?
Twelve MS replay also affirmatively.

* Do you consider at this point revision of your current protocol?
80% of the fourteen respondents consider revision of their current protocols.

* Classify the need of improving the following different crisis stages
All MS consider at some point to review some of the different crisis protocol stages.

Figure 4. Need of improving crisis stages

Strongly considerer
Slighly considerer

Neutral

Slighly disagree

Strongly disagree

Incident Precrisis Crisis Protocol Manage- Commu-
activation ment nication

No MS considers the need for a major revision of their protocols; half of the MS do not
have an opinion. Some MS slightly or strongly consider for revision of communication (6),
management (4), pre-crisis (3) and incident (4) stages.
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Conclusions and recommendations

Protocols

The majority of the MS have a document to manage crisis, being an agreement, a protocol
or a contingency plan. The MS agree that Commission Decision 2004/478/EC is a valuable
tool to design their national management and communication protocols for food crisis,
but the fact that it has never been activated raises doubts about its practical use or
effectiveness. The need for more practical exercises on food crisis protocol activation
is mentioned, examples are the Aristaeus exercise and the EFSA rapid risk assessment
exercises.

In general, there is no clear differentiation between contingency plan and protocol and
therefore MS use these indistinctly.

Most of the MS mention experience in food crisis situation and the activation of crisis
protocols, however not many of these crises have taken place at EU level. This confirms
the need of better definition of the crisis triggers:

Although most of the MS consider revision of their crisis protocols, this revision is not a
priority and no specific stages are pointed out.

Precrisis incidents

The fact that a food related incident may or not become a crisis depends on several
factors. Three MS classify the incidents according to their seriousness, sometimes in
agreement with stakeholders. Another MS has set up preliminary activities in order to
assess the importance of the incident.

Recommendations

» To classify triggers in order to help defining border line situations between incidents
and crisis.

¢ To share existing classifications systems of MS.

Definition of food crisis

Point 2.1 of Decision (EC) 2004/478 describes in which situations and using what critical
factors the Commission should adopt emergency measures as described in articles 53 and
54 of Regulation (UE) 178/2002. However this has never applied in practice.

In general all MS agree that a food crisis implies a situation where there is strong public
concern and/or a wide spatial or food chain spread of the risk, followed by economic
impact, controllability, nature of the risk, severity....

Public perception is considered unanimously as a trigger for crisis situation and therefore
all MS agree that it should be taken into account as one of the principal key factors. There
is no general agreement to consider fraud as a key factor, although a majority will take it

Sharing Protocols, Experiences and Knowledge on Management and Communication during Food Crisis



into account when a link with food safety exists and most of the MS agree that fraud issues
can be included within the RASFF.

Recommendations

» To work on further defining incidents and triggers that will help assess borderline
situations between incidents and crisis.

* To work on public perception (e.g. outrage and anxiety) as this could trigger a
crisis without any public health risk present.

* To work on the management of fraud and food crisis, especially regarding the
identification of suitable management tools.

Crisis declaration: national/european level and crisis information
channels

The need of risk assessment when wanting to declare a crisis is generally recognized by
MS. However, the way they incorporate risk assessment is for half of them not well defined.
EFSA risk assessment tools are valued but not direct use of EFSA regarding the initial risk
assessment is considered due to concerns of time constraints. Official rapid alert systems,
RASFF and INFOSAN are considered as the most trusted information channels. There
is also a broad consensus for considering media as a valuable channel for information.
Declaration of the crisis is done mostly by a single competent body.

Recommendations

» To work in the area of communications between national agencies and the media
to provide accurate and timely information as it is considered as a major channel
of information.

» To consider media training for the nominated spokespersons in the MS.

* To improve the risk assessment at national and European level (EFSA) to help re-
solve uncertainties.

Protocol activation

A single competent authority that declares a crisis is usually established in the MS, but
when several authorities could be involved, most of the MS describe ways of collaboration
for the protocol activation. Interestingly, all MS agree that the Commission should
intervene more actively, taking a role in the harmonization of the responses, information
and coordination as stated in Decision 2004/478/EC. This is also considered in cases of
unethical conduct between MS.

Itis a general thought that further harmonization in protocols of crisisand communication
should be established at European level. Proposed alternatives are: the setting of
common minimum elements or the design of guidelines following Decision 2004/478/
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EC, establishment of a common terminology and common definitions, such as “crisis

situations” in opposition to an “emergency situation” or some other incidents.

Recommendations:

¢ To incite the Commission to take a greater role in terms of co-ordination of the
European response to a crisis.

¢ To further harmonise crisis and communication protocols across Member states
and at European level.

¢ To establish a common terminology and definitions.

Crisis management

Most MS acknowledge having one single protocol for crisis management at national level.
However, due to the organizational structure of each MS, for every other competent
authority involved a special protocol may be advisable in the special remit of the authority.
Within the same basic protocol, some MS mention different operational approaches
according to the severity or type of crisis.

Management of the crisis requires more coordination between bodies and competent
authorities than the crisis declaration. In cases of shared management several ways are
described: emergency and contingency plans, cooperation, coordination and a clear
distinction of remits and tasks.

Most of the MS feels that there is no need of additional coordination with RASFF;
however more coordination between Health and Food Safety authorities is desirable.

Laboratory confirmation is crucial in the establishment of the source of the crisis.
Therefore, all MS consider laboratory support and half of the MS have protocols for
coordination between different laboratories (EURL, NRL, official control labs...,).

In general MS do not have established protocols for the monitoring and assessment of
the management of crisis. No common tools or indicators exist to assess the efficacy of
the management measures taken. Some WGM feel that some harmonization of indicators
is advisable.

Recommendations

¢ To work on a system of “ad hoc” specialised classification of protocols that may
be more appropriate than the “all or nothing” approach, where it is not clear when
activate the protocol.

¢ To work towards more coordination between national organizations and regional
competent authorities.

« In relation to laboratory support, to delineate strategies for increasing capability,
access to labs, availability of methodology and access to established channels for
laboratory support.

* To encourage the establishment of a protocol and common indicators for assess-

ing the crisis management.
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Lessons learned

All MS recognize the importance of learning from crisis by assessing the crisis management
performance and in some cases these lessons are included in protocols. However, in
general no written report is elaborated. Most MS will consider internal but not external
reviews, also observers are usually not considered.

Recommendations

» To work on standardizing the crisis assessment reports/reviews.

» To promote transparency by the use of external observers, and also by publication
of best practice, developmental issues and recommendations of the reviews.

Communication

The majority of the MS have some kind of protocols, guidelines or documents related to
crisis communication. EFSA guidelines for risk communication are of value but MS feel
that are not suitable for communications during crisis situations. Although the use of
social media is valued, its use is not extensive.

