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Key messages

During the Iat two decades the EU has experienced a number of animal health crises, the
shockwaves of which have been felt economically, socially and politically. Recent outbreaks
of epizootic diseases such as avian influenza (Al), foot and mouth disease (FMD) and
bluetongue in previously unaffected territories of the EU have highlighted the threat posed by
the sudden and unexpected emergence of infectious agents and the needdeveigtied

and adequately resourced counterasuresThe FCEC analysis indicates thater the last
decade significant progress has been miaderms of the effectiveness and efficiency of the

EU rapid response network. In particular:

1 In spite of a significant number pfimary outbreaks over the evaluation period relatively
few have devieped into a crisis. On the basis of the scale of the financial and economic
impact the following crises were identifie@€SF (1997 DE)AI (1999/2000 IT and 2003
NL); H5N1 (200506); FMD (2001, UK); BT (2007/08QE/FRNL/BE). In the last 4 years
the EU has not experienced an animal health crisis, and in particular the potential of an
ASF crisis has been avoided.

1 The availability of better developed and tested Contingency Plans (CP) means that in
principle the EU has iplace the tools which can prevent an emergency from becoming a
crisis. Nonetheless, the overall effectiveness of the EU rapid response system in preventing
an emergency from becoming a crisistically depends on factors well beyond simply
having testedCPs in place. Effective action relies on good cooperation and coordination
within the overall rapid response network, including between the COM and MS, between
laboratories and with stakeholders as well as appronatéimely communication flows

1 The evolution of EU animal health ebnancing for emergency veterinary measures has

fallen from some 065 mil |, idespitethenfacZiatdi® EW o U 3
has expanded from 1BIS to 27 MS Over the last five years, EU ¢mancing has
averag@gd Uu37 million, far bel ow the ave+fage o

2011). At the same time, the share of expenditure devoted to eradication, monitoring and
control programmes has increased and has accounttgkfogjority of EU spending since
2005. This indicates there is now a more efficient use of funds to achieve longer term
objectives such as the reinstating of disease free status for major diseases in the EU

1 The information exchange at SCoFCAH, is considered to be an essewdiaffigent
element of the decisiemaking process and is therefore justified as is the legislative
obligation for adopting emergency containment measures. Nonetheless certain cost savings
measures are suggested for further consideration. FVO missions to MSrifp ve
compliance with EU legislation, are considered to be the most effective areffaient
methodfor ensuring that the appropriatedaup to date CPs are in place. It is recommended
thesecover all EU27 MS withina 5 yearcycle which would result inan additional
requirement for 2 more inspectors in the FVO AH unit.

1 The extent of the economic and social impacts, for the affected sectors and the wider
economy, of major animal health emergencies/crises that have occurred in the EU27 during
the last two decades is very significant. On the basis of existing studiestsropa@xtend
from sever al million G4 in direct | osses, S
destruction of materials to hundreds of millionslafir even sever al bil | i
losses for the affected sector and the wider economglao included. In recent years, due
to improved preparedness, effective use of the lessons learnt from the management of
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outbreaks and development of networks of the actors involved in the EU rapid response
system, the EU 27 has no longer suffered fsuchextensivdevels of losses.

1 Nevertheless the size of the potential damage to the livestock sector, to the wider EU
economy and consumer confidence, all point to the need to remain prepared and vigilant,
by continuing to build and improve on the praggeachieved so far. This is in line with the
approach of the new Animal Health Strategy (2@0@ 1 Preveniion is better than cuve
aimed at reducing the likelihood of anindisease occurrence and spreand with the
COM Action Planto deliverthestatgy 6 s vi si on -Z0Brandtdyend.y e ar s

1 Although the potential adverse impacts of animal disease crises greatly outweigh the
relatively limited costs of investing in improved preparedness it remains a key challenge to
address needs satisfactorilithin increasing budgetary constraints, particularly in the
current adverse financial climate. To overcome these constraints, it is crucial to achieve
cost savings by improving the EU rapid response structures and the processes involved in
order tooptimise theireffectiveness and efficiency. To this end, the evaluation provides
detailed conclusions for each of the key componehtbe EU rapid response system
the basis of which recommendations are made.
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Executive Summary

S.1 Background and scope of the evaluation

This evaluation of the EU rapid response network, crisis management and communication
capacity regarding certain transmissible animal diseases was carried out for DG SANCO
from September 2011 to June 2012 by the Food Chain Evaluation Consortium (FCEC) unde
the leadership of Agra CEAS Consulting.

Al t hough the term Arapid response networ ko
legislation, it is understood to encompass the European Commission, the Member State (MS)
veterinary authorities and in a lader sense the key relevant stakeholders, i.e. private
veterinarians and economic operatorgspecially those representing farmers and the agri

food industries. The main function of this network is to coordinate action in order to define
and implement apppriate measures to effectively and efficiently address animal disease
outbreaks, so as to safeguard public and animal health and minimise detrimental trade effects

While the Commission has a coordinating role that aims to ensure proportionality,
subsidarity and nordiscrimination, the MS have the main responsibility for actions in the
area of emergency preparedness. Stakeholders play a key role in early detection and reporting
as well as the early management of animal disease outbk¥éki this EU network, MS
Contingency Plans (CPs) are the core tool for implementing effqutexention and control
measures A series of diseasgpecific EU Control Directives provide the current EU
legislative framework for harmonising control measures and estaglishe minimum
criteria/requirements for the CPs drawn up by MS.

The objective of this evaluation is twofold: 1) to evaluate the current legislative and non
legislative framework concerning the state of preparedness and capacity of the EU rapid
responsenetwork; and 2) to clarify which aspects of current measures need to be improved
and identify potential options for improvement.

The evaluation has covered a wide range of aspects of the EU network: the relevance and
effectiveness of EU legislation redat to contingency planning and its implementation; the
added value of relevant activities of the SCoFCAH (Standing Committee on the Food Chain
and Animal Health), including information exchange on the evolution of outbreaks and the
adoption of emergency rasures; the inspections conducted by the FVO (Food and
Veterinary Office, Directorate F, DG SANCO) to verify MS compliance with EU legislation,
and assistance provided by Commission services to MS; the feasibility of other/additional
frameworks and/or tosl for improving the control of animal disease outbreaks; and
communication and dissemination capacity between all actors before and during epizootics.
These elements have been addressed under seven evaluation themes (Themesas to G)
follows:

Theme A: Legislation relating to contingency planning

Theme B: The evaluation/approval and follow up of the CPs

Theme C: Information exchange on outbreak evolution at SCoFCAH meetings

Theme D: Containment measures put in place by MS CAs and endorsed by Commission

Decisions
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Theme E: FVO verification missions regarding CPs in peace time (including simulation
exercises) and during and after outbreaks of epizootics

Theme F: The information flow in case of epizootics as well as the cooperation between
MS CAs and stakediders during CP elaboration and implementation

Theme G: The effectiveness and efficiency of the EU rapid response network

The evaluation assesses the performance of the EU rapid response network, crisis
management and communication structure regardingio transmissible diseases during the
period from 1998 to 2009 and covers all 27 MS.

To address the widenging objectives of this evaluation, the analysis has involved a
comprehensive online survey of MS Competent Authorities (CAs) in the EU27,
supplemented by extensive consultation with key stakeholders and experts at MS, EU and
international level, field visits in 10 MS, a review of third country emergency preparedness
systems and a literature and data review (including relevant FVO repoatsciil data and
national contingency plans).

S.2 Overall conclusions

During the last two decades the EU has experienced a number of animal health crises, the
shockwaves of which have been felt economically, socially and politically. These crises have
caused serious damage to the EU livestock sector leading to significant disruptions to markets
and the wider economy. Several factors have compounded the risk of suchicrises
globalization and the resulting increase in trade, the intensification and caticenf
production structures within the livestock producing sectors, changes in the structure and
operation of the food chain downstream from the livestock production sector, the expansion
of EU borders eastwards and the associated increase in thé papukations andliversity

of production systems within the EU livestock sector.

Recent outbreaks of epizootic diseases such as avian influenza (Al), foot and mouth disease
(FMD) and bluetongue in previously unaffected territories of the EU have higgdighe

threat posed by the sudden and unexpected emergence of infectious agents, and further
emphasise the need for wdkvelopedand adequately resourced countezasures to
improve the predictability of the EU response system and to ensure rapichowrtti

Effectively preventing and containing animal health emergencies, so as to avoid a potential
crisis, is the main objective of the EU legislation in place requiring MS to have in place
contingency planning so as to be prepared to prevent and/aolcemniergencies. In this
context a crisis refers to a situation that could have been avoided if the appropriate
preparedness level and measures had been in place. On this basis, the evolution over time of
the number of outbreaks and of those that develoged crisis is an indicator of the overall
performance of the EU animal response system.

Based on the FCEC analysig)e following overall conclusions can be drawn the
effectiveness and efficiency of the EU rapid response network.

The availabilityof well developed, tested and up to date CPs, as an indicator of preparedness,
can help prevent an emergency from becoming a crisis. Nonetheless, the overall effectiveness
of the EU rapid response system extends to factors well beyond simply havinyeftdes
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in place. The effectiveness of the response also relies on good cooperation and coordination
within the overall rapid response network, including between the COM and MS, regular and
timely exchange of information (including scientific knowledge aamivice) between
laboratories and with stakeholders, and the building and maintenance of confidence and trust
between all parties.

The evolution of the EU animal health-ioancing indicates a downward trend in the
amount of EU cdunding for emergencyert er i nary measures from sor
to U30 million in 2011fi Qaeci hhehaasaveériaged
bel ow the average over t h201TwTh lpants poehe mared ( 09
efficient use of fund to achieve longer term objectives such as the reinstating of disease free
status for major diseases in the EU, as wa#so concluded by the recemfport on the

outcome of the EU ctinanced animal disease eradication and monitoring programmes,
which highlights notable achievements in this area, such as the effective control of CSF,
bluetongue and avian influenza in the EU over the last decade (FCEC, 2011).

The comprehensive set of legislatioow in place(including CB and the EU emergency
network in all its components) can be considered as a valuable shield against traditional
contagiousanimal diseases and appears todougte effectivein terms of triggeringthe
relevant steps and control measures to fight against emerging diseases or nevg™'ifofile
known diseases (e.g. Al with public heaitsks).

As a result of this, over the evaluation period, out of a significant number of outbreaks,
relatively few have developed into a crisis. On the basis of the critefiaaoicial cost and
economic inpact,the following crises were identified: CSF (1997 DE); Al (1999/2000 IT);

Al (2003 NL); H5N1 (200806); FMD (2001, UK); BT (2007/08DE/FRNL/BE). In the last

4 years the EU has not experienced an animal health crisis, and in particular the pdtential o
an ASF crisis due to the risk of-ietroduction of this disease from the Caucasus region was
avoided.

FVO missions and SCOFCAH meetings are two of the key components of the EU rapid
response system examined in this evaluation. The evaluation hastlf@inte information
exchange at SCoFCAH is considered to be an essential element of the dwualkiog
process and is therefore justified and that the legislative obligation for adopting emergency
containment measures at SCoFCAH is seen as efficieM®yNonetheless, certain cost
savings could be considered. FVO missions to MS to verify compliance with EU legislation,
are considered to be the most effective and-effisient approach for ensuring that the
appropriate and up to date CPs are in place.

The extent of the economic and social impacts, for the affected sectors and the wider
economy, of major animal health emergencies/crises that have occurred in the EU27 during
the last two decades is very significant. On the basis of existing studiestsncpa extend

from sever al million U0 in direct | osses, to
the indirect losses to the affected sector and the wider economy are also included. In recent
years, due to improved preparedness, effectiveilidee lessons learnt from the management

of outbreaks and development of networks of the actors involved in the EU rapid response
system the EU 27 has no longer suffered from sxtbnsivdevels of losses.

Y In terms of outturn payments, itfae sum of credits generated by a MS in a specific. year
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Nevertheless the size of the potential dantagine livestock sector, the wider EU economy

and consumer confidence, all point to the need to remain prepared and vigilant, by continuing

to build and improve on the progress achieved so far. This is in line with the approach of the

new Animal Health Sategy (20072 0 1 Preveniion is better thancute ai mi ng t o r ¢
the likelihood of animal diseases occurrence and spread, and to minimise the impact of
out breaks, and with the COM Action Plan to
2013 andbeyond.

Although the potential adverse impacts of animal disease crises greatly outweigh the
relatively limited costs of investing in improved preparedness it remains a key challenge to
address needs satisfactorily within increasing budgetary constraints, palficuthe current
adverse financial climate. To overcome these constraints, it is crucial to achieve cost savings
by improving the EU rapid response structures and the processes involved in order to
optimise effectiveness and efficiency. To this end, thaluation provides detailed
conclusions for each of the key components of the EU rapid response system in Themes A to
G, on the basis of which recommendations are made.

S.3 Key findings per evaluation theme AG

Based on the FCEC analysis of the cobecevidence base, the following key findings and
recommendations were made per evaluation theme.

Theme A: legislation relating to contingency planning

The current scope of the EU legislation is by and large considered sufficiently broad to make
MS contingency planning an effective tool in achieving the goals of disease containment,
control and eradication. In particular:

1 Overall, there is a high levef MS compliance with the current criteria/requirements
in the Annexes of the Control Directives and MS are generally satisfied with the
current scope of EU legislatioff.he approach adopted in the FMD Control Directive
in particular is considered to beemplary and a world reference in terms of best
practice on how to prepare contingency planning.

1 Several MS include additional criteria in their CPs not currently laid down in the EU
legislation, e.g. systematic update in light of experience gained ballnd6 using
additional criteria would consider it necessary to lay these down in EU legislation.
This is because there is concern that putting forward more prescriptive legislation
might limit MS flexibility to adopt actions whiclfit national conditionsin terms of
the involvement of directly implicated sectors in contingency planning, this is linked
with two other key aspects of the EU animal health policy, the development of cost
and responsibility sharing schemes and the prioritisation of animakdseas both
processes are currently-going at EU level, it is considered premature at this stage to
define more prescriptive legislation in this regard.

1 Only about one third of MS currently include explicit provisions in their CPs on
coordination with righbouring MS in CP development (drafting, implementation and
simulation), and on collaboration more generally with other MS in CP
implementation The current level of coordination and cooperation both between MS
and with the COM is considered satisfagtand sufficient toinstil confidence
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amongst MS and stakeholders in the EU preparedness system. Nonetheless, MS would
welcome more exchange with other MS on their specific experience with contingency
planning.

1 The majority (about two thirds) of MS favoar generic approach to contingency
planning. MS identified several significant advantages in following a more generic
approach, notably the ability to share and benefit from best practices for better
planning of the organisational, logistic and legal eleséhat are horizontal across
diseases. However, some concerns have been raised on how generic CPs should be
designed. The conclusion reached is therefore that disease specific characteristics and
the ability to be prepared for effective action for eachc#E disease need to be
safeguarded, and that therefore a generic approach should aim to cover certain
minimum requirements that are common across diseases

1 Although currently not specified in the Annexes to the EU Control Directives,
different levels ofaction in the case of primary and secondary outbreaks are already
included in the CPs of some MS. Specific practices on primary outbreaks play an
important role in controlling diseases, e.g. animal traceability for BT and SVD, but
only a minority of MS consider it necessary to lay down such rules as a CP
requirement in EU legislation.

1 The majority (over two thirds) of MS already include rBiade alert exercises in both
CPs for FMD and Al, as required under EU legislation, but also for other diseases for
which these are not currently required. Several MS identified significant benefits in
carrying out simulation exercises, in particular in terms of reviewing the applicability
of the various technical provisions of contingency planning and drawing on the
lessons learnt to revise and update their CPs, and contributing to practical training on
the procedures to be followed during emergencies. Althougtinealalert exercises
are found to be timeonsuming and demanding by several MS in terms of the
requiredorganisation and resources, nonetheless the majority of MS CAs consider it
necessary to lay this down as a CP requirement in the EU Control Directives
particular for CSF and ASF for which the Directives currently foresee alarm drills
only. It is alsonoted that MS indicated thatcommon definition of what constitutes a
simulation exercise is missing and this should also be laid down in EU legislation.

Theme B: the evaluation/approval and follow up of the CPs

1 MS CPs have been systematically approwedy for FMD, CSF, Al and ND.
Furthermore, the procedure currently followed in these cases is in practice more of a
formality rather than a substantive comprehensive review of the CPs as such.

1 No subsequent approval following amendments by MS to thellyitipproved CPs
has been carried out. This is explicitly foreseen by the legislation in some cases (e.qg.
FMD) although there are different requirements on both the CP review frequency and
the approval of CP updates/amendments through comitology.

1 The majoity of MS do notconsider the current procedui@ the approval of the
initial CPs orof their updates/amendments, to be relevant, effective or efficient for
ensuring that effective CPs are in place. At the same time, most MS indicate that their
own natimal best intereststhelegal obligation to have in place operational CPs as
provided by the EU Control Directivesand the current mechanism of FVO
inspections for CRsare the three most significant drivers for ensuring the objectives
of contingency plaming i.e. to achieve animal disease preparedness and rapid
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reaction. Consequently, by and large, neither the COM nor MS consider that the
current procedurguarantees the quality of CPs. that the minimum criteria laid
downin EU legislation are followednd that CPs are regularly updated/revised in the
light of experience gained.

1 Drawing a parallel in particular from the food and feed safety sector, the procedure
foreseen by Article 13 of Regulation (EC) 882/2004 for MANERsulti annual
national control plans) does not involve SCoFCAH approval, as the Regulation
foresees that MS should simply submit their MANCPs and annual reports to the
COM, and in this case the COM checks via the FVO (at the end of the planning year)
whether the MS system in place is effective and ypé&hned.

1 Now that MS have developed their experience of contingency planning, it is
guestioned whether the CP approval procedure through SCoFCAH remains necessary
and whether it offers any real added vainderms of providing the COM services
with an overview of the CPs to verify their mutual effectiveness. By contrast FVO
missions are regarded by the majority of MS as relevant, effective and efficient in
ensuring these objectives, as they play an importae in verifying MS compliance
with the legislation.

1 In view of the generally low importance attached to the approval of MS CPs by
SCoFCAH, the majority of MS have indicated that there is a need to review current
procedures/mechanisms for the evalmtand approval of MS CPs with a view to
simplification and alignment with the procedures followed for MANCPs.

Theme C: Exchange of information on outbreak evolution at SCOFCAH meetings

The current information exchange practices are by and large stijuate and efficient taking
into account subsequent changes and progress regarding especially communication tools. In
particular:

1 The COM considers the exchange of information at SCoFCAH, taking into account
both the administrative constraints involvediahe existence of the ADNS (ADIS)
system to be broadly efficient. The COM considers SCoFCAH and ADNS to be fully
complementary: ADNS provides objective data on outbreaks, while at SCoFCAH this
is accompanied by contextual information provided by MS, wikainot be made
available via ADNS (or the future ADIS). ADIS will be designed to avoid
overlapping, duplication and divergence that could occur from reporting events to
different systems, and is thus also expected to save much effort and resource.
However the COM highlights that ADIS will not introduce a dramatic change from
the current situation, as ADIS will not replace essential parts of the discussion at
SCoFCAH meetings, concerning the provisio

1 The majority of MS consider the information exchange at SCoFCAH meetings very
relevant and effective both from the point of view of the MS having an outbreak
(obligation to inform) andor the other parties (opportunity to obtain information).
Overall MS find that SCoFCAHs an essential information exchange platform, in
particular as it offers the possibility to ask and answer questions immediately, and
share views and experiences at peer level. Many MS also highlight the importance of
the informal exchange of informatidhat occurs outside of the meetingsowever

2The MANCP describes the strateiipat MS develop for a certain time perimdorder to guarantee an efficient
resultin terms ofcontrols anccompliance witifood legislation by operators.
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some MS do not consider information exchange at SCoFCAH to be sufficiently
precise or detailed, and to be relatively limited at technical level, although solutions
are suggested to overcome ti$smebut not al stakeholder organisations would be

in favour of an equivaldrstakeholder forum at EU level

1 A number of suggested potential alternative options for sharing information at
SCoFCAH were considered (e.g. a technical group to facilitate discussion).gi® sin
option was put forward by any majority of MS, but some options are worth further
discussion

1 Most MS find the CVET missions relevant and effective as an additional tool in
support of the information exchange provided at SCoFCAH. However, there may be a
need to better outline CVETO0s rol e.

1 Most MS find a crisis unit similar to the one laid down in Commission Decision
2004/478/EC) relevant. However, it is debatable whether this would be necessary
considering the planned implementation of the crisis unitofod and feed, as the AH
emergency structure is se¢o already be well developédthere may simply be a
need to link this emergency structure to the crisis unit planned for food and feed in
cases with public health implications.

Theme D: Containment reasures put in place by MS CAs and endorsed by Commission
Decisions

1 Current procedures for the adoption of containment measures are by and large still
considered adequate by the COM taking into account subsequent changes and
progress. There is also subdtal flexibility in the individual steps involved in the
procedure: standard templates exist for the common diseases, steps can be expedited if
need be in order to implement measures within 24 hours, and the current electronic
systems used by the COM fdocument handling should not cause unnecessary delay.
Although the legal base for the adoption of measures by the COM is not agigropr
for actions in all caseshis is not considered to have caused any major problems; the
legal base could nonetheless tlarified and strengthened in the context of the
ongoing revision of the new Animal Health law.

1 Taking into account administrative/budgetary constraints, the legislative obligation for
adopting emergency containment measures at SCoFCAH is considerezhiefiic
MS. It is not considered to incumnecessary additional administrative cpbtg here
may nonetheless be savings to be gained in cases where the endorsement of MS
containment measures does not need to be voted on, if information provided by the
affected MS is sufficient.

1 The COM broadly considers the legislative obligation for endorsing containment
measures to be efficient. The COM highlights that the procedure is quite flexible:
votes can be conducted by eengbydrafttextshoer e i ¢
legislation are sentto the MSand onwhich they can give their formal opinion.
Legislation that needs to be voted on urgently akso be put to a vote in a non
animal healtt5SCoFCAH meeting if need be. Howeyigrwould be difficult to reduce
the number of MS participants required to be present at the meetings.

Food Chain Evaluation Consortium 7



Evaluation of the EU rapid response network, crisis management amdwocation capacity regarding certain
transmissible animal diseas€&snal Report
DG SANCCEvaluation Framework Contract Lot 3 (Food Chain)

Theme E: FVO verification missions reqgarding CP in peace time (including simulation
exercises) and during and after outbreaks of epizootics

1 Severalcriteria are used by DG SANCO to plan FVO CP missions. Most FVO
missions on animal health follow outbreaks and/or CP verification (in particular: Al,
FMD, BT CSF, ASF), and follow up missions due to identified shortcomings, while a
smaller number of missis are related to emnded eradication programmes.
Generally FVO CP verification missions follow animal health emergencies: following
CSF (1997), FMD (2001) and Al (2003, 2006 RO), emergency preparedness missions
have been carried out for these diseasesubsequent years. Although the current
frequency of FVO inspection missions is considered sufficient by the majority of MS
a 5 year rotation is considered by most experth@sninimum frequency required to
keep track of significant changes occurririgtee level of staff in the MS CAs and
other institutions and organisations involved.

1 Generally, MS consider the manner of conducting FVO missions and drafting of
reports fairly relevant and efficient in evaluating MS emergency preparedness,
although thos conducted in case of emergencies appear to be less useful than those
relating b contingency planning as suchohd forwardlooking rather than backward
looking inspections are therefore considered most useful and could fit within a
broader approach the review of contingency planning under the MANCPs.

1 FVO reporting has improved since the last evaluabbrihe Community Animal
Health Policy (CAHP)as carried out in 2007, although it is acknowledged that there
is scope for further improvements in usitige FVO findings and follow up. FVO
reporting serves different purposes for different readers: while the full inspection
report is considered most appropriate for the MS being inspected and the other MS
and third countries interested in the detailed auieof the inspection, the COM finds
the brief O0back t o of-3daysdtheinspegian vigitsnospr o d u cC
useful, and uses FVO reports as background information for discussions about MS
emergency preparedness at SCoFCAH.

1 The majority ofMS act on the FVO recommendations. In the visited case study MS,
in response to FVO recommendations, all requested fallpvactivities have been
completed by théMS CAs. Out of 141 FVO mission reports on animal health, 439
recommendations were made of alhnB97 (90%) had been followed up by MS.

1 Third country trading partners are mostly concerned about the effectiveness of MS
CPs in practice i.e. about how MS deal with a disease outbreak when this actually
occurs, as well as OIE diseastatus declaration® establish freedom of disease. In
this context, FVO MS inspections provide reassurance to third countries, who
increasingly value their credibility and accuracy. Although in the past there appears to
have been more reliance on own third country rislesssents or inspections (e.g.
USA), over the last decade third country acceptance of FVO mission reporting
appears to have significantly increased.

Theme F: the information flow in case of epizootics as well as the cooperation between MS
CAs and stakehdalers during CP elaboration and implementation

1 With respect to le involvement of the various stakeholders in the conception,
drafting, preparation, updating and amendment of theitCB concluded that
stakeholder involvement in MS contingency planninguth be encouraged and
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reinforcedby the introducingf a general provision on this in the CP requirements of
the Control Directives, rather than more prescriptive legislation.

1 With regard to communication between MS CAs and stakeholders progress has been
made, but there is still room for improvement in termghef timing/frequency, the
accuracy and scientific backing of the information provided, as walhasring that
the appropriate level of detas transmitted to the targatidience

1 Broadly speakig, the improvement in cooperation/coordination between countries is
expected to be paralleled by improvementSHE communication flow. In relation to
communication with third country trading partners, the EU is at the forefront of
applying the regionadation concept in international trade as this has proven an
effective way of managing outbreaks at the level of the affected MS or regions within
MS, without the rest of the EU or an exporting third country being penalised. As a
result, more recent outbileahave generally had less impact on trade than those that
occurred 20 years ago, and animal health is no longer the most controversial issue in
EU negotiationswith third countriesHowever,more has to be done to better integrate
EU strategy in managing and communicating on animal health emergencies, including
on improving transparency and the application of regionalisation principles.

1 Communication to the wider public is generally considesefficient, although it
remains highly variable between MS. It is considered that in spite cfighdicant
progress seen in this regard over the last decade there is scope for further
improvement in the coherence, scientific quality/validity and tgnih information
flows.