All MS recognise the importance of having designated spokespersons during the crisis,
but only half of them use a single spokesperson. The use of communication professionals
is not extended nor valued.

All MS agree communicating to consumers as soon as possible and at all stages of the
crisis if this is necessary.

Recommendation

» To work on the harmonization and sharing of experiences on communication pro-
tocols for crisis situations at European levels, as well as individual Member states.

» To engage EFSA with MS in a more specific approach for risk assessment commu-
nication during crisis.

* To draw up general guidelines for the coordination of the communication policies
during crisis (Head of Agencies).

» To explore limitations, vocabulary and specialized formats for the use of social

media.

Key considerations during management

Managing uncertainty is a key aspect affecting all stages of the management of crisis.
However, no specific tools or handling skills are mentioned, with the exception of the
precautionary principle, for which in most of the cases no recent experiences were pointed
out. Two risk assessment bodies believe that uncertainties in crisis situations should be
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treated as in peace time. It is also suggested to work on communicating uncertainties.
The value of EFSA during crisis is recognized by all MS, but with the recommendation
that EFSA should avoid getting involved in risk management.

Recommendation

« To promote the organization of exercises using risks assessment and the
precautionary principle including EFSA, RASFF, EWRS, the Commission and some
other bodies.

¢ To analyse the convenience of setting up standard procedures for specific risk, as
scenario planning

» To develop workshops/common sharing sites in order to exchange documents and
experiences of value for crisis situations as FAO guidelines, Regulatory documents,
interagency coordination protocols, MS s crisis protocols and related documents.

Annexes

Annex I: Comprehensive questionnaire on food and feed crises.
QUESTIONNAIRE ABOUT CRISIS MANAGEMENT AND COMMUNICATION PROTOCOLS V5 25 03 13.pdf
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1. Introduction — scope — aims

Management of these alerts and crises calls for effective coordination between everybody involved in order
to meet essential safety requirements and legitimate consumer demands by circumscribing the adverse or
prejudicial effects on a given sector as far as possible. How such coordination should be organised is the
subject of this document.

Starting from this document, each country should prepare his specific document of coordination between the
various players affected by an alert or crisis (Cf. french document in annexe).

It is intended not as a substitute for the crisis-management structure or arrangements of individual firms but
simply to improve coordination between the various players affected by an alert or crisis: manufacturers,
importers, processors of raw materials used in the end product, distributors, central and local government.

There are three stages:

- The first consists of risk or hazard reporting, involving an assessment and an exchange of
information on the hazard between those concerned; this is the alert stage.

- The second stage consists of actual management of the non-conformity or crisis. It takes the form
of an exchange of information on measures to be taken, monitoring of these measures, and their
outcome.

- The third stage is the end of the alert or crisis.

2. Definitions

In order to avoid any misinterpretation our terminology must be clearly defined, in particular the following
terms:

e ALERT: Information which, if not acted on, may prejudice consumer health or safety.

e CRISIS: Situation of real or supposed risk (to health, safety or the economy) which may create
collective anxiety; such a situation is aggravated by sensitive circumstances; it requires urgent
action. The media dimension is sometimes an essential element of a crisis.

o WITHDRAWAL: Suspension of the marketing or distribution of a product.

e RECALL: Suspension of the consumption or use of a product or service by consumers.

3. Risk assessment.

Current legislation, in particular the Regulation (EC) No 178/2002 of the European Parliament and of the
Council of 28 January 2002 laying down the general principles and requirements of food law, establishing
the European Food Safety Authority and laying down procedures in matters of food safety, requires firms,
including distributors, to ensure the safety of their products. It is therefore their responsibility to establish an
effective self-monitoring mechanism for detecting any failures in their production systems or the safety of
products placed on the market, for receiving and handling complaints, etc.

These mechanisms may lead to identification of hazards which must be assessed in order to ascertain
whether mutual alert-notification procedures should be used, depending on which of the two following
situations obtains:

- The reported risk is not obviously connected with the product, arising rather from abnormal use of the
product with little likelihood of affecting many consumers, or the failing reported is relatively minor and a
simple remedy can be found. It is clearly in a firm's interest to keep documentary evidence of improvements





made after such risks have been reported. This is a matter for internal company management. The authorities,
when carrying out inspections, can note the improvements made and thus verify the relevance and
effectiveness of the management mechanisms which the firms have introduced.

- The reported risk is of a manifestly serious nature or arises from a non-conformity likely to constitute a risk
to human or animal health; a solution should therefore be found as soon as possible. In this case, notification
must be systematic and immediate. In order to gather all the relevant information for the parties concerned
and facilitate communication, use should be made of the progress sheet described in annexe 6.3. below,
which brings together all the information required to grasp the problem fully. The speed and relevance of
decisions almost always depends on the ability to analyse the situation and the accuracy of the information
thus collected. It is thus possible to avoid the risk of rumours which may damage a firm or the
implementation of successive measures which may give a bad impression of crisis management and foster
consumer suspicion.

4. Responsabilities

4.2 Industrial responsabilities

As laying down by Regulation (EC) No 178/2002 or Council Directive 93/43/EEC of 14 June 1993 on the
hygiene of foodstuffs and animal or animal origin foddstuff directives, food business operators have
responsabilities in traceability of food, recall and/or withdrawal procedures, reporting to the competent
autorities, internal (self) control, etc. They also shall collaborate with the competent authorities on action
taken to avoid or reduce risks posed by a food which they supply or have supplied.

4.2.1 Tracebility — Identification — labelling

Professionals of the food sector shall have set up a good traceability of their products in order to be able
constantly to locate a product starting from its characteristics of manufacture or from information coming
from its providers. This system should include information available on the product (labelling) so that these
products are easily identifiable by the supervising authorities and the consumers.

4.2.2 Recall / Withdraw procedures.

Professionals should have worked out procedures of recall and/or withdrawal of the market of products in
order to be able to react quickly in the event of problem. Periodic exercises should be carried out in order to
check the good knowledge of the procedures by the employees and their efficiency. These exercises should
also make take part the supervising authorities in order to check the efficiency of the procedures of
coordination.

4.2.3 Internal (self) control

Professionals should have set up procedures of internal audits of the products for which they have the
responsibility. These procedures, founded on the principles of HACCP system, should allow quickly identify
any product presenting risks for the consumers.

4.2.4 Reporting

As of self-checking highlights a risk for the consumer, an evaluation of this risk should be realized (cf 3.).

When the assessment of the situation or occurrence demands, the alert is sent to the parties concerned
through a reporting framework in the form of a “progress sheet” (Cf. example in annexe.)





4.2.5 Solutions

The information sent in the progress sheet must be analysed in order to determine what action should be
taken to control the hazard in question.

The progress sheet may contain guidance on measures to be taken in order to control the hazard identified.
However, in the most serious cases, decision-making must be based on the following procedure.