1 There are divergent MS CA views on the extent to which CPs should be made
publicly available (ofine), with those in favour arguing that awareness and
transparency in the procedures promotes rapid response in the event of aneyerg
and those against concerned about the potential risks related to the release of certain
sensitive information to the general public

Theme G: the effectiveness and efficiency of the EU rapid response network

As has been highlighted above B rapd response system is considered to have improved

very significantly over the last decade and to broadly work effectively and efficiently. This
having been sajdhere is scope for improvement in some areas. More importantly it is critical

to emphasise thavhile progress has been made in tackling outbreaks of traditional diseases
(e.g. CSF) newly emerging diseases are now becoming a major risk, as demonstrated by the
H5N1 and BT outbreaks. These are by definit:i
these diseases will bessential More generallythe extent of the economic and social
impacts (for the affected sectors and the wider economy) of major animal health
emergencies/crises that have occurred in the EU27 during the last two decades is so
significant that it justifies the relatively limited costs of investing in improved preparedness.
This is in line with the approach of the new Animal Health Strategy (20071 Brgveniion

is betterthancure ai mi ng t o r educe tadesocdurreice and dpreamld o f
and to minimise the impact of outbreaks, and with the COM Action Plan to deliver the
strategyo6s vi si20l8antileyond he years 2007
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S.4Recommendations

Based on the key findings presented above, a number of recommendations are presented as
follows. These are grouped according to the level of sugpatthey have receivefrom
MS:

1) Recommendation that have received widespread and unanimous support

1. Introducing a framework approach, for a generic CP laying down minimum
requirements that are common across all diseases, but ensuring sufficient flexibility to
adapt at an operational level to each specific disease to ensure sufficient disease focus.
On the basis of the most advanced CPs in place today (e.g. FMD and generic CP
models in several MS), such minimum requirements could cover: the chain of
command; the establishment of NDCCs/LDCCs and expert groups; sufficient access to
tools, staff, facilities ad funding; cooperation between the authorities involved;
cooperation between neighbouring MS/third countries; carrying out simulation
exercises; and, where applicable emergency vaccin@iimme A).

2.  The possibility of including regime alert exerciseas a CP requirement in all the EU
Control Directives should be taken into consideration, especially in the case of CSF and
ASF. MS are also in favour of a common EU definition of -teak alert exercises,
alarm drills and simulation exercis@heme A).

3.  While the current EU rapid response system has been sufficiently reactive, thereby
continuously improving by taking into account lessons learnt, it needs to be paralleled
by a proactive approach, which consists of anticipating and preparing for new or
emergng risks. The COM could play a key role in developing a systematic process of
analysing and evaluating new risks (horizon scanning), possibly benefitting from the
experience gained in the context of EFSA(
(Theme A).

4. With regard to the evaluation, approval and folow of CPs via the SCoFCAH
procedure there appears to be MS, as well as COM, consensus on the need to improve
as well as to strengthen procedures, but to avoid increasing the complexity of the
requirementsmposed on MS without offering any real added value.

Consideration should be given to harmonising the approach currently followed for the
approval of CPs with that of MANCPs, including the modalities of MS annual reporting
on key changes made in the C&g. on the chain of comman{1S reporting is
currently voluntary in the context of the MANCPs, but it needs to be considered
whether it should be made compulsoffile majority of MS indicate the need to keep
some form of COM oversight, which centresaminitial review and follow up of MS

CPs by more systematic FVO verification missions, leadibgt not necessarily to

some form of COM approval. The main justification for retaining some form of COM
oversight over the process was the need to ensherrmaonised approach across the
EU, and that all MS comply with the minimum CP requirements as laid down in the
Control Directives. For those supporting this option, the idea is for the COM to create a
general framework for CP drafting/updating, but to e2aeme degree of flexibility and
freedom to MS to develop their national CPs, and to verify this via more regular peer
reviewing by FVO inspections. The general framework outlined above could be
established through the development by the COM of atogate 'light and alive'
system of guides of good/best practices, which could fit into the development by the
COM of guidelines to assist Mi® adapt CP requirements to the national situafidre
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added value of having in place such guidance for animal heaitingency planning is
illustrated for example by theAO Good Management Emergency Practices (GMEP)
which appears to have been well accepted by countries supported by the FAO/OIE
Crisis Management Centfer Animal Health(CMC-AH);

Other possible EU 1eel actions aimed at ensuring high quality contingency planning
and emergency preparedness throughout the EU include training and workshops, both
of which can foster the exchange of experience and best practice across the EU. In this
context the systematitraining on contingency planning foreseen for 2AB2is
considered a very positive development. The lessons to be learnt from a more regular
review of the CPs by the FVO could fit into both the BTSF training and other
workshops gganised on contingencygmning(Theme B).

5. Consultation with the MS and COM services has largely indicated that the information
exchange element of SCoFCAH should remain as iTleme C) Only minor
improvements have been suggested (e.g. video linking; use of CRICA fangpest
meeting circulation of documents, additional technical groups for information
exchange; template for epidemiological reports; linking future food and feed crisis unit
to AH procedures and structures)

6. Given the generally positive picture of the @mtr procedure for the adoption of
containment measures and their subsequent endorsement by COM decisions, only
relatively minor improvements are propos€iheme D) These would include the
continued adaptation of the legal base for the adoption of safegueaisures by the
COM to ensure its appropriateness. It would also include work to ensure the
predictability of MS actions particularly by improving their capability to apply
regionalisation perhaps by pidentifying geographical units of reference foreth
restriction zones at the appropriate (regional level), based on common objective criteria
such as administrative boundaries, livestock density and farming sy3teimsvould
help ensure consistency of the approach and its implementation across M$ e im
the evidence base presented to third country trading partners.

Having in place the current procedure for the adoption of containment measures ensures
transparency. However, it is recommended to examine whether savings can be made in
further restriang SCoFCAH voting on containment measures for situations where
information is not sufficient or where ou
long discussion. This would mean giving MS more opportunity to provide adequate
information on measusetaken and further encourage MS to fill information gaps or
correct inadequate measures

(Theme G).

7. A5 year cycle is considered the best approach for FVO CP verification missions in the
EU27. If the FVO was to achieve a cycle of inspection missions &vgears per MS
to verify MS CPs sufficiently, this would result in an additional 5/6 missions per year
Assuming all other FVO work (e.g. missions on the monitoring and eradication
programmes etc.) were to continue as at present, this would result iddiorel
requirement for 2 more inspectors in the FVO AH (hiteme E)

8. Interms of FVO mission reporting and improving the usability of FVO reports by other
COM services, i n addto-d fi foinc etedo atnhde fcuulrlr einrts
there maybe scope for a more synthetic report, for example every two years, to provide
an overview of the key findings of the FVO missions undertaken, falipwvactivities
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and MS feedback including frortraining seminars.The lessons learnt fromsuch
synthesis reprts could fit directly into future policymaking(Theme E and G)

9. In terms of the additional costs of SCOFCAH meetings certain improvements could be
considered to provide cost savings (e.g. vilieking to AH experts who are not
attending the SCoFCAH mieegs; the use of CIRCA by MS to facilitate the timelypre
and posimeeting circulation of relevant documents; the use of a technical group as an
additional tool to information exchange at SCoFCAH; and, of a template for
epidemiological reports to stand&e and improve the information providedhéme
C and G).

1.a) Recommended eliminations in EU leqgislation:

10. While the FMD CP model is considered to be the most thorough and detailed, the
Control Directives for BT, ASF, AHS, CSF and Al could be revisediddress the
additional criteria highlighted, including animal welfare, and to take out criteria that are
not considered appropriate for some diseases e.g. emergency vaccination for SVD
(Theme A).

1.b) Issues on which harmonisation or more prescriptive EU legislation have been not
recommended at preseimut where other potential options have been taken into
consideration

11. At the moment, the best approach for reinforcing stakeholder involvement in MS
contingency planning is to state the need for this as a general principle in EU
legislation More prescriptive legislation on this is perceimdthe majority of MSto
be both premature and potentially negative in terms of the contingdainning process
in some MS Similarly, having explicit provisions on MS collaboration laid down in EU
legislation is not considered necessary by the majority of Ré&$her, it is considered
more helpful to have a suitable forum for exchange of best practices, and training; to
this end, an initial day conference could be proposed to cover the range of issues that
are relevant to contingency planning including on communication i¢§beme A).

12. In addition, increasing the level and detail of MS national databases provigurgtan
ADNS/ADIS could be considered, so as to improve the availability of information
which can be used to provide data to other MS and the COM in case of emergencies
(Theme F).

13. By and large MS are satisfied with the current degree of detail ore@Rrements.
However, more specific guidelines could be developed, possibly by reviewing and
updating those developed by the COM in 2000, to explain further the CP requirements
of the Control Directives. Such guidelines are considered beneficial forirap&p®
requirements to the natiahsituation by most MS; thegould also provide better
guidance and more focused FVO inspections, as is the case with the FVO reports on
monitoring and eradication programmes for which the COM measures on specific
diseass are more prescriptivellifeme A).

14. Improving the MS application of regionalisation on the basis of EU common principles
and criteria on geographical demarcation of restriction zones through specific
provisions in EU legislation needs to be considéiidteme F).
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2) Recommendations that have received more divided views:

1. To improve the consistency in contingency planning across all relevant sectors and to
explore potential synergies in FVO inspections for CPs and MANCPs, regular CP
verification missions o the basis of a-gear review cycle (as discussed above) could
be carried out by mukilisciplinary teams to cover the broader range of fields falling
under the MANCP; in addition, focused missions could be conducted on specific
suspicion or evidence ofhertcomings, and emergency missions (as currently
conducted) in the event of outbreaks, both of which would be conducted by experts in
the animal health fieldTlheme B).

2. Limited access or a filtering system may be a solution for enabling CPs to become
partally public, in terms of CP information being accessedima only by relevant
registered usergieme B.

3. Promoting the opportunity for information exchange at stakeholder level, similar to that
currently provided to MS CAs in the context of SCoFCAldetings, could be further
consideredTheme F).

4.  Although the creation of a network of communicators in the field of animal health may
not be the magic solution for improving communication, ohier alia to a generally
low level of institutional memory brought about by the relatively frequent change of
position of the staff involved, where possible it would be desirable to pursue further
some of the useful recommendations provided byQbeference on ls®ns learned
from the HIN1 pandemicAnother key lesson drawn from outbreaks over the last
decade is themportance of having the information flow channelled to the outside world
via a limited number of key officials, in order to ensure more coherenntificialy
based and timely messages at all levels (EU, national and regional) during epizootics
(Theme B.

5. It needs to be considered further whether the ratio of primary to secondary outbreaks
would be appropriate for MS to use as a more objective imdicdttheir performance
in the management of certain diseases, and what the target ratio should be set at
(Theme G).
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1 Introduction and methodology

This Draft Final Report igsents the main results and conclusions of the analysis in respect to
the issues specified in the 43 EQs and Them& & the evaluation.

1.1 Contextand objectives of the evaluation

DG SANCO haslaunched an evaluationon the emergency preparedness of B8 rapid
response network, crisis management and communication capacity concerning certain
transmissible animal diseases. Tlegaluationis to provide an assessment of thentire
relevant legislative and ndagislative framework, system and structainet both Member

States MS) and DG SANCOwork within and have implementedo ensureall actorsare
effectively able torespoml to threas and crigs related to transmissible animal dissa3ée

study will also place the evaluation in the context of BetguRation, by analysing the way

in which administrative burden and cdstthe Commission, MS anithie economicoperators

could be reduced

Al t hough the term nr ap foanally definpdoim El¢ vetariearywo r k 0
legislation, it isunderstoodio encompass the Commission, the responsible MS veterinary
authorities and in the broader sense the main stakeholders such as those represeetsg farm
agro food industrieand veterinariansAll these actorshouldwork in a highly coordinated

and colldgorativemannelin orderto identify the appropriate measuresstafeguard public and

animal healthWhile the Commission coordinates the management adsciise MS hee the

main responsibility for actiain the area of emergency preparedness. The @micyPlans

(CPs) arethe main instrument throughhich MS effectively develop antmplementacions
againstsuspectedr confirmedoutbreaks ofinimal diseassin theirterritory.

The aim of the study is to providae &valuation othe status of theemergency preparedness
of the animal health network the EU with a focus on the year¥9982009 to identify
aspects of current legislative and non legislative measures, acts coadgas whicimay
require improvemenor changesandto analyse andlevelop policy options for the future.
The studywill alsoassess the relevance and the effectiveness of CP implementation by both
MS and DG SANCO, the added value of the SCoFCAH activiiekiding Commission
legislation adopted at SCoFCAH meetings, aminmunication capacity between all the
actors before and during epizootidsinally the study will provide an analysis of the
contribution of the EU rapidesponse networkn maintaining a high level of sanitary
protection and its impact atie trade of Ive animals, animal products and food of animal
origin.

The rationale for evaluating tHeU rapid response netwodonsists of a number of factors as
follows:

1 the increasinglyrecognisedmportance of early detection and timely notification of
outbreaks by MS;

1 an effective and efficient flow of timely and relevant informatioancerning
outbreaksparticularly as Commission services largely rely on the EU network to
effectively preparedr and manage emergencies;

1 the correct implementation of disease control/eradication measures (in particular
preparation of CPs both in advance and with the full cooperation with all actors
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concerned)and
1 good communication between all actors.

According to the Terms of Reference (ToR), the purpose of the evaluation is twofold:

1. To evaluate the current legislative and #egislative environment as regards the state of
preparedness and capacity of the EU rapid response network, in particular for the
following aspects:

a. the current emergency framework (i.e. the CP and the SCoFCAH) in tackling
epizootics and the implementation of this framework by the MS;

b. the administrative and technical controls (including FVO inspections/audit) and
assistance providday Commission Services to the MS;

c. the feasibility of other/additional framework and/or tools improving control of
certain animal disease outbreaks (collection of relevant ideas of MS and other
actors, lessons learned based on existing examples or atglrenfion measures);
and,

d. the communication and dissemination strategy, to assess the effectiveness and
efficacy of the EU rapid response network as a key tool in keeping a high level of
health protection in the EU.

2. To clarify which aspects of currenteasures need to be improved/changed and to suggest
potential options for improvement, including possible legislative amendments and future
developments based, where possible, on quantitative data.

1.2 Overview of the EU rapid response network, crisis manageent and
communication capacity

The EU rapid response network is principally composed of Commission Services ahd MS
specifically, the veterinary Competent Authorities (CAd)ut also private veterinarians, the
economic operators concerned, especially those representing farmersiidaddamdustries
(stakeholders)

Its main function is to coordinate action in ordentmimisethe detrimental effects of disease
outbreaks on the trade of live animals, and the products derived from these. In relation to
trade, the focus is on ebtd i shi ng i mport conditions accor
obligations, as well as maintaining export flows by supporting Commission services in
tackling any unjustified trade barriers that might arise on sanitary grounds as a defensive
reaction fromrading partners.

Within the network, the main responsibility for action is at MS level, while the COM has a
coordinating role that aims to ensure proportionality, subsidiarity anedisarimination.
Stakeholders such as livestock farmers and food msiomanisations play a key role in

% This section isevised and completed from the earlier version presented in the Inception, Remoporating
the COM feedback on this
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early detection and reporting as well as the early management of outbreaks, which greatly
improves the likelihood of being able to control a disease in its early phases.

The Standing Committee on the Food Chain and Aniral Health (SCoFCAH) is currently
playing a key role within this system, in its regulatory/legislative function for the adoption of
some of the key tools of the EU rapid response network: the Contingency Plans (CPs) put
together by MS in peacetime; and #@ergency containment measures taken by MS in the
event of outbreaks.

Figure 1 provides an overview of the various legislative and non legislative activities, as well
as complementary action carried out within the EU rapid response, crisis management and
communicationnetwork, while Figure 2 summarises the key actors and their role in the
systenf.

* Both figures arerevised and completed from the earlier version presented in the Inception ,Report
incorporating the COM feedback on this
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Figure 1. EU emergency preparedness and response system to animal disease outbreaks
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* Including animal welfare provisions (Regulation (EC) 1099/2009) and the safe disposal of animal by product (Regulatid69R2a)%nd implementing rules)
** Directives 89/662/EEC and 90/425/EEC (inted) trade); Directives 97/78/EEC and 91/496/EEC (imports)
*** Directive 2002/99/EC
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Figure 2: Key actors and roles of the EU rapid response network

KEY ACTORS MAIN ROLES

9 Communication (with other MS, COM, stakeholders, wider public)
9 Providing experts for the CVET

i Drafting and activating Contingency Plans
MS CAs I 9 Outbreak notification (ADNS/ADIS)
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9 Decision making (legislative forum) based on information exchange:
o Approval of MS Contingency Plans (including updates and amendments

\-/ V l o Endorsement (adoption) of MS emergeKicgntainment) measures
: \/ | fTechnical Assistance MS/ TCs in animal health emergencies

COM fDevelopment of EU legal framework, administrative procedures
[ technical tools to fight outbreaks
(DG SANCO) I Risk management/coordination of MS actions

9 Adoption of interim (own initiative)emergency measures

i Verification of EU implementation (including FVO inspections)
1 Communication (MS, TCs, wider public)

fInspections and technical assistance in peacetime (FVO)
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The activities and cooperation of the rapid response network are regulated by both legislative
and nonrlegislative tools. These encompass:

1. EU Control Directives: MS contingency planning

The EU Control Directives for the various diseases require that all MS should draw up a
Contingency Plan (CP), to be implemented in the event of a disease outbreak, which also
specifies the national measures needed to maintain awareness and prepadatinaess.CPs

for epizootic diseases are an essential element to ensure MS outbreak preparedness, and they
are a fundamental aspect of the EU rapid response network, and its crisis management and
communication capacity.

Contingency plans must be submittadthe MS to the COM and approved via the comitology
procedure (SCoFCAH). Once a plan has been received, the European Commission verifies
whether the contingency plan allows the desired objective to be achieved; suggests to the MS
concerned any amendmenmtquired in particular to ensure that the plan is compatible with
those of the other MS; and approves the plans, if necessary amended in accordance with the
procedure of the SCoFCAHh the course of the implementation of@ntingency plan the MS

and DG SANCO also generate a tweay informal information flow, not regulated by
legislation, on the measures taken and activities carried out.

2. Emergency containment measures

EU legislation (the EWControl Directives)ays down the minimum EU control measutede
implemented when an outbreak occurs, in line with the rules governing intra community trade
and imports from Third CountrigsThe aim is taeduce, through timely and effective action,

the potential impact of epizootics of regulated contagious skea

The Commission and other MS may either agree or disagree with the measures taken by the
affected MS:

1 In the first case, the COM may (but do not have to) propose measures endorsing the
situation on the ground;

1 In the latter case (on very rare occasions) the Commission may consider further
measures to be necessary and draft decisions in order to strengthen the applicable
measures. In particular, Article 9 of Directi88/662/EEC and Article 10 of Directive

® Council Directive 89/662/EEC of 11 December 1989 concerning veteritgyks in intraCommunity trade

with a view to the completion of the internal market

Council Directive 90/425/EEC of 26 June 1990 concerning veterinary and zooted@cks applicable in intra
Community trade in certain live animals and products with a view to the completion of the internal market

Council Directive 97/78/EC of 18 December 1997 laying down the principles governing the organi$ation
veterinary checksn products entering the Communitgm third countries.

Council Directive 91/496/EEC of 15 July 1991 laying down the principles governing the organization of veterinary
checks on animals entering the Community from third countries and amending Dire88X&82/EEC,
90/425/EEC and 90/675/EEC

® In addition, based on Article 5 of Council Directive 2002/99/EC, veterinary certification is required for products
of animal origin intended for human consumption whprevisions adopted for animal health reasonsleu

Article 9 of Directive 89/662/EEC establishes that products of animal origin from an MS, affected by the epizootic
disease, is to be accompanied by a health certificate.

Food Chain Evaluation Consortium 6



Evaluation of the EU rapid response network, crisis management amdwacation capacity regarding certain
transmissible animal diseas&snal Report
DG SANCCEvaluation Framework Contract Lot 3 (Food Chain)

90/428EEC stipulate thathe COM may, in consultation with the MS concerned and
following the meeting of the Standing Veterinary Committee, take interim protective
measures with regard to animals or products from the region affected by the epizootic
disease ofrom a given holding, centre or organization.

In most cases, MS are also invited to present the evolution of animal disease presence in their
territory, as well as the protective measures taken within the framework of the relevant CP at
the SCoFCAH meatigs. In addition, an information flow, concerning outbreak confirmation
and CP implemented measures, is regularly generated between MS and the COM via the usual
communication tools such as faxes and email.

3. Risk notification: ADNS/ADIS

One of the keyactivities of the network concerns notification of outbreak occurrence by the
affected MS to other MS and the COM. In order to ensure a rapid exchange of information
between the national CAs responsible for animal health and the COM on outbreaks of
contagous animal diseases, the EU has provided the legal basis (Council Directive
82/894/EEC) for a computerised informati@ystem (ADNS) which alerts Commission
services and MS Chief Veterinary Officers (CVOs), within 24 hours of confirmed primary
outbreaks. Anex 1 of this Directive lists the animal diseases subject to notification. This
system permits immediate access to information about contagious animal disease outbreaks and
ensures that trade in live animals and products of animal origin are not unriscaffsated.

4. Technical assistance: EU Veterinary Emergency Team

In order to improve the crisis management mechanism, in 2007 the COM adopted a Decision
(Commission Decision 2007/142/EQp establish the EU Veterinary Emergency Team. This
team, made up ohnimal health experts, is available at short notice in order to provee
support to respond rapidly to major animal disease outbreaks in the EU and third countries.

EachMS submitslists of experts they propose for the emergency team and the Commission
selects ad hoc team members in the event of an animal disease crisis. At present (2011), the
emergency team consists of 101 experts from several Wighin the EU territory, the
emergacy team has completed several missions in the case of major crises, including of CSF,
BT and FMD (see table below). In the case of the recent FMD outbreak in wild boars and
domestic animals in Bulgaria, the team promptly assisted the MS by visiting gioe 1&f

Burgas, where the diseasetbreak had been reported, to help with further enquiries.

" For the risk notification on food and feed the European Commission put sthie®RASFF (Rapid Alert System

for Food and Feed) whereby Member States, HEAA countries and th€OM share information on food and

feed which may present a risk to public health.

& Commission Decision of 28 February 2007 establishing a Community Veterinary Emergency Team to assist the
COM in supporting Member States and third countries in veterinary matters relating to certain animal diseases
(2007/142/EC)
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Table 1: Missions of theVeterinary Emergency Team in the EU

MS ' Date Disease \
Cyprus November 2007 FMD

Cyprus November 2007 FMD

Slovakia April 2008 CSF

Netherlands November 2008 BT

Lithuania July 2009 CSF

Bulgaria January 2011 FMD

Bulgaria February 2011 FMD

Source:European Commission

5. Complementary activities

Other actors and their activities also play a very important role in the management of
epizootics. These include:

1 EFSA which provides risk assessment advice on food and feed safety, and animal health
issues, as well as animal welfare, to MS ancElpean Commission;

1 National reference laboratories (NRLs) and EU reference laboratories (EU RLS) in the
animal health field, which ensure the harmonisation and high quality of diagnostic
methods as well as confirmatory diagnosis of the various diseasgsuniform
laboratory testing within the EU, to support the activities of the Commission in relation
to risk management and risk assessment;

1 In addition, TRACES, an interndiased network between veterinary authorities in the
EU, provides epidemiologidglimportant information which helps MS CAs to identify
the origin of the contagion and its ensuing spread.

6. MS contingency planning

The importance of contingency planning for controlling infectious animal diseases became
widely recognisedin the 1990s.The objective of contingency planning is to plan the
management in advance of a potential critical event that may or may not occur. In the context of
infectious animal diseases, such an event would be the introduction of a highly contagious
disease such deot-andmouth disease (FMD), avian influenza (Al), Newcastle disease (ND),
classical swine fever (CSF) or bluetongue (BT).

Within the EU, legal guidance relating to contingency planning was first provided for FMD by
Council Directive 90/423/EEC whichaes:6 Each MS shal | draw up
specifying the national measures to be implemented in the event of an outbreakaofifoot
mout h dA Bsed srimfa to be met by FMD contingency plans was laid down in
Commission Decision 91/42/EE@Gnd subsequently superseded by Council Directive
2003/85/EC (Annex XVII).
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Contingency planning has been applied to other major infectious animal diseases. The legal
framework fo diseases subjected to harmewdisontrol measures and for contingency pilagn
within the EU is presented in the table below.

Table 2: Animal diseasessubject to harmonised control measures and contingency plan

Animal disease Legal framework EU legislation- approval of animal disease CPs

Avian infl il Directive 2 4/E L .
vian influenza Council Directive 2005/94/ Cﬂ for 25 MS Commission Decision 2004/102/EC
M for 2 MS Commission Decisio2007/24/EC
lassical swine f il Directive 2001/89/E L L
Classical swine fever Council Directive 2001/89/ Cﬂ for 15 MS. Commission Decision 1999/246/EC
M for 10 MSCommission DecisioR004/431/EC
M for 2 MSCommission Decisio2007/19/EC
Foot th di il Directive 2 E . -
ootandmouth disease |Council Directive 2003/85/ Cﬂ for 15 MSCouncil Decision 93/455/EEC,
M for 10 MS Commission Decision 2004/435/EC
M for 2 MS Commission Decisio2007/18/EC
N le di il Di i 2 EE .. ..
ewcastle disease CouncilDirective 92/66/EEC M for 25 MS Commission Decision 2004/402/EC
M for 2 MS Commission Decisio@007/24/EC
Bluetongue Council Directive 2000/75/EC|
African horse sickness |Council Directive 92/35/EEC
African swine fever Council Directive 2002/60/EC
Other animal diseas{Council Directives 92/119/EE
including swine vesicul
disease
Certain diseases in aqug
animals Council Directives 2006/88/E

Source: European Commission

Each of the above Directives includes an annex specifyingritexia/requirements that the
respective contingency plan should comply with. The specific provisions of the EU legislation
covering these plans vary from one Directive to another due to the historical development of
this legislation. In general, planslal access to facilities, equipment, personnel and other
necessary materials to ensure rapid and efficient containment and eradication of the outbreak,
although for some diseaseSF, Al, fish diseases and FMEeature notable differences in
terms of the& requirements. The CP for Al, for example, requires specific data on the number
and location of all commercial poultry holdings within the MS, and the maximum number of
birds, by species, which could be present within them.

Despite such differences, thein elements to be covered by the plans are the same, namely:

- legal powers;

- financial provisions;

- the chain of command and National Disease Control Centres;

- local Disease Control Centres;

- expert groups;

- resources required for disease emergericpssonnel;

- resources required for disease emergericegglipment and facilities;
- diagnostic laboratories;

- emergency vaccination;
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- training;
- publicity and awareness;
- operational manual.