4251 Choice of measures

The choice of measures to be implemented, such as withdrawal, recall or other action (closer monitoring,
etc.), is made after consultation between the authorities and the businesses concerned. In a real emergency, a
firm may of course undertake a withdrawal or a recall before this stage, in which case it must notify the
authorities as soon as possible, whatever the circumstances, using the fields for this purpose in the progress
sheet.

Once the necessary measures have been decided upon, they are communicated to all concerned,
accompanied by an updated version of the initial progress sheet.

4252 Product withdrawal

Withdrawal of products from the market (apart from the question of recall) is a frequently used procedure,
even in the absence of a definite serious and immediate danger, since firms tend to adopt an attitude of
caution. It very seldom causes problems between business and government in the course of managing alerts
and crises.

Withdrawal may concern either raw materials or semi-finished products.

4253 Product recall
The object of a recall is:
- Toreduce to acceptable levels the risk to persons holding dangerous products.

- Depending on the nature of the hazard, to alert persons who have been at risk in order that they
may watch for the appearance of certain disorders and then report them to their doctors in order
to facilitate diagnosis and a prompt start to appropriate treatment.

4.2.6 Verifying efficacy of advertising (% of recall)

The conditions for return of goods to the distributors should also be checked (actual quantity and transport
conditions, especially when traded food products share space with risk products).

4.2.7 Communication / Consumer information

Information is one of the key elements of crisis management. When a recall has been decided, once there is
agreement between the authorities and the businesses concerned as to the nature of the risk, the products
concerned, etc., it is essential that the information destined for the public should be published as soon as
possible by the businesses themselves in coordination with the authorities. This information may take various
forms: it may be displayed at the point of sale on posters, for example, or published in the local, regional or
national press.

The announcement is left in the first instance to the business, whether manufacturer or distributor, in
collaboration with the authorities at local level. It is made by the relevant authorities if the business does not
provide the information within a given period.





The first information provided for the media is the most important, since it determines the level of the
consumer alert and, consequently, the level of consumer reaction. The force of the announcement must be in
proportion to the risk.

The announcement must be concise and differ in form from advertisements.

It must clearly state the brand name, the trade description, the precise references for the product concerned
(batch, date of manufacture, etc.), and, if appropriate, like products not concerned. The content must be
selected with a view to ensuring that the announcement is easily understood.

It must provide information on the exact nature of the risk to the consumer.
It must specify simply but clearly the forms of procedure for the recall.

Lastly, depending on the firm's degree of involvement in managing the crisis, some positive information may
be added relating to the firm's concern for safety.

The public announcement, to be satisfactory and effective, must therefore observe certain obvious rules. It is
recommended that the standard press release below be used. The headings, which may be completed in
varying degrees of detail, provide the minimum of information for a proper announcement. Of course the
firm will add to this announcement where appropriate, depending on the circumstances of the crisis. If the
product concerned cannot be easily recognised by the consumer, because of the way it is presented for sale
for example, the information must be adjusted to identify the product as clearly as possible, in particular by
stating the period and points of sale. In such cases, display of information directly at the points of sale must
be envisaged.

Distributors should be informed when announcements include arrangements for refunds or return of goods
which involve them in the procedure.

4.3 Governement

4.3.1 National
4311 Procedures for managing crisis
The controlling authorities should have worked out procedures for managing crisis in agreement with present

document and collaboration with the various parts concerned. These procedures should be public. These
documents should in particular clearly identify the points of contacts.

4.3.1.2 assessment of the alert (pas alert assessment plutét?)
As of reception of information relating to a danger, the controlling authorities should carry out an evaluation

of the risk for the consumer. This evaluation should be carried out in collaboration with the parts concerned,
in particular with the professional having transmitted information.

4.31.3 Communication

The controlling authorities should carry out the transmission of information to all actors who could be
concerned with possible development of the alert: professionals, other controlling authorities.





4314 Record keeping

4315 Supervision

The controlling authorities should set up actions of control in order to check that measurements decided to
put an end to the danger are realized efficiently.

4.3.1.6 Enforcement

When the facts require it, the controlling authorities should realized necessary actions in terms of preventive
measures to avoid that the facts in question are not renewed.

4.3.1.7 International cooperation (reporting)

When the products concerned have international distribution, the authorities should as soon as possible
collect information on the countries concerned and transmit information available to them on the identified
danger and the national measures taken.

4.3.2 Local

According to characteristics' of alert, in particular zone of distribution of the products concerned,
management may be carried out at the local level. In this case, the procedures used are similar to those
described above for the national level.

4.3.3 Coordination between national and local

Procedures should be established in order to attach the respective responsibilities at the national level and the
local level. They should describe the procedures of information and of coordination between these levels.

5. End of alert

The essential point here is that the information circulated at this juncture must reach all partners concerned
by the alert or crisis who have already received information relating to its management.

There are two aspects to the end of an alert or crisis:

- The end of the alert or crisis for the firm itself or for the sector (if this is the case).

- Restoring the image of a group of businesses or a sector which, although not directly involved, may have
been seriously affected owing to unjustified association. The international aspect of this question, with
“export certificates”, is particularly important here. Systems for making downloadable model certificates
available on websites should be considered. This could be supplemented with information on the relevant

requirements of various countries abroad.

The end of an alert or crisis must signal the time for a review in order to identify improvements required for
managing the situation, both in the firm and among the authorities.

6. Annexes

6.1 French document






QUESTIONNAIRE ABOUT CRISIS MANAGEMENT AND COMMUNICATION PROTOCOLS

COUNTRY: AGENCY:
ITEM QUESTIONS
PROTOCOLS 0.1. What are the regulatory documents in your

country/authority for assessment, management
and communication in case of a food and feed
crisis?

0.2. Do you have separated organizations for risk
assessment and management?

0.3. What is your opinion on the Commission
Decision 2004/478/EC?

04. Do vyou differentiate between crisis
management protocols and contingency plans?

Which one do you have?

PRE-CRISIS INCIDENT *(*)
Before declaring a crisis,
often the risk appears as an”
incident”. The boundaries
between incident and crisis
maybe determine by the
seriousness of it. If so, it
maybe important to classify
the nature of the incident

1.1. Do you have a classification of pre-crisis
incident?

If yes, please describe it further.