A detailed plan for emergency vaccination, and vaccine requiremertied in the event of
emergency vaccination for CSF, FMD, BT, Al, ND must be indicated. In addition, Article 72 of
Council Directive 2003/85/EC requires FMD CPs to set out the measures to be applied in a
‘worst case scenario', in which the national CAsstmaontrol a large number of outbreaks
occurring within a short time and caused by severalgantetically distinct serotypes or strains.

For ASF and CSF, simulation exercises (alarm drills) must be organised at least twice a year.
Realtime exercises mai also be conductddFor FMD, these take place twice within a five
year period (or in combination with an exercise in a neighbouring MS or another disease).

The CPs are approved, via themitology procedure, by Commission DecisithSignificant
modifications in the CP for FMD must be notified to the Commission. In any case, each MS
must update its CP for most of these diseases every five years and submit it to the Commission
for approval. Particularly, in the case of FMD the CP needs to take intorddheuexperience
gained during redime alert exercises.

1.3 Overview of methodological approach

1.3.1 Structure of the assignment

The evaluation assesses the performance of the EU rapid response network, crisis management
and communication structures regardiogrtain transmissible diseases in relation to seven
specific issue's:

1. Relevance and effectivenesf the current legislative and nonlegislative
framework in preparing the MS to respond to possible animal health crises;

2. Relevance and effectiveness of thamplementation of the CP process by the
Commission (DG SANCO, Directorate D and F), in relation to the initial evaluation
and approval of the CPs and the subsequent checking of implementation by the MS
(especially with regard to FVO inspection/verificatimissions);

3. Added value of the operation of the SCoFCAHand the Commission legislation
adopted at SCoFCAH meetings;

4. Cooperation and coordination between national CAs and various stakeholders
both during the elaboration of the CPs and their implementatratyuding the
execution of simulation exercises;

? Currently real time exercises are foreseerai 73 of 2007/18/EC for FM@nd.Art 62(6) of CD 2005/94/EC

for Al

192007/24/EC, for Al and ND; 2007/18/EC for FMD; and 2007/19/EC for CSF

™ This evaluation does not cover the following points: establishmokat single Animal Health Law; further
development of the TRACES systems; development of an Animal Disease Information System, ADIS;
reinforcement of the necessary EU antigen/vaccine banks; evaluation of the Community Reference laboratories on
the field d animal health; discussion of policy on the use of authorised vaccines. These issues have been subject to
other actions of the Programming document for the Strategy. However, where appropriate and relevant, reference
to these issues may be made when ailng the evaluation themes and questions.

Food Chain Evaluation Consortium 10



Evaluation of the EU rapid response network, crisis management amdwacation capacity regarding certain
transmissible animal diseas&snal Report
DG SANCCEvaluation Framework Contract Lot 3 (Food Chain)

5. Communication capacity and information flow prior to and during epizootics
between MS and the relevant stakeholders (quality, quantity, relevance to the public
concerned) and the Commission Services;

6. Relevance and effectiveness of the implementation by M&F the framework related
to CPs (in theory and in practice), and of other disease surveillance systems developed
by MS in order to prevent or reduce the spread of epizootics due to known agents. Also,
the @pacity of MS systems to react to new agents (e.g. BT, exotic diseases), unknown
agents or particular threats (bioterrorism);

7. Capacity/effectiveness and efficiency of the EU global response systmwards the
various groups oftakeholders(including EU tading partners).

In order to address these issues the assessment covers a set of 7 evaluation themes which
consist of a total of 43 evaluation questions (EQS).

The assignment was structured according to three main tasks: structuring, data collettion, an
synthesis. The synthesis assedbesrelevance, effectiveness, efficiency, and sustainability

of the EU rapid response network, crisis management and communication capacity for certain
transmissible disease, with a view to identifying possible areasfsovement.

1.3.2 Intervention logic

The intervention logic of the Elhpid response network, as positioned within the EU animal
disease risk prevention and management system, was developed by the FCEC and approved by
the SG during the inception phase of tkialeation; this is presented figure 3.

Disease containment, control and eradication is a wider objective served by a range of tools,
including surveillance, diagnostics and the rapid response network CPs. CPs are a component
of the rapid response system. In the short term, an effective CP will contribute to containing
the disease; this, in the long term will contribute to control and eradication

1.3.3 Judgment criteria and indicators

The analysis of Themes-& and the 43 EQs of the TOR were based on the judgement criteria
and indicators presented Amnex 1

In particular, once the judgment criteria were defined, the identification and selection of
guantitative and qualitative indicators was based on the following two main criteria:

1. The relevance of the indicators in the context of the evaluation in terms of providing
fully justified answers to the evaluation questions; and,

2. The existence and availifity of data to determine the feasibility of using the indicators
identified as being relevant.

In this process, the scarcity of relevant quantitative indicators for an evaluation of this nature
was noted. On the basis of the above two criteria, addmiumber of quantitative indicators

were identified as most appropriate to include, and these are summarised in the analysis of
Theme G. Further pgouraen,t id anarwvgeged ofndogaaswirs (¢
developed.
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The analysi®f the hdicatorshas drawn on the results of the key methodological tools used in
this evaluation: an EA27 survey of MS Competent Authorities (CAs), the 10 MS case studies

and indepth interviews with an extensivange of relevant stakeholdefsn overview of he
consultation process followed in the study is providefrinex 2.
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Figure 3: Intervention logic for the EU rapid response network
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WITHIN THE EU ANIMAL DISEASE RISK PREVENTION AND MANAGEMENT SYSTEM
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2 Theme A: legislation relating to contingency planning

2.1 Background

The EU Control Directives for the various diseases require that all MS should draw up a
Contingency Plan (CP), to be implemented in the event of a disease outbreak, which also
specifies the national measures needed to maintain disease prepsrddational CPs for
epizootic diseases are an essential element to ensure MS preparedness to address outbreaks,
and they are a fundamental aspect of the EU rapid response network, and its crisis
management and communication capacity.

The legal frameworKor animaldiseases subjected to harmewnisontrol measures and for
contingency planning within the EU is presentedatle 2*2.

The specific objective of this theme is to evaluate the relevance and effectiveness of the
current legislative framework in preparing MS to respond to potential animal health
emergencies, with a view to achieving the goals of disease containment, comrol a
eradication. The current legislative framework refers, in particular, to the Control Directives
whichinter alialay down the minimum requirements for drawing national CPs.

The FCEC has screened the legislation and identified the following key criteria
determining whether a CP is relevant and effective. On this basis, the FCEC has examined,
in the survey of MS CAs and in the case studies, the extent to which these criteria are
endorsed by MS, whether they are considered to be detailed enough ahervdteer
relevant criteria that are currently not listed should be included indhedDirectives.

12 Newcastle disease and aquathimal diseases are coved respectibgiyControl Directive92/66/EECand
Control Directive2006/88/EC.The aim in both cases to achieve a disease fraatas for facilitation of trade.

In agreement with DG SANCAQliseases of aquatic animdlave been excluded from this evalaatfor the
following reasonsa) disease control and spread of disease in particular in fish living in the open sea differs
significantly from that of terrestrial animalb) these diseaseme only on veryareoccasions requiring a rapid
emergency responsandc) in some MS there are very few establishments that are concéftienligh disease
control measures and contingency glane in placdor these diseasgt is up to the Mb to decidewhether and
howto implement thee In the case olNewcastle diseag®ID), it can be reasonably assumed that any MS ready
for avian influenzais also ready for ND.
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. A
RITERIA A A D B A D

Organisation:

Chain ofcommand® a a a

Staff details & responsibilities a a a a

NDCC/LDCC 514 51° a a a a a

Permanent operational expert group | 5° 517 518 &

Cooperation between all releva ~19 ~

authorities a a

Cooperation with neighbouring MS i ~ 20

real time alert exercises

Legal powers for implementation a a a a a a a

Access tdinancial resources 3 E E
Practical implementatiofi

_Detailt_ad instruct?ons on actio 5 5 5 5

including for safe disposal

Operational manual a a a
Tools:

Availability of equipment & materials a a a a a a a

Diagno_stic_ labs _facilities & capacit] 5 5 5 5 5 5 5

for rapid diagnosis

Emergency vaccination ] E E E £ E

Capacity for safe disposal a
Capacity for rapidcommunication:

Between CAs and with stakeholders| & a= F F a a a

With the general public a a
Other criteria

13 The full chain of commanihcludes staff details and responsibilities, and also the NDCC/LDCC netWrx.
Control Directives CDs) for AHS, ND, SVD, and BT requiréSta f f

det ai |l s

the CDs for CSF, ASF, and FMR chain of command is explicitly laid down as a criterion. The chain of

command isa broader requirement than staff responsihilag it alsoexplicitly specifiesthe ability/right of

CVOs to activate CPs.

4 Art 22 CD2002/60/EC
15 Art 23 CD2001/89/EC
18 Art 22 CD2002/60/EC
17 Art 23 CD 2001/89/EC

BAr t

62(6) of CD

to in Articl

62 (3) of

e

64(2)0.

CD 2 0 erbvisions shillde ie @aceafdr tldseschopesatimrivieant the
competent authorities responsibfer the different sectors, particularly those in chagfeanimal health, public
health, environmental matters and health and safety of workers, in particular to ensure proper risk

communication to farmers, workers in the poultry sector and the pulsl 6 .

20 Annex XVII of CD 2003/85: by way of derogation from pagraph 11.2.1 and subject to appropriate
provisions in the contingency plaiMS with a limited population of animals of susceptible species arrange for

the participation in and contribution to reatime exercises carried out in a neighbourindS[ . . ] 6.

%1 Some ®@ntrol Directives (ASF, CSF, FMD) explicitly require an operational manual, while for the other
| egi sl ation
as an operational manual includes adedt range of instructions.

di

seases the

simply |

ays down

22 Art 22 CD 2002/60/EC. The type of communication is not specified
% Art 23 CD 2001/89/EC. The type of communication is not specified
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DISEASE

CRITERIA

Training a a a a a a a

Real Time Alert Exercise a8 a

Alarm drills a a

Worst case scenario a

Holding registration and identificatio ~25 x ~26
. . a a a

of high density areas

Source: FCEC, based on the criteria/requiremiarttse Annexes to the disease specific Control Directives.

2.2 Findings
2.2.1 Assessment of the current scope of the EU legislation (EQ A/1)

A/l To what extent is the CP scope broad enough in current legislation to make it an
effective tool in achieving its goalssuch as disease containment, control and
eradication?

This evaluation question addressees the extent to which the scope of current EU legislation
on contingency planning, as laid down in EU Control Directives for notifiable diseases, is
broad enough to &ceve the goal of disease containment, control and eradication.

The containment, control and eradication of animal disesrs@swider objective served by a
range of tools, including surveillance, diagnostics and contingency planning. The
Contingency Plas (CPs) are an essential component of the rapid response system. In the
short term, an effective CP will contribute to contain a disease outbreak; in the longer term,
this will contribute to disease control and eradication.

According to experts, a standadeal format for an animal disease CP as such does not exist,

as each CP needs to be tailored to each <cou
disease characteristics (FAO Good Emergency Management Practice: The Essentials, 2012).
Nonethegss, it is still possible to identify some key elements which are crucial for a correct

and effective implementation of CPs in the event of emergency diseases.

In particular, for CPs to be an effective tool (in achieving the objectives of disease
contairment, control and eradication), certain minimum criteria or requirements on their
scope and contents should be in place. These are already defined for certain priority notifiable
diseases in the Annexes to the EU Control Directit®swith the obligationdr MS to draw

% Training is in some cases explicitly specified at different levels, such as at adriimisirad field level, and

in other cases not defined at all. In the case of the CD on FMD, one specific criterion is training in
communication. Training in communication is also mentioned in the CD on aquatic diseases.

% Art 22 (b) of Council Directive2 001/ 89/ EC e thé eobtihgersyhpan fort SR should give a
precise indication of the regions where areas with a high density of pigs may be found in each Member State, in
order that in these regions a higher level of disease awarenessaralprepd ness i s ensured. 6
EMD Directive 2003/85/EC in Annex X point (3) provides a definition of Densely Populated Livestock Areas
(DPLA), referring to art 2 (u) of CSF Directive 2001/89/EC when deciding for vaccination.

#"|n particular, those diseases coa by the old list A (notifiable diseases) of the OIE.

% Some CP requirements are also laid down within the articles of Control Direttifes example, the
requirement to have in place a NDCC is included in article 22 of Control Directive 2002/60/BSFKaoand
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their CPs according to certain criteria. However, there is significant variation in coverage and
detail between the criteria laid down for the various diseases; this is due to historical reasons,
in particular the progressive developmentha Control Directives.

A number of indicators capturing a range of parameters were developed by the FCEC to
evaluate the breadth of the scope of EU legislation.

Indicator 1: MS compliance with the criteria/requirements currently laid down in EU
legidation

The FCEC has screened the legislation and identified the key criteria for contingency

planning, as listed in the Control Directives for each of the diseases. This exercise provided
the basis for examining the extent to which these criteria asgiby all 27 MS, whether

they are considered to be detailed enough, and whether other relevant criteria that are
currently not explicitly listed in the Control Directives should be included.

With regard to the requirements laid down in each disspegfic Control Directive, the
results of our survey show that, overall, the level of MS compliance is high: on average, 22
MS comply with each requirement laid down in each of the Control Directives. However, the
average level of MS compliance with the Eehuirements varies greatly between diseases:
while in the case of CSF, FMD and Al CPs, the average level of MS compliance is very high
(25 MS comply with each requirement), in the case of AHS and SVD the average level of MS
compliance is significantly loar (15 and 17 MS, respectively, comply with each
requirement)Table 4).