DEFINITION OF “FOOD
CRISIS”

2.1. What do you consider key factors triggering or
defining a crisis?

2.2. Do you include public perception as a key
factor?

2.3. Do you take into consideration the fraud as a
key factor?

2.4. Should fraud issues be included within RASFF?

CRISIS DECLARATION:
NATIONAL/EUROPEAN
LEVEL AND CRISIS
INFORMATION CHANNELS

3.1. How do you incorporate risk assessment to
crisis consideration?

3.2. Do you consider asking EFSA for help during
the initial risk assessment?

3.3. What information channel (RASFF or others)
do you take into consideration?

3.4. Do you consider media as a channel?

3.5. Do you have a single competent body for
declaration of the crisis?

PROTOCOL ACTIVATION

4.1. Do you have a single competent body for
protocol activation?

4.2. How do you manage several competent bodies
for protocol activation?

43. At what moment/stage, and in which
circumstances would you like or have asked to the
Commission intervening?

WGRrisis&225.03.13






QUESTIONNAIRE ABOUT CRISIS MANAGEMENT AND COMMUNICATION PROTOCOLS

COUNTRY:

AGENCY:

N2 | ITEM

QUESTIONS

4.4. Do you think protocols of crisis and
communication should be further harmonized at
European Level?

If yes, How?

5 CRISIS MANAGEMENT

5.1. Do you have different protocols according to
different type of crisis?

5.2. Do you have a single competent body for the
management of the crisis?

5.3. How do you manage several competent bodies
for crisis management?

5.4. How do you manage coordination between
activated interfaces (EWAS, RASFF, Consumer
bodies...)

5.5. Do you think it’s necessary to create a crisis
management committee/unit?

If yes, describe detailed composition

5.7. Do you consider constituting supporting units
to the crisis committee?

If yes, describe further supporting units.

5.9. Do you consider risk assessment/scientific
support unit?

5.10. Do you consider laboratory support unit?

5.11. Do you have a protocol for coordination with
EURL, NRL, official control laboratories?

5.12. How do you assess the efficacy of the
management measures taken (health area, other
competent authorities....)?

5.13. Can you describe the indicators used to
monitoring the crisis?

5.14. Closing the crisis, do you have an established
mechanism for closing the crisis?

In what basis?

Do you specifically communicate to the media the
closing of the crisis?

6 LESSONS LEARNT

6.1. Once the crisis is closed, do you review the
management?

If yes, Is it an Internal/ External or Independent
Review?

6.3. Do you include observers throughout

WGRrisis&225.03.13






QUESTIONNAIRE ABOUT CRISIS MANAGEMENT AND COMMUNICATION PROTOCOLS

COUNTRY:

AGENCY:

N2 | ITEM

QUESTIONS

management of the crisis?

6.4. Do vyou consider making follow up
recommendations after the crisis?

6.5. Do you consider writing and communicating
the report of the internal review and follow up
recommendations?

6.6. Do you assess the impact of vyour
communication policy?

7 COMMUNICATION

7.1. Do you have an specific protocol for crisis
communication?

7.2. What is the communication channel you
consider more valuable (TV, press, web page, social
media....)?

7.3. Do you use social media (facebook or twitter)?

If so, describe further your experience

7.5. Do you use one or several designed
spokesperson for crisis communication?

If several, describe them.

Do you use communication professionals?

7.7. Have you used or intend to use EFSA
communication guidelines?

7.8. When do you think the consumers should be
informed during the crisis?

8 KEY CONSIDERATIONS
DURING MANAGEMENT

8.1. How do you handle uncertainties during crisis
situations?

8.2. Could you provide us with your experience or
thoughts of the use of the precautionary principle?

8.3. What do you think is the role of EFSA in a crisis
situation?

9 ANY OTHER COMMENTS

WGRrisis&225.03.13







DOCUMENT RELATED TO GP-SCIRI

agencia

MINISTERIO espaiinla de Version 3
DE SANIDAD sequridad
¥ POLITICA SOCIAL alimentaria y
nutricion
FOOD CRISIS MANAGEMENT 17.12.09

General Sub-Directorate of Food Alert Coordination and
Official Control Programming Page 1 of 18
Area for Coordination of Food Alerts

DE SANIDAD sequridad

ﬁ s MANAGEMENT
) % Y POLITICA SOCIAL f.!::::;r::ua}n” OF TH E SC I R I

FOOD CRISIS MANAGEMENT

Drafted by Revised by Co-ordination Report date of issue
GENERAL DEPUTY DIRECTOR Requires prior approval of Board of
Head of Area for | FOR FOOD ALERT J EXECUTIVE DIRECTOR Management.
Coordination of Food | COORDINATION AND YeS
Alerts OFFICIAL CONTROL

PROGRAMMING

X Board of Management

Date of approval: 17.12.09

PRESIDENT

Signed: Roberto Sabrido Bermudez

Signed: Elena Garcia | Signed: Milagros Nieto Signed:  Ana M2 Troncoso | Date of approval: 17.12.09
Pinto Martinez Gonzélez

Author: Area for Coordination of Food Alerts Page 1 of 18
Procedure for the Management of Food Crisis_V3






agencia
| MINISTERIO espaiiola de
DE SANIDAD sequridad
Y POLITICA SOCIAL alimentaria y
nutricidn

General Sub-Directorate of Food Alert Coordination and
Official Control Programming
Area for Coordination of Food Alerts

DOCUMENT RELATED TO GP-SCIRI
Version 3

FOOD CRISIS MANAGEMENT 17.12.09
Page 2 of 18

CONTENTS

INTRODUCTION
LEGAL BASIS
GENERAL MANAGEMENT PROCEDURE
3.1. ESTABLISHING THE EXISTENCE OF A CRISIS.
3.1.1. Definition of Food Crisis
3.1.2. Prior considerations
3.1.3. Incident Analysis
3.1.4. Declaration of crisis.
3.2. CONSTITUTION AND OPERATION OF CRISIS AND EMERGENCY COMMITTEE
3.2.1. Members
3.2.2. Functions
3.2.3. Operation
3.3. CONSTITUTION AND OPERATION OF AD HOC SUPPORT COMMITTEES.
3.3.1. Creation of an internal work group from AESAN.
3.3.2. Creation of ad hoc support committees for crisis management.
3.3.2.1. Scientific Committee
3.3.2.2.  Crisis Management Committee
3.3.2.3.  Analytical Support Committee
3.4. ALLOCATION OF RESOURCES.
3.5. CRISIS MONITORING
3.5.1. cCrisis management evaluation.
3.5.2. Finalization/resolution of crisis.

COMMUNICATION WITH ADMINISTRATIVE AUTHORITIES

SPECIFIC PROTOCOL FOR COMMUNICATION OF RISKS TO THE POPULATION IN

SITUATIONS OF CRISIS AND EMERGENCY.
5.1. ACTIVATION

5.2. COMMUNIQUES

5.3. COMMUNIQUE MANAGEMENT

5.4. DISTRIBUTION OF COMMUN IQUE
APPENDICES

6.1. FLOW CHART

Author: Area for Coordination of Food Alerts Page 2 of 18
Procedure for the Management of Food Crisis_V3






DOCUMENT RELATED TO GP-SCIRI

agencia i
o ®  MINISTERIO espaiiola de Version 3
=y DE SANIDAD seguridad
“ % Y POLITICA SOCIAL alimentaria y
= = nutricidn

FOOD CRISIS MANAGEMENT 17.12.09

General Sub-Directorate of Food Alert Coordination and
Official Control Programming Page 3 of 18

Area for Coordination of Food Alerts

1. INTRODUCTION

Food crises put the health of consumers at risk, they cause alarm on a social level
and may have a negative impact on economic operators. It is therefore vital that,
before they may arise, an operative action procedure should be in place that
ensures optimal management.

In this context, the Spanish Agency for Food Safety and Nutrition (hereinafter
AESAN), assumes the responsibility conferred to it and is established as the

guarantor of consumer health in food crises, with procedures and resources in place
to resolve the crisis.

This document has been drafted in accordance with the following principles:

1. Minimisation of the potential impact on health of the problem detected and
of the negative impacts on economic activities.

2. Action unit.

3. Agility in decision-making with respect to the adoption of measures and

actions:
- Efficient.
-~ Practical.
- Simple.

— Proportional.
-~ Transparent.

4. Collaboration and coordination between stakeholders, and loyalty in
decisions and actions.

5. Transfer of information via a streamlined, rapid and effective communication
system.

6. Existence and updating of specific plans of action for each situation with
specific communication guidelines.
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Updates or amendments to the present document require the approval of the
President, following a positive report from the AESAN Board of Management, with
the exception of those amendments mentioned in appendices 7.2 (List of recipients

of the information) and 7.3. (Information sheets).
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2. LEGAL BASIS

Regulation (EC) No 178/2002 of the European Parliament and of the
Council, of 28 January 2002, laying down the general principles and requirements
of food law and establishing the European Food Safety Authority (OJ L 31,
01.02.2002) — Article 55 “General plan for crisis management” and Article 56
“Crisis unit”.

Regulation (EC) No 882/2004 of the European Parliament and of the
Council, of 29 April 2004, on official controls performed to ensure the verification
of compliance with feed and food law, animal health and animal welfare rules (OJ
series L 191, 28.05.2004) — Chapter IV (CRISIS MANAGEMENT), Article 13
“Contingency plans for feed and food”.

Law 1172001, of 5 July, creating the Spanish Agency for Food Safety (BOE 161
dated 06.07.2001) — Article 2 “Objectives and functions” point 2 paragraphs c), m)
and n) and Article 4 “Basic regulation of the Agency governing bodies” point 9
“Crisis and emergency committees”.

Royal Decree 709/2002, of 19 July, approving the Statutes of the Spanish
Agency for Food Safety (BOE 178 dated 26.07.2002) — Specifically in Chapter 111
(Articles relating to the functions entrusted to the President, Board of Management,
Executive Director and Institutional Commission) and Chapter VI “Crisis and
Emergency Committees”.
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3.

GENERAL MANAGEMENT PROCEDURE

This section lists the general provisions for managing food crises related to the
detection of serious risks caused, directly or indirectly, by food, developing a
general procedure for action and applicable to the establishment of specific
protocols for each situation, structured as follows:

Establishment of the existence of a crisis.

Constitution and functioning of the crisis committee.

Constitution and functioning of support committees.

- Creation of an internal work group from AESAN.

- Creation of “ad hoc” support committees for crisis management.
Allocation of resources.

Crisis monitoring.

- Crisis management evaluation.

- Finalization/resolution of crisis.

ESTABLISHING THE EXISTENCE OF A CRISIS.

3.1.1. Definition of Food Crisis

A Food Crisis is defined as a situation of an “exceptional” nature, in which the
following points occur together:

1)

2)

3)

4)

Direct/indirect serious risk to human health, the management of which is so
complex, that it cannot be suitably conducted with normally established means.

Spread of risk to a significant portion of the food chain.

Potential extension to various Regional Communities and/or Member States
and/or third countries.

Public opinion perceives critical situation (media, consumers...).
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3.1.2. Prior considerations

The information from which a crisis situation may be established may come from:

- Notifications made via the Rapid Alert System for Food and Feed (hereinafter
RASFF) of the European Union (hereinafter EU) and the Spanish Coordinated
System of Rapid Information Exchange (hereinafter SCIRI).

- Information provided by a Member State, Competent Authority belonging to a
Regional Community, Standing Committee on the Food Chain and Animal Health,
etc.

- Information from the Epidemiological Surveillance Network.

- Information from food sector, consumers, international organisations, etc.

- Information supplied by a third country.

3.1.3. Incident Analysis

The initial information provided is completed with data obtained from other sources

which add other aspects of interest (toxicological, epidemiological data...) using,

where applicable, the affected parties (Competent authorities, sector...).

When all the available information on the risks detected has been analysed,

together with the procedures in existence for the resolution of the problem, the

crisis establishment procedure is started, under the supervision and coordination of
the Executive Director of the AESAN.

3.1.4. Declaration of crisis.

Having established the objective data that enable the incident to be considered as a
food crisis, the procedure is as follows:

1. The President of the AESAN informs the Board of Management, laying out the
facts and the situation which, due to its potential severity, make the declaration
of a food crisis advisable.

2. The AESAN Board of Management. After analysing the case, ratifies the food
crisis situation.

3. An extraordinary meeting of the Institutional Commission is called to allow the
President to notify Regional Communities. And, as required, other bodies of the
AESAN such as the Advisory Forum and/or the Scientific Committee.

4. The President formally declares the existence of a food crisis.
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3.2. CONSTITUTION AND OPERATION OF CRISIS COMMITTEE

After the formal declaration of the crisis, the President forms the Crisis Committee
within the AESAN, which acts as the sole representative for the food crisis.

The Crisis Committee is responsible for managing the crisis and for ensuring that all
the agents involved are consulted and the decisions adopted are efficiently
implemented.

3.2.1. Members

The Crisis Committee established by the President shall have the following
members:

— Committee Chair: President of the AESAN.

- Committee Secretary: An official of the AESAN.

- Members: Executive Director.
Three members of the Board of Management.
The two vice-presidents of the Institutional Commission and/or
two representatives from the most affected Regional

Communities.

One representative from the Office for the Communication of
Risks.

Representatives from the sectors affected.

Other members may join as required: individuals responsible
for the management, individuals appointed by the Committee.

3.2.2. Functions
The functions of the Crisis Committee are as follows:

a. Compilation and assessment of relevant reports and data in order to establish
the most appropriate options for managing the risk.

b. Decision-making relative to the adoption of any measures considered necessary
in order to guarantee efficient management of the crisis, based on adequate
planning and coordination with the Regional Communities involved, EU, Member
States, affected sectors, etc., and an appropriate allocation of resources.

c. Assess and decide on the need to form ad hoc support committees for the
management of the crisis as required, together with an internal working group
from AESAN.

d. Evaluation and, where applicable, approval of the proposals put forward by said
support committees for the management of the crisis.
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e. Drafting of corresponding reports, with established frequency, to include the
measures considered, following assessment, to be appropriate and proportional
to the management of the risk.

f. Keep the Board of Management and the Institutional Committee permanently
informed of the evolution and progress of the crisis management.

g. Establishment of the method and frequency for giving transparent information
to the public about the risks observed and the measured adopted in this respect.