For some of those MS which do not fully comply with all of the critéaid down in EU

legislation, this appears to be due to budget/administrative constraints. This is the case, for
exampl e, with theermgonentmemptes af ino @Porteghl, e xper
@l arm fdorri CSKH i n St aiv@kAHg édnd 8WDdin Estonia (source:

survey results). In other cases, the lack of compliance with some criteria featuring in EU
legislation stems from the fact that they are not considered relevant to MS needs. For
example, this is the case for Lithuania in teont  tobperation with neighbouring MS in

real ti me exerciseso, 6capacityantidowo rssatf ec adsi e
scenafroiro6Pol and, el ements not @auoavite forerapidi n t h
communication between tli®kA and st ,akteshiscabsdredrinandernal procedures on
relations with the public and regulations on access to public information.

article 23 of Control Directive 2001/89/EC for CSF; the requirement to ensure cooperation between all relevant
authorities, to carry out real time alert exercises and to have in place an expert group are included in article 62 of
Control Directive2005/94/EC for HPAI.
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Table 4: Extent of MS compliance with the CP criteria/requirements laiddown in EU legislation

Average level of compliance Average level of compliance

Average level of compliance

Averagelevel of compliance
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26
27
26
25
27
27
17
Average level of compliance 27
23
27
26
26
23
25
27

27
22
25

Source: FCEC survey of 27 MS CAs

Average level of compliance
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On average, 22 MS consider necessary all of the minimum CP criteria currently included in

the EU legislation. Again, the analysis by disease and type of criterion shows that MS views
vary largely between criteria. Some of the criteria concerning organidagigpects, such as

& hain of command including staff details a
rel evant aut horiti eso, andéalcecgeasls poowefri nfaorc i iamy
are considered necessary by 24 MS. In the case of F\#PB\|, and CSF these criteria are
considered necessary by an average number of 25 MS (for more details cmaitheof
commandsee the box below). Almost all MS (25) focus on the availability of appropriate

t ool s swvailability afsequipment and maiera la ) @liagdostic labs facilities &
capacity f or . ltrisaimerestingdd natg that despstedbeing explicitly included

only in the case of the Control Directive on FMD, thec apaci ty fors safe
perceived as an important requiremh for all of the listed diseases (Q -3HCEC survey

results).

On the other hand, some other criteria are not considered necessary by a large number of MS
- e.g. only few MS consider it necessary to lay down in EU legislation the requirement to
include@® mer gency pravisiens in the CPs foréSVD (9 MS) and AHS (15 MS).
During the MS case studies, some MS (ltaly, Poland, Denmark) indicated that, as vaccines do
not exist for these disead®gin the case of AHS, the vaccine is not officially autbed in

the EU), it is not necessary to lay down in EU legislation the requirement to include
emergency vaccinatian the national CPs for these two diseases. This explains also why the
majority of MS do not comply with this criterion in the case of SMd AHS Table 4).

While real time alert exercises are considered necessary by the majority of MS (23), alarm
drills are perceived as less usefulee for CSF and ASF for which this CP requirement is
already laid down in EU legislation. Some MS have adopted alarm drills at local rather than
at national level. In Denmark, the DVFA explained that alarm drills were not included in the
CPs as they are germed at regional level; regions must perform five simulations or alarm
drills per year covering such aspects as provision and assessment of equipment, design of
modus operandi, etc. They also use alarm drills as a tool whenever they have a suspicion;
according to the DVFA, there can be up to 250 or more suspicions per year (DK case study).
Similarly, in Italy, real time alert exercises have been performed by the Ministry of Health,
while alarm drills are carried out by LDDCs (through the local sanitamyices, the ASL-
Aziende Sanitarie Locali) (IT case study).

Except for the above criteria on which there is a relatively homogeneous opinion of MS, the
view on the need for certain other criteria varies depending on MS characteristics, for
example:

1 TheUK (generic) CP complies with all the criteria laid down in EU legislation, except
for6cooperation with nei ghb,ohichismal cohdieredn r e a
necessary for this country as such due to its geographic position and not vemtreleva
for vector borne diseases (UK case study);

1 In Iltaly, the identification of Densely Populated Livestock Areas (DPLA) and
registration of holdings for CSF CP and FMD CP are considered not necessary as the
country has developed a GPS system which allowesIThCA to quickly identify

% Also in the case of ASF there is no vaccine, but in this eamgency vaccination is not laid dowrGontrol
Directive 2002/60/EC.
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holdings and DPLAs, thus defining protection and surveillance zones in case of disease
occurrence (IT case study);

fI1n the Czech Republic, the criteria whicl
Gcooperation with neighbourq@MS in real time alet or SV D apetatiodaH S o]
manual® f or SV D emergeéncyAvHcSinatid® f or real HiBe aled
exercise8 f or BT avorst cadetécenasin d o6 BT, SVD, AHS.
that have never been reported in the coguf®VD and AHS), the SVA did not consider
necessary the criteria listed above (CZ case study).

The chain of command
The value othe chain of commandhas been highlighted by the COM services, stakeholder
international organisations consulted: a-pedined clear structure and understanding of who
be responsible for what activities empowers CVOs to implement decisions in the e
outbreaks overcoming internal pressures at national level, and increasing their ability tg
activate the CPs. On the other hand, an insufficiently clear chain of command can create
between different services and thus reduce the availability of tbessery tools and over:
ability to handle an emergency. There is, therefore, a need to link closely the chain of even
chain of command

At the level of the COM services, the chain of command has already been establish
SANCO has developespecific templates for reacting to crises for known diseases. For

these are shared with MS to assist them in taking actions which are additional to those for
the Control Directive 2003/85/ECe.g. safeguard decisions drafted on the basiBeofdmplate
with additional details, rules, information not included in the Directive, which strengthe
chain of command in a MS. For example, during the recent FMD outbreak at the T
Bulgarian borders, DG SANCO helped Bulgaria to block animalem@nt in some regions (s
also theme D on the SCOFCAH procedure for the adoption of containment measures).

The need to define a wedtructured chain of command has been also internatiorglbgnised
According to the head of the FAO/OIE Crisis Managett@entre for Animal Health, defining
clear chain of command is crucial in making CPs effective, along with a good commun|
flow and the separation between a strategic and tactical approach in managing emergenci
its inception, the Centreal introduced théncident Command System (ICS) allowing for a
good management and reporting system to avoid potential confusion, this has proved
establishing certain best practices to adapt and apply in a UN context.

According to stakeholderthe chain of command requires that all relevant actors meet and j
advance the CP, taking into account all relevant and concerned agencies and bodies tg
Failure to ensure coordination during peacetime between the various parties involvesutian
lack of cooperation in the event of emergencies. Indeed, some stakeholders indical
problems in the chain of command during emergencies resulted in a lack of trug
coordination/collaboration between relevant actors (the CAs and etd&ss).

It is noted that in some cases, due to the characteristics of a disease, delays in the
command during an emergency are linked to delays in the chain of events, e.g. delays d
detection/suspicion to confirmation phase. This iscee of CSF, a disease particularly diffig
to manage due to its long incubation period with no visible symptoms; it may take 6 weel
farmer to detect (or suspect) a CSF outbreak, although the diagnosis is relatively quick
days dependingrofarm location). Another difficult disease to detect is FMD in sheep, W
partly underlies the 2001 FMD crisis in the UK; DG SANCO amended the FMD legislation
the difficulty to diagnose the disease on sheep. There have also been improvemegtsostid
tools which allow quicker results: for example, during an Al suspicion in the Netherlands in
new laboratory tests gave quick results and the authorities were able to inform DG S
rapidly, and created a restriction zone to avoid panic.
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Figure 4: Chain of events and chain of command

Suspicion/ Veterinary Official Sampling/

veterinary

detection inspection inspection testing

farm/veterinarv services CAslveterinary MS CA
laboratories

TIME DELAYS

Source: FCEC

Indicators 2 and 3: the use and need for additional criteria/requirements to those
currently laid down in the EU legislation

A number of criteria/requirements are used by MS in their national CPs that are additional to
those currently | aid down in the &s&lemategi sl at
update in light ofexperience gained. The maj o420 MSy depehdindidh th¢ 1 8
disease) includehis requiremenin their CPsfor FMD*’, Al, CSF and BT; 186 MS

include it in their CPs against ASF, AHS, SVD (Q-3RCEC survey resultsPositive

examples of the use tfis criterion have been reported by severat MS

 The UK generic CP is reviewed annudflyaking into consideration lessons identified
from exercises and incidents handled, together with responses to a public consultation
(posted in DEFRA website);

1 The IT CP against Al includes aystematic update in light of experience gained
following in particular the 1999 crisis which has helped the IT CA to establish in
advance the number of vaccines needed and define thewrtdersrestrictions

1 The FR CP for BTis currently being revised as the existing version, addressing
emergencies in a free status country, is largely obsolete for France being affected by
BTV-1 and BT\8. Various recommendations for the improvement of the BT CP have
been provided by th@roupements de Défense Sanita(8DS) in their 2010 report on
the BT crisis, including the need to plan for various scenarios of outbreaks and for the
emergence of new serotypes on the French territory, and to build the emergency
response approach on the badisostbenefit analysis.

%In the case of FMD, this requirement is partly defined in article 72.10 of Control Dir@6&/85/ECQwhich

establishesil n any case, every five years each Member St ate
the light of realtime alert exercises referred to in Article 73, and submit it to the Commission for approval in
accordancewt h t he procedure referred to in Article 89(2).

31 To meet the provisions of Section 14a of the Animal Health Act 1981 (as amended by section 18 of the
Animal Health Act 2002).
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&Cooperation with stakeholddrs aenxdp 16i c i t |l i nes of caertmuni cat
second most frequently used additional criteria, applied respectively-by a48d 912 MS
(range depends on the disease; Q@ BGEC survey results).

Not all the MS using these additional criteria consider them necessary to include in EU
legislation. Indeed, a smaller number of MS see the need to have requirements for
Gystematic update in light of experience gadhed a codperadion with stakeholddys
explicitly laid down in EU legislation compared to the number of MS actually using them in

t heir CPs. On | y xpilicih lines bfcommangaion avith the BGh e mé e e MS
than those actually using this criterion in their CPs consider this necessary to lay down as a
CP requirement in EU legislation (Q 3.c and Q EGEC survey resulfs

It is noted that some of the criteria currently included in the Control Directives for certain
diseases are considered by MS CAs to be necessary for ensuring an effective CP against
other diseases as well, as highlightedale 5 below (Q 3. FCEC survey results).

Table 5: Criteria currently laid down in EU legislation for certain diseases that are
considered necessaryyMS CAs for ensuring an effective CP for other diseases
Requirement Number of MS considering it necessary for
currently laid down ensuring an effective CP

Criterion

in Control Directives
for:

Cooperation between FMD and HPAI 1 24- 25 MS for CPs against CSF, ASF, FML
all relevant HPAl and BT; .
authorities 1 21-22 MS for CPs against AHS and SVD;

. FMD 1 24- 25 MS for CPs against CSF, ASF, FML
Capacity for safe HPAL:

disposal
'SP { 22 MS for CPs against B and SVD, and

20 MS for CPs against AHS
SVD, BT, AHS, and ¢ 22-24 MS for CPs of CSF, ASF, FMD an

Detail instructions on

S 4 HPAI HPAI and BT;
action including for ’ .
safe disposal g 1 21 MS for CPs against AHS and SVD.
Communication with FMD and HPAI 1 23-24 MS fo.r CPs against CSF, ASRVID,
HPAI and BT;

the general public
¢ publ {1 21-22 MS for CPs against SVD and AHS.

T 19 23 MS for CPs against CSF, ASF, FM
BT and HPAI;

1 1516 MS for CPs against SVD and AHS
FMD, HPAI, CSF and { 20- 22 MS forCPs against CSF, ASF, FMD
ASF HPAI and BT;

1

1

1

Real time alert FMD and HPAI

exercises

Permanent

operational gra
P graip 18 MS for CPs against AHS and SVD

18- 19 MS for CPs against CSF, ASF, FML
HPAI and BT;
16 MS for CP against AHS and SVD.

Cooperation with FMD

neighbouring MS in
real time alert
exercises

ASF andCSF 9 14-17 MS for CPs against CSF, ASF, FML
HPAI and BT;
1 13 MS for CPs against AHS and SVD

Alarm drills
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Criterion Requirement Number of MS considering it necessary for

currently laid down  ensuring an effective CP
in Control Directives
for:

Worst case scenario FMD 1 15- 18 MS for CPs against CSF, ASF, FM
and HPAI;
T 1land 13 MS for CPs against BT, AHS ar
SVD.
Holding registration FMD, HPAl and CSF  { 24-22 MS for CPs against CSF, ASF, FML
and identificationof HPAI gnd BT. ; . d
high density areas 1 18 and 20 MS for CPs against SVD and AH

(&) In the case of BT, Italy pointed out that requirements for safe disposal are not necessary as the
carcasses of animals killed, following BT outbreaks, are in fact not infected.

Source: FCEC survey of 27 MS CAs

In this context, it is also noted that tR&D model for contingency planning is considered

the most 'modern' and thorough as it introduces new elements such as the requirement to be
prepared for a worst case scenario and to cover various communication/cooperation aspects.
An indication of the sigificance of the FMD model is that the FVO is preparing a template

for the reports of the CP verification missions in 2012 (to cbVePT, BG, FI, and ROand

this templatewill use as a model the 14 requirements laid down in the Control Directive for
FMD as this legislative framework is deemed to be the most developed of all diseases (as also
discussed under EQ E/4). This does not necessarily imply that the FMD model is considered
relevant or applicable to follow as such for all diseases; the FMD Cdbitrettive is the

most exhaustive due to nature of the disease (FMD affects multiple species and has a high
transmission speed) and the experience gained from repeated FMD emergencies in the EU.
The FMD model provides therefore a best practice for comimgelanning of animal
diseases, to the extent this is relevant and applicable in the context of other diseases.

Finally, some MS have indicated a number of other criteria considered relevant to lay down
in EU legislation as necessary for an effective CP. These are:
1 The identification of contact persons along the food chain (indicated in Belgium, by
both stakeholders and t@A);
1 The availability of the financial budget (CZ CA);
1 The revision of all CPfor all the diseases covered (PT CA).

Indicator 4: the need to have more prescriptive EU legislation

The majority of MS (22) do not consider it necessary to have more pteseniules laid

down in the Control Directives (Q4CEC survey results). This is mainly justified in that,
according to some MS, there is already good understanding of how the legislation is intended.
Other MS believe that CPs need to be adapted as asiplossible to the national context,
therefore more prescriptive rules would make emergency measures more difficult to
implement.

However, some MS noted that guidelines illustrating different chapters might be beneficial as
they have the advantage of aliog MS to adapt them to their own national situation. The
value of such an approach is also highlighted by the fact that, when drafting their CPs, 22 MS
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have used the EU guidelines produced in 2000 (€ZEC survey results). This aspect is
further coveredn EQ A/10.

Indicator 5: the need to define stakeholder involvement (for all stakeholders)

One key aspect for assessing how 6édbroadd t he
the extent to which there is a need to define the level of involvépaeticipation of the
various directly and indirectly implicated sectors in the rapid response system. This is the
case, in particular for directly relevant stakeholders, in the current legislation on CPs in the
field of food and feed safety priori, the definition of responsibility provided in Regulation
(EC) 178/2002 and Regulation (EC) 882/2004 covers the entire animal health chain and all
Food Business Operators (FBOs). Article 42({2)of Regulation (EC) 882/2004 provides:
O0r'he organisation and @pation of contingency plans for animal or febdrne disease
emergencies, feed and food contamination incidents and other human healthAriskie

13(4) (CPs for food and feed) of Regulation (EC) 882/2004 specifies that, if necessary,
implementing mesures may be adopted (by comitology), including defining the role of
stakeholders, thus providing the legal basis for more prescriptive legislation on this in the
food and feed sector.

With regard to the current situation, nearly half of MS-{E3MS, raige depends on the
disease) currently include the requirement for cooperation between the relevant CAs and the
wider range of stakeholders in the CPs against all of the listed diseases. However, not all of
these MS (only @ MS) would like to see this reqeiment explicitly laid down in EU
legislation (Q 3.c and Q 3.&CEC survey results).

MS positions are different with regard tdirectly relevant stakeholder§éi.e. those
representing farmers and afod industries), for which 15 out of 27 MS CAs calesi it
necessary to have clearly defined rules laid down in EU legislation on involvement in CP
development (Q 6.6 FCEC survey results). The extent and need for the involvement of
directly relevant stakeholders are discussed further in EQ A/2.

An extensse range of stakeholders (as well as other CAs) may be directly included within
the chain of command, if this is needed. The case studies have demonstrated that this has
tended over time to extend over an increasingly wider range of directly and indirectl
implicated sectors, including civil society and the wider public in affected areas, and that this
is in part due to the experience gained in managing emergencies (e.g. the UK with FMD,
France with BT, Italy with Al, NL and BE with various diseases). &fwe, if required by

the nature of the emergency, an extensive range of directly and indirectly implicated sectors
may be involved. For example, in the 1999 Al crisis, the IT CA included hunters associations
and animal welfare organisations within theiol and local disease crisis centres; the UK
and France involved civil society and the public in affected communities, during the FMD
and BT crises, respectively.

The FCEC consultation with the MS CAs and stakeholder organisations indicates an overall
positive consensus on the need for stakeholder involvement in CP development. The main
advantages of a more participatory approach were identified as follows:

Food Chain Evaluation Consortium 25



Evaluation of the EU rapid response network, crisis management amdwacation capacity regarding certain
transmissible animal diseas€&snal Report
DG SANCCEvaluation Framework Contract Lot 3 (Food Chain)

T1I mproves stakehol dersdéd acceptance of new
the agreed measures during emergencies, by identifying those measures that ensure the
right balance of an adequate level of-bexurity without being excessive detriménta
to the livestock industry, therefore building trust and confidence in the overall system;

1 CPs are better adjusted to field conditions, which makes them more effective.

On the other hand, the main disadvantage of stakeholder consultation identiSedebal

MS is the substantial amount of time it takes to prepare and hold meetings and to process the
results and the risk that this could slow down both the drafting and implementation process.
Several MS also pointed to the different and potentiallyflioting interests of CAs and
stakeholders, particularly when the financial stakes are high, while differences in the level of
expertise and knowledge on disease containment and eradication may also give very different
viewpoints. It was noted, however,aththese disadvantages could be overcome by well
defined rules on stakeholder involvement and obligations that clarify responsibilities and
actions of each party involved during emergencies.

Nonetheless, despite the positive impacts of stakeholder gmelnt, as noted above, not all

the MS which currently involve the wider range of stakeholders welcome a clear rule on this
in EU legislation. Although stakeholders are fully engaged in almost all aspects of
contingency planning and their involvement hasvpn successful in recent outbreaks of
FMD, Al and BT, several MS CAs and national stakeholder organisations (e.g. in the UK,
France, Germanyjoted that allowing MS to decide the appropriate level of involvement
maintains flexibility to fit national conditions and disease specificities.

Therefore, in the view of these MS and stakeholders, EU legislation needs only to state the
principle and notthe detail, while legislation that is too prescriptive could in fact be
damaging to the CP process as industry practices, administrative processes and industry
representative organisations vary greatly between MS. Similarly, MS with decentralised
administations (e.g. Germany) indicated that cooperation and participation of stakeholders
should be performed following national rules to ensure that MS and regional specificities are
respected.

Indicator 6: generic versus diseasspecific CPs

Currently, he majority of MS have in place disease specific CPs. All of the responding MS
(25 MS) have in place CPs for FMD, HPAI, CSF and BT. Several MEL (RS, range
depends on the disease) have in place disgaesgfic CPs that are part of a generic CP. It is
noted that not all of the MS have in place CPs for all the diseases covered by this evaluation,
while there are also several MS that have in place CPs covering diseases in addition to those
covered by this evaluatidh(Q1- FCEC survey results).

Further dscussion on current trends and the advantages/disadvantages of each approach is
provided in EQ A/5.

%2 These are in particular: Newcastle disease, diseases of aquatic aRimdéspest, Epizootic haemorrhagic of

deer, sheep and goat pox, Vesicular Stomatitis, Lumpy Skin Disease, viral and exotic diseases of fish, scrapie
and BSE, Small Hive Beetle, Brucellosis, wild animal diseases, West Nile Fever, Rift Valley Fever, Leucosis
Contagious Peripneumonia, Peste des petits ruminants, Trichinellosis, Rabies, Tubertflesitus
Haematopoietic Necrosis (IHN), Viral hemorrhagic septicaemia (VHS) and Infectious salmon anaemia (ISA)
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In terms ofdisease coveragdt was pointed out that some other diseases should be covered
in EU legislation and more action should be taken to anticgyaerging diseases and new
risks. For example, Q fever and West N#ieverare considered endemic by several of those
consulted: in the NL there were a large number of Q fever outbreaks two years ago and many
people got infected; West Nileeveroutbreakccurred in Hungary in 2008. Italy suggested

that Rift Valley fever should be also included in EU legislation. Poland indicated Anthrax
due to the concern of bierrorism. Withinthe COM there are several working groups on
specific diseases (e.g. rabieBut not on emerging diseases. MS would benefit from an EU
working group through which they can share practices and learn from the experience of other
MS, and this is of particular importance in the case of zoonotic diseases.

Indicator 7: coverage of aimal welfare issues

Although animal welfare is not explicitly featuring currently in the CP requirements of any
Control Directive, the integration of animal welfare provisiam® contingency plans for
contagious diseasés indeed foreseen by Regutati (EC) 1099/2008 (replacing Council
Directive 93/119/EC) to enter into force in 2013. This Regulation (article 18) provides for
requirements to be included in the CPs in the case of depopulation and emergency Killing,
which will have an impact onthelcd i ng operations and therepar e
stunning and killing methods planned and the corresponding standard operating procedures
for ensuring compliance with the rules laid down in this Regulation shall be included in the
contingency plans redqued under Community law on animal health, on the basis of the
hypothesis established in the contingency plan concerning theastehe location of
suspected outbreakso.

The majority of MS already include animal welfare provisions in their CPL251MIS,
depending on the disease), whileeZ® MS (range depends on the disease; in the case of
HPAI, CSF and FMD, 25 MS) consider it necessary to include explicitly as a requirement in
the Control Directives (Q 3.a and Q 3HCEC survey).

The FVO generalreport in 2008 presents an overview of the implementation of EU
requirements for animal welfare at the time of slaughter and culling in several MS where
FVO missions were carried out between 2006 and 2007: Denmark, Czech Republic, the
Netherlands, Slovenidrance, Spain, and the United Kingdom. It was noted that with regard

to culling in disease outbreak situations, the level of preparedness was generally high in these
MS. In particular, the report pointed out that realistic simulation exercises allowe MS
better understand the importance of external partners and adequate staff for animal handling
and culling; the CA to assess the appropriateness of the different methods of culling and the
extent to which animals could be humanely destroyed. It alsoaitedi that comprehensive
assessments of the practicalities and advantages/disadvantages of the different culling
methods were more likely to be included in simulation exercises of MS where the CAs had
already extensive experience in dealing with largeesaatbreaks (FVO report 2008).

As clarified during the interview with DG SANCO AW Unit, the main AW issue relates to
the applied slaughter practices (including -pl@ughter transport conditions) when mass

33 Council Regulation (EC) No 1099/2009 of 24pS&smber 2009 on the protection of animals at the time of
killing.
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culling of animals is the measure taken to deth \®mergencies. With regard to this, the
following examples can be given in some MS that are more advanced in the development of
more humane slaughter techniques:

1 In the case of the Netherlands, all CPs include the mandatory establishment of an

independa t AANniI mal Wel f ar e Commi ssi ono, rep
notifiable animal disease outbreaks. The 2006 FVO report of mission to assess animal
welfare at slaughteconcludedthat 6 s ev er al |l egi sl ative meas

impose a higher standardtha t he correspondfng EU requir

1 Inthe case of the UK, within DEFRA, the Animal Welfare Policy Team is responsible
for providing policy advice on animal welfare on farm and during culling. The MS
has put a lot of pressure to include newly developeultry stunning methods that
involved minimum handling of birds (the Containerised Gassing Ua&U) in OIE
guidelines.

1 Considerableexperience on AW has been gained in Lower Saxony, where there have
been some developments inhnuse gassing of ptity without handling, offering the
advantage of no prelaughter transport/handling. From an animal welfare perspective
BMELV found this to be very important. However, it would not be necessary to
include this in EU legislatioin as it is a rather techratpoint. Nonetheless, BMELV
pointed out that C@culling will be increasingly applied in Germaiiyit is in fact
already included in the general part of the CP. Gassing is included in the CPs, along
with other methods (since gassing only concerns cersdumtions e.g. when
depopulating a barn).

Indicator 8: Overall scope

Overall, MS are satisfied with the current breadth of scope of the EU legislation on CPs.
Nearly all MS (25) consider the current scope to be broad enough to make them an effective
tool in achieving containment, control and eradication of animal diseases KQBC
survey). It is also noted that the EU approach to contingency planning is highly regarded by
third countries, for example the detailed requirements provided by the FMDroCont
Directive are considered the reference best practice for contingency planning.

One general conclusion that comes from the interviews and case studies is that the EU rapid
response system to date has been progressively developkzhriming by doing' This
suggests that the approach has been mainly reactive, i.e. adjusting the system where
weaknesses are identified and lessons learnt after a disease outbreak or a simulation exercise.
While this ensures that the system has the potential to continuoysigve, it needs to be
paralleled by a proactive approach, which consists in anticipating and preparing for new or
emerging risks. This is considered particularly important today in a rapidly changing world,
where countries are frequently confronted withforeseen crises as well as longer term
challenges arising from a broad range of new threats, as demonstrated by emerging vector
borne diseases such as B8\Wr the Schmallenberg virus (SBV). As a consequence, it has
become increasingly important for potimakers to have robust systems in place to identify

3 Although some concerns were raised at the tiegarding the electrical stunning of pigs.
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emerging risks at their early inception and to put in place strategies for prevention and
control, in an effort to prevent potential crises.