Ensuring the flow of available information along the available channels
established for this purpose.

h. Approve crisis monitoring plan with the design of a series of indicators to cover
all aspects established from within the Crisis Committee as being critical for
guaranteeing the efficiency of measures.

i. Approve post-crisis monitoring plan.

J- Recommend the President closes the crisis and disbands committees created to
this effect.

3.2.3. Operation
Depending on the particular characteristics of each crisis, the Committee created to
said effect shall determine the internal operating norms, the frequency of meetings
and the issue of their reports, together with the procedure for coordinating between
all the parties involved.
Minutes will be taken of all the meetings held with respect to the food crisis,
recording the agreements reached and the decisions taken.
3.3. CONSTITUTION AND OPERATION OF AD HOC SUPPORT COMMITTEES.
An internal Crisis Management Committee will be established for the internal
management of the crisis, and ad hoc support crisis management committees may
be created as required for the correct management of the crisis.

3.3.1. Creation of an AESAN Internal Committee

This will be responsible for the internal management of the crisis in the AESAN, and
will consist of AESAN personnel appointed, in each case, by the Executive Director.
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It will have the following duties:

a. ldentification of stakeholders and update of appendix 6.2. of this document to
that effect.

b. Completion and updating of the Information SHEETS concerning the
organisation and management of the crisis.

c. Preparation of the corresponding reports on the assessment of the risk for the
Crisis Committee.

d. Dialogue with the Administrative Authorities concerned.
e. Provide support for the different ad hoc crisis management committees.
f. Provide scientific and technical information to the interested parties.

g. Study and propose possible alternatives to the risk management, methods of
implementing said alternatives and supervision of their implementation.

h. Perform information activities as commissioned by the Crisis Committee, to
keep consumers informed.

i. Prepare crisis monitoring plan with the design of a series of indicators to cover
all aspects established from within the Crisis Committee as being critical for
guaranteeing the efficiency of measures.

J. Prepare post-crisis monitoring plan.

k. Prepare and present final report on crisis management to the Crisis Committee

3.3.2. Creation of ad hoc support committees for crisis management.

The Crisis Committee shall assess and decide on the need to form the necessary ad
hoc support committees for management of the crisis, such as those listed below:

3.3.2.1. Scientific Committee
o Composition:

Committee consisting of a group of scientific experts belonging to the AESAN
Scientific Committee or, where necessary, scientific experts in the area to provide
the scientific information required for decision-making and who advise the Crisis
Committee and Ad hoc Committees for Crisis Management at any moment.

The Deputy-director General for Scientific Coordination shall perform the duties of
the technical secretary of the Scientific Committee and, on the instructions of the
Crisis Committee, shall appoint the scientific experts for the ad hoc committees for
crisis management.

An internal representative will be appointed from among the members.
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o Duties:

Their duties will include the preparation of the reports and scientific rulings

requested by the different committees.

o Operation:

Depending on the characteristics of each crisis, the Committee shall decide on the
operating norms and the frequency of meetings, taking minutes at all the meetings.

3.3.2.2. Crisis Management Committee

o Composition:

The President of the AESAN shall appoint the members of the Committee.

These will include experts responsible for the official control of the different
Administrative Authorities concerned, experts from the sectors involved and

internal crisis managers at the AESAN (AESAN Internal Committee).

The Executive Director shall act as coordinator and representative before the

Crisis Committee.

o Duties:

1. Analyse the potential impact on health of the problem detected and of the

negative impacts on economic activities.

2. Draw up proposals for the management of the crisis for the Crisis Committee.

o Operation:

According to the characteristics of each crisis, the ad hoc Committee shall define
the internal operating norms, the frequency of meetings and reports and the
procedure for coordinating between the different ad hoc committees, taking

meetings at all meetings.
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3.3.2.3. Analytical Support Committee
o Composition:
Committee formed of representatives from the National Food Centre (hereinafter
CNA) and supervisors from the laboratories appointed by the different

Administrative Authorities involved and the sectors concerned.

A coordinator shall be appointed from among the members, responsible for acting
as representative of the committee.

o Duties:

1. To consolidate analytical and sampling criteria (preparation of a proposal for
a sampling pan).

2. To coordinate analytical work.
3. To prepare the reports requested by the different committees.

o Operation: Depending on the characteristics of each crisis, the Committee shall
decide on the operating norms and the frequency of meetings, taking minutes
at all the meetings.

3.4. ALLOCATION OF RESOURCES.

Both the Crisis Committee, and the support committees, shall have all the human
and technical resources necessary for their correct operation.

3.5. MONITORING OF THE CRISIS MANAGEMENT

Monitoring of the crisis management and the corresponding assessment of the
results obtained shall be carried out, following application of the agreed measures.

3.5.1. Crisis management evaluation.

The Crisis Committee shall conduct continuous evaluation of the joint management,
in order to determine whether it is necessary to revise the adopted measures. For
this purpose, depending on the situation triggered by the crisis, they will design a
series of indicators to cover all aspects established from within the Crisis
Committee as being critical for guaranteeing the efficiency of measures.

In the absence of results demonstrating the efficiency of the measures, these
measures shall be redefined or amended. If, to the contrary, satisfactory results are
obtained, proposals will be put forward to conclude the crisis.
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3.5.2. Finalization/resolution of crisis.

The procedure for concluding the crisis is as follows:

1°. Preparation of a final report containing the following information at minimum:

2°.

3°.

40,

50.

6°.

a. Description of all the action (decisions taken, measures adopted...) taken.

b. Balance of the results obtained following assessment of the action taken
and of the series of indicators that cover all the aspects established from
within the Crisis Committee as being critical for guaranteeing the

efficiency of measures.
c. Conclusions

Preparation and approval of post-crisis monitoring plan.

Forward the balance, to the stakeholders, of the results obtained following
assessment of the actions taken and of the monitoring of the measures adopted.

Disband the ad hoc Committees created by the Crisis Committee.

Disband the Crisis Committee by the President, giving notification to the AESAN

Board of Management.

Inform consumers.
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4. COMMUNICATION WITH ADMINISTRATIVE AUTHORITIES

The Crisis Committee, depending on the characteristics and evolution of the crisis
situation, shall clearly establish the type of information to be passed to the
competent Administrative Authorities and other organisations/associations that may
be involved, and the use of the food alert networks (SCIRI/RASFF).

The following box gives a general classification of the different recipients. Details of
this are given in appendix 6.2.:

o Principal contact points:
l. Competent administrative authorities involved:

= Director Generals of Public Health for the Regional Communities.

= Members of the AESAN Institutional Commission.

= Director General of Public Health for the Ministry of Health and Social
Policy.

= Ministry of the Environment, and Rural and Marine Affairs.

=  Ministry of Defence.

Il. SCIRI Contact Points of the Regional Communities.
0 Secondary contact points:

l. Presidents of Boards of Professional Associations (Doctors, Veterinary
Surgeons, Pharmacists) and Presidents of Professional Associations.

Il1. Consumer and User Associations.

I1l. Business Associations (FIAB, ANGED, ASEDAS, AESECC, ACES and any other
association that may be required at a particular moment to resolve one-off
situations).
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5. SPECIFIC PROTOCOL FOR COMMUNICATION OF RISKS TO
THE POPULATION IN SITUATIONS OF CRISIS.

In accordance with that established in point 3) of section e) of the Specific
principles for action of the AESAN reflected in Law 11/2001, this document shall
include a Specific Protocol Plan for the Communication of Risks in Situations of
Crisis, based on the general aspects expressed in the AESAN General Procedure for
Communication of the Risk to the Population, and individually prepared, according
to the characteristics of the crisis, the communication strategy to be followed in
order to keep public opinion informed of the risk and the measures adopted in a
coherent and coordinated manner.

In any case, the principles of transparency of information and confidentiality of the
measures taken by the competent Authorities within the Food Alert Network
System shall be guaranteed, in accordance with article 10 of Regulation (EC)
178/2002.

In addition, consideration shall be given to that established in article 7 of
Regulation (EC) 882/2004 relating to the obligation not to disclose information
acquired when undertaking their official control duties which by its nature is
covered by professional secrecy in duly justified cases.

5.1. ACTIVATION

The President of the AESAN, in their capacity as President of the Crisis Committee,
shall act as the sole representative.

So that the Crisis Committee, through the President, activates the Specific Protocol
for the Communication of Risks to the Population, of the study and assessment of
the available information, the existence of the following findings must be confirmed:

1°. This is a report from the food alert network relating to a risk that a hazard is
able to cause damages as a result of the consumption or use of the product.

2°. Said damage may affect the population of the country.

3°. The product or products involved have been distributed and there is no
possibility of their immediate recovery.

4°. There is a social or media demand for information that must be answered,
although these are assumptions which do not meet the conditions outlined in
the above paragraphs.
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5.2. COMMUNIQUES

The AESAN Office for the Communication of Risks, in coordination with the Crisis
Committee, is responsible for writing and updating the communiqués.

The communiqués shall include, unless special circumstances so warrant and which
will be stated accordingly, the following information in a clear and comprehensible
manner, suited to the intended purpose:

I. Description of the hazard: nature, characteristics, effects, etc.
I1. Description of the circumstances: product affected, distribution channels.
I111. Description of the health effects on possible consumers or users: risk population
or groups involved, where applicable, and possible health effects on these

groups,

IV. Measures implemented by the official control, and those planned for the
forthcoming hours.

V. What to do if the product is in your possession.
V1. What to do if you have consumed or used the product
VIl. Telephone numbers, Web page, e-mail address, fax number, etc. to permit an

adequate exchange of general information (queries, document referral...) as
necessary.

The Crisis Committee shall notify the AESAN Office for the Communication of Risks
of the method and frequency for updating the initial communiqué. This will be
updated as required by the existing social demand or as established in the light of
the actions and measures adopted.

The President of the AESAN, through the AESAN Office for the Communication of
Risks, shall inform the public of the deactivation of the crisis situation.

5.3. COMMUNIQUE MANAGEMENT

The initial communiqué, and the updates where applicable, before being made
public, and provided circumstances so permit, shall be managed in accordance with
the following:

1°. With sufficient advance notice, the communiqué shall be passed to the regional
Administrative Authorities directly involved in the crisis, for their information,
observations where applicable and acceptance.

2°. With sufficient notice prior to publication, the communiqué, approved as stated
in the above section, is sent to the remaining Regional Authorities.
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3°. With sufficient notice prior to its publication, and wherever the nature of the
crisis so recommends, the communiqué, approved as stated in section 1, is sent
for to:

a) Presidents of Boards of Professional Associations (Doctors, Veterinary
Surgeons, Pharmacists) and Presidents of Professional Associations.

b) Consumer and User Associations.

c) Business Associations (FIAB, ANGED, ASEDAS, AESECC, ACES and any other
association that may be required at a particular moment to resolve one-off
situations).

5.4. DISTRIBUTION OF COMMUNIQUE

The Crisis Committee, through the Chairman, shall notify the AESAN Office for the
Communication of Risks of the communication media through the initial
communiqué is to be sent, of successive updates and of the communiqué of the
deactivation of the crisis situation.

The communication media used to inform the public include the written press, radio,
television and any other general media.

To this effect, the web pages of the different official organisations and of
associations, businesses, etc, related to the sector should also be considered.

In addition, the option should be considered of contracting space (column,
editorial...) of a temporary nature in order to keep the public permanently informed
during the crisis situation and of so required by the existing social demand.
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6. APPENDICES
6.1. FLOW CHART
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1. INTRODUCTION

As part of the Official Health Controls of Foodstuffs, the Coordinated System for the
Rapid Exchange of Information (hereinafter SCIRI), has become a valuable support tool
for the exchange of information on the different hazards associated with the
consumption of foodstuffs.

In spite of the high number of alert notifications processed via the SCIRI each year, in
only a small percentage and due to special circumstances surrounding each case, is it
necessary to notify the public of the risk in order to keep the public informed of the
detected risk and the measures adopted by the Competent Authorities.

In certain cases, in order to guarantee that the message effectively reaches the
population and that the content of the information is appropriate, it may be necessary
to use various alternative channels to disseminate the message, including Professional
Associations, the National Network of Pharmacovigilance, Consumer and User
Associations, or any other specific path of communication that is considered necessary
in each case.

This General Procedure for Communicating the Risk to the General Public (hereinafter
the Procedure) has been set up for this purpose.
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2. DEFINITIONS

For the purposes of this procedure, the following are hereby defined:

Risk: a function of the probability of an adverse health effect and the severity of that
effect, consequential to a hazard®.

Communiqué: information (press release...) issued by the Competent Authorities
(hereinafter CA) to the media for broadcasting to the general public.

Communication: issue of a press communiqué to the media in order to inform the
general public of the existence of a risk to public health linked to the consumption of
food.

Media: Press, radio, television and any other general means of broadcasting. To this
effect, the web pages of the different official organisations and associations, businesses,
etc., related to the sector should also be considered.

1Arti(:le 3 section 9 of the Regulation (EC) No 178/2002 of THE EUROPEAN PARLIAMENT AND OF THE

COUNCIL, of 28 January 2002, laying down the general principles and requirements of food law, establishing
the European Food Safety Authority and laying down procedures in matters of food safety.

Author: Area for Coordination of Food Alerts
General Procedure for Communicating the Risk to the General Public_V5






DOCUMENT RELATED TO GP-SCIRI

% ®  MINISTERIO ﬁE;T.Lliq de Version 5
==y DE SANIDAD sequridad .
2 Jp Yroumcasoc alimentaria y GENERAL PROCEDURE FOR
L 2 16 December 2009

COMMUNICATING THE RISK TO

General Sub-Directorate of Food Alert Coordination and Official THE GENERAL PUBLIC
Control Programming Page 5 of 9
Area for Coordination of Food Alerts

3. START OF THE PROCEDURE

The risk communication procedure is activated in the following cases:

e |In the event of a communication via the network, relating to a serious and
immediate hazard with the potential to cause damage as a result of the
consumption or use of the product that may affect the end consumer in our
country, and that is distributed, without the possibility of immediate
detention of its marketing.

e In the event of Food Crises (See document: General Procedure for Action in
the event of Food Crises).

e In the event of the existence of a new unassessed risk that involves specific
recommendations for consumption either for the general consumer or for
specific population groups.

The Autonomous Region (hereinafter AR) where the problem is detected, or the Spanish
Agency for Food Safety and Nutrition (hereinafter AESAN), if the problem affects all of
the country, may assess the option to initiate a risk communication procedure in those
cases in which the above conditions do not arise, but a social or media demand for
information exists and requires a response.

The Procedure will be initiated immediately once the concurrence of the criteria
established in any of the above cases has been confirmed, irrespective of whether itis a
weekday, public holiday or weekend.

When initiating the Procedure, two factors which influence both the time and the
communication strategy should be considered: on the one hand, the severity of the
problem and on the other the existence of prior knowledge in the national or foreign
media.

In addition, it should be remembered that times must be adjusted and in some cases
media pressure may require press conferences, statements...

Three cases are considered at the start of the Procedure:
1. When only one AR is involved.
2. When more than one AR are involved.

3. When communication is made in the interests of a company.
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1. When only one AR is involved

The Procedure is initiated by the AR affected, but the decision to carry out the
communication must be reported to the AESAN.

The contents of the communiqué shall be drafted by the relevant body of the AR, and
then sent to the AESAN for approval of the contents.

Once agreed, the communiqué shall be sent from the AESAN to the remaining contact
points of the SCIRI and to the alternative channels of transmission that are considered
appropriate, for the issue of allegations or observations concerning the report in the
shortest time possible.

The final communiqué, prepared by consensus, shall be issued by the AR involved to
the corresponding media.

2. When more than one AR are involved

The start of the procedure shall be carried out jointly by the AESAN and the
Autonomous Regions (hereinafter ARs) involved.

The content of the communiqué shall be drafted by the AESAN, after collecting the
information from the different ARs involved.

Before publishing it and in the shortest time possible, AESAN shall send it to the ARs
involved.

Once agreed with the ARs involved, the communiqué shall be sent from the AESAN to
the remaining contact points of the SCIRlI and to the alternative channels of
transmission that are considered appropriate, for the issue of allegations or
observations concerning the report in the shortest time possible.

3. When communication is made in the interests of a company
When a company in the scope of application of article 19 of Regulation (EC) No
178/2002 has evidence that one of the products that it manufactures, imports,

processes or distributes is in the market and:

- it does not comply with the food safety requirements established in the
applicable legislation, and

- the rapid withdrawal of the product is not feasible,

they shall proceed to notify the CA of the AR in which the establishment concerned is
located.
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In addition, if the company wishes to issue a communication to the media regarding a
cautionary measure adopted, they shall notify the AESAN and the AR in which the
establishment is located of the decision to issue this communication.

The content of the communiqué shall be drawn up by the company and shall be sent,
before publication and in the shortest time possible, to the AESAN for content approval.

Once agreed, the communiqué shall be sent from the AESAN to the remaining contact
points of the SCIRI and to the alternative channels of transmission that are considered
appropriate, for the issue of allegations or observations concerning the report in the
shortest time possible.

The final communiqué prepared by agreement shall be issued by the company involved
to the corresponding media.
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4.

COMMUNIQUE: CONTENT AND TRANSMISSION

So that the responsible party can, at any moment, prepare the contents of the
communiqués in a uniform manner, following the principle of transparency, the reports
must be clear, understandable and useful for their intended purpose.

Some general guidelines are given below which must be followed when drafting a
communiqué:

e Communiqués must be CLEAR, including, where possible and if the information is
available, the following details:

Description of the hazard: what it is, its nature and characteristics, etc.

Description of the circumstances: product affected, batch, distribution
channels...

Description of the health effects on possible consumers or users: the general
public or risk groups involved, where applicable, and possible health effects
on these groups...

Measures implemented by the official control services, and those planned for
the forthcoming hours.

Measures implemented by the business operators, and those planned for the
forthcoming hours.

e Communiqués must be UNDERSTANDABLE and therefore:

Use terms and expressions of common knowledge (where possible) or, if
applicable, try to explain those points that may pose certain problems in
understanding.

Those elements required to contribute to improving the understanding of the
message shall be used: graphs, complementary information...

The specific needs of the destination group, targeted by the report (the
elderly, foreigners...) shall be considered.

e Messages to be broadcast generally concerning the alert must be USEFUL, and
therefore shall include all the practical information that the user may need (what to

do if

in possession of the product, what to do if they have consumed or used the

product and who to contact in the event of queries).

In addition, communiqués that are sent to the different geographical areas shall contain

the same

information in a homogenous and uniform way, in those sections referring to

the description of the hazard, the description of the health effects for possible
consumers, groups at risk and health effects on these groups. The other sections shall

have a si

milar content and approach but each AR may complete them with the details

and actions which are carried out in or are relevant exclusively to that territorial sphere.
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5. MONITORING AND CLOSE OF ACTION

When social demand so requires or in the light of the control measures taken, the initial
communiqué which has already been published shall be updated.

When drafting or issuing the updates, the Procedure established for the drafting of the
initial communiqué for the cases described shall be followed.

A continuous flow of information shall be maintained for this purpose, using SCIRI’s
usual channels of communication, from the ARs to the AESAN, and from the AESAN to
the ARs.

Lastly, in those cases of the SCIRI in which a communication Procedure has been
initiated, when the alert is closed, a communiqué shall be sent containing information
on the results of the measures taken. When drafting or issuing the updates, the
Procedure established for the drafting of the initial communiqué for the cases described
shall be followed.
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