There are some examples of a more proactive approach #WdiSe.g. the UK foresight
anal ysi s of t he detection and identificat.i
Foresight project, Infectious Diseases: preparing for the futanel) in the Netherlands, both

of which are based on emerging risks idendificn systems already in place in areas as
diverse as plant and animal health, agriculture or wildlifes is an area where there is scope

for improvement in the EU: to date, the COM has not developed a systematic process of
analysing and evaluating navgks (horizon scanning), except to some extent discussions on
new threats that may occasionally take place in the context of SCoFCAH meetings. The
European Food Safety Authorit)fFSA) is currently developing a methodological
framework for the identifican of emerging risks for food safety, which could provide
useful inputs to the COM on tfits Also, in 2010 an internal mandate was issued by EFSA
for establishing an Emerging Risks Exchange Network (EREN) to exchange information
between EFSA and the MS qossible emerging risks for food and feed safety; EREN is
currer?f:[éy composed of delegates from 20 MS designated through the EFSA Advisory
Forum™.

2.2.2 Involvement of stakeholders in contingency planning (EQ A/2)

A/2 To what extent should the role ofstakeholders participating in the establishment
and operation of CPs, especially those representing farmers (economic and or/and
sanitary interest) and agro food industries, be laid down in the EU legislation?

The extent to which stakeholders should b&oiwed in the various phases of CP
development and whether this should be explicitly established in EU legislation has also been
discussed at a broader level under EQ A/l; the analysis here focuses more on the directly
implicated stakeholders in particularmers and food business operators (FBOs),

As outlined in the context of EQ A/1 (indicator 5), defining the role of stakeholders is
contingency planning is already envisaged in the food and feed safety field through the
provision for potentialimplementing legislation under Article 13.4 of Regulation (EC)

8 8 2 / 2Wheré neceédsary, implementing measures may be adopted in accordance with the
procedure referred to in Article 62(3). Such measures shall establish harmonised rules for
contingency @ns to the extent necessary to ensure that such plans are compatible with the
general plan for crisis management referred to in Article 55 of Regulation (EC) No
178/2002.They shall also indicate the role of stakeholders in the establishment and
operation of contingency plané (see al €£b fodtl Gafety/lepiylatioralso
establishes key obligations of FBOs; this encompagsgsrements under feed and food law,
animal heath and animal welfare rules, which need to be fulfilled by business operatbrs at
stages of production, processing and distribufgae box below).

% EFSA is developing a methodological framework, including a data monitoring capacity, daiagfilter
methodology and networking structures to identify emerging risks and drivers of emerging risks in a timely
fashion and to communicate these to the risk manages. work is in the context of theefinition and
description of fi eane E§ 5 A § s, adudd dyatheaBdientiidc Gommittee on 10 July
2007(EFSA/SC/A5 Final)

® Annual report on the Emerging Risks Exchange Network 2BESA Parma, Italy
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As Figure 4 (EQ A/1) shows, a critical point in managing outbreaks is thenptiécation

period (i.e. from significant/strong suspicion to official nicaition); the ability to minimis

this period depends on the level of preparedness. People on the ground, i.e. farmers and
veterinarians, therefore play a crucial rule in the initial phases of an outbreak event.

Farmers are the first sentinel of animal disease events, the first aciatetvene in
implementing emergency measures, as well as, the first economic operator directly affected
by animal disease outbreakSidure 5). Veterinarians also @y a central role, in providing

the crucial link between animals, animal holders and society, therefore balancing the different
interests involved.

In this respect, the professional organisations representing farmers and veterinarians play an
essential ale as the only structure reaching all farmers, therefore key in ensuring that an
animal health emergency is appropriately managed by all actors of the chain of command
(from farmers to CVOs and the COM). Stakeholder organisations (in particular, <COPA
COGECA, FESASS and the FVE) have noted during our consultation and on other
occasion¥ that, being closer to livestock producers, they are able to provide input on the
feasibility of measures and to ensure their smooth implementation through joint plan@ing, th
clarification of respective roles and responsibilities and coordinated communication. The
collective involvement of farmers positively contributes to the enforcement of the emergency
measures; risk raising awareness and training; the use of shared theaasnmunication to
farmers and consumers; and the support to farmers in the event of a crisis.

3" For examplepresentatiosof these organisatiorst the DG SANCO Conference @risis management in the
Food Chain, Brussels19-20 May 2011
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Figure 5: The roles of farmers and veterinariansin the first phase of AH emergency
management
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Source: FESASS® presentation at Crisis Manapement FVE®s presentation at Crisis Management Conference
Conference 19-20 May 2011, Brussels 19-20 May 2011, Brussels

Indicator 2 T the current extent of stakeholder involvement

In 14 MS, stakeholders are engaged in CP development. While the majority of these MS
engage stakeholders in simulation exercises (10 MS), implementation (9 MS) and updating (8
MS), in few MS stleholder participation is reported in the qifting consultation (5 MS)

and drafting (4 MS) phases.

The degree of stakeholder involvement varies significantly across MS. In some MS,
stakeholder organisations arevolved in all CP development phagesg. NL and UK)and

take active part in national and local crisis centres (as evidenced also by FESASS and some
MS case studies), while other MS cooperate with stakeholders -blocabtiasis for the
application of specific measures in specific cases/disemsch as vaccination.

The FCEC interviews and consultation with the MS CAs and stakeholder organisations
identified several benefits of stakeholder involvement in contingency planning, as also
discussed briefly under indicator 5 of EQ A/1. These alig dutlined as follows:

1 Ensuring feasibility of the measures, as these are more tailored and adjusted to field
conditions;

1 Ensuring the acceptance of measures taken by all levels of the chain, which is a
condition for good implementation: stakeholdevalvement reassures stakeholders,
encourages engagement as well as building trust and confidence in the overall system;

1 Ensuring a rapid response at all levels with an operational network on the ground. As
pointed out by all of the consulted EU stakeholdyanisations, by being involved,
stakeholders know exactly what the measures are and how they can increase their
effectiveness;
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1 Improving communication: several MS pointed out that stakeholder involvement in
all phases of the CPs contributes to the tatoon of correct information in the event
of emergencies, andaimtains a consistent plan of actions in crisis situations which
also contributes to delivering a reliable and consistent message to the general public;

However, collaboration with stakeholdehas also been portrayed as challenging. As already
indicated, a key challenge of stakeholder involvement is the substantial amount of time it
takes to prepare and hold meetings and to process the results and the risk that this could slow
down both the dhfting and implementation process. Also, some MS indicated that during an
emergency, the CAs have to play the difficult role of mediator between several stakeholders
with conflicting interests.

Indicators 1 and 3: the need to have clearly defined rulesn EU legislation for
stakeholder involvement; advantages and disadvantages

An introduction to this issue was already made by indicator 5 in EQ A/1. This indicator
shows thail5 out of 27 MS CAs consider it necessary to have clearly defined rules laid down
in EU legislation for the involvement directly relevant stakeholdefise. those representing
farmers and agifiood industries)Q 6. FCEC survey results).

In terms @ the various phases of CP development, the majority of these MS indicate that they
welcome clear rules on stakeholder involvement for simulation exercises (11 MS), CP
implementation (9 MS) and CP updating (8 MS). A smaller number of MS favour
stakeholdemvolvement at the prdrafting and drafting phases (5 and 4 MS, respectivély) (

6.b- FCEC survey results).

In several MS where stakeholders are currently involved, both the CAs and the consulted
stakeholder organisations reported thatinvolvement oftakeholders in the implementation

of CPs has proven very relevant. This is generally considered particularly relevant and useful
when carrying out simulation exerciseonge MS indicated that the participation of
stakeholders in simulation exercises ketfentify strengths and weaknessdsoth the CAs

and stakeholder organisations and find solutions in case of outbreaks of animal diseases. On
the other handnisome MS both parties agreed that the CA should take the initiative and play
the leading rolen the preparation of CPs, and that involving stakeholders at this stage could
distort objectivity

More generally, in terms of promoting better prevention and managenogmivi$ CAs and
stakeholder organisations representing farmers/the veterindigsgion indicated that, as a
general principle, involving farmers from an early stage in the process ensures industry
support, and this in turn helps identify practical and workable solutions and results in better
achievement of the final goals. CORXYOGECA highlighted that farmers should not just be
considered the target of the measures but also part of the solution (particularly in terms of
improving prevention via bigecurity measures). In addition, FESASS pointed out the need
for CAs to work together ith the collective involvement of farmers on their national
approach to anticipate and plan. The association has encouraged this collaboration more
generally in the context of the EU Animal Health Law.
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Defining clear rules within the EU legislation for the involvement of directly relevant
stakeholders is considered to offer the following advantages:

1 Given the current differences in the degree of involvement of stakeholders among MS,
ensuring thafarmers are involved in CP development and implementation across all of
Europe;

1 Clarifying the role and responsibilities of the parties involved and actions to be taken
during animal health emergencieSharing responsibility gives farmers incentives for
timely reporting of disease outbreaks, and can thus contribute to minimising notification
delays and improving thepeed of respon¥e

1 Ensuring that the available tools and means of all parties involved are recognised, taken
into account and mobilised;

1 Encauraging the development of specific technical skills and the creation of collective
involvement of farmers, working in partnership with the public services in MS
(particularly in those MS where gaps are identified in technical knowledge and skills).

In addition, MS and stakeholders noted that the selection of the appropriate stakeholders is
the key to successful stakeholder involvement in the CP proCedigboration between
stakeholders and MS CAs during CP development is considered to be most efitaeive

only those relevant stakeholders representing the affected industry with common interests and
expertise in the sector are involved, and that their participation needs to be ensured both at
national and at local levels. For example, when outbreaks drawpact on mixed farms
(arable/livestock), or remote communities, it is important to ensure that these stakeholders are
also included; capturing those stakeholders is not always easy and great care needs to be paid
to this aspect, as the success ofahiére CP implementation may depend on it.

On the other hand, as also discussed in indicator 5 of EQ A/1, not all the MS which currently
involve stakeholders welcome a clear rule on this in EU legislabespitethe perceived
benefits concerns were expressed by both CAs and stakeholdersndret prescriptive
legislation on the involvement of stakeholders might limit MS flexibility to adopt actions
which fit national conditions and disease specificities and thus might hinder thosen&t8
collaborative structures between the CAs and stakeholders are established and have proven
successful. These MS CAs and stakeholders emphasise the need to have flexibility to adapt
the approach to take into account differences in organisationalusesiadf the national
livestock industry and in MS animal health systems and administrative structures, including
the chain of command, as well as disease specificities. Therefore, in the view of these MS
and stakeholders, EU legislation needs only to sthée principle and not the detail;
legislation that is too prescriptive could be damaging to the CP process.

The involvement of directly implicated stakeholders is also interlinked with two other key
aspects of the EU animal health policy: the developroérbst and responsibility sharing
schemes, and the prioritisation of animal diseases. The definition of criteria for the

3 with regard to the relationship between the speed of response and stakeholder involvement, it is pointed out
thatthe abilityto minimize delays, for example in thgre-notification periodjs not necessarily linked to what is
established im CP, but reflect ratherthe overall preparedness of a MS to face outbre8ksh delays are also
dependent onhe nature of diseasefor some diseasege.g. CSF and FMD on sheejt may be difficult to

shorten the praotification period due to the inherent difficulties in the disease diagnosis
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prioritisation of animal diseases is an ongoing process both at MS and at EU level; in this
context, DISCONTOOLY is developing critéa and a scoring system for the classification

of animal diseases, the results of which to daés summarised in the following table
indicate the high importance attached to the diseases currently covered by contingency
planning rules. As both processare currently egoing at EU level, it would be premature

at this stage to define more prescriptive legislation on the involvement of directly implicated
sectors in contingency planning

Figure 6: Prioritisation of animal diseases (DISCONTOOLS scoring system)
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Source: FCEC elaboration on the basis of results to date of the scoring system of DISCONTOOLS

2.2.3 Collaboration between and within MS (EQ A/3, A/4)

A/3 To what extent are the CPs compatible and coordinated with those of iggibouring
MS?

This evaluation question investigates the extent to which neighbouring MS undertake
cooperation actions in ordered to make their CPs compatible and coordinated. In particular,
cooperation is examined when drafting/reviewing CPs and carrying out simwdagorises.

39 The DISCONTOOLS project is a joint initiative of industry and a wide range of stakeholders including the
research community, regulators, users and others #ctively encouraged and funded by the European
Commission services. Starting from the 1st of March 2008, it will be carried out over four years and will
provide a mechanism for focusing and prioritising research that ultimately delivers new and inyaresiads,
pharmaceuticals and diagnostic tests. This model was developed in the context of an OIE/DG SANCO study on
the listing and categorisation of priority animal diseases, including those transmissible to humans, published in
September 2010. This toisl being tested on a sample of diseases. Quantitative criteria for economic and human
health impacts are included in this model.
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Currently, the FMD Control Directive in particular fores€asoperation with neighbouring
MS in real time alert exercisedlore generally, the current CP approval procedure (as
discussed under Theme B) foresees that MS CPs are reviewed amneddpyd&SCoFCAH,
and the rationale for this appears toibter alia to ensure that desired objectives can be
attained and that CPs are compatible with those of other MS.

Indicators 1 to 3: coordination/collaboration between neighbouring MS during CP
devdopment (drafting, implementing and simulation).

The cooperation with neighbouring MS in real time alert exercisesxplicitly foreseen only

in the case of FMD contingency planning, although in the FCEC survey the majority of MS
indicated to have suchmovision in place in their CPs for CSF, ASF, FMD, HPAI and BT
(14-17 MS, depending on the disease), arRlMS have this provision in place in their CPs
for SVD and AHS (Q 3.aFCEC survey results).

However, full coordination between neighbouring M& both CP drafting and simulation
exercisesappears to take place in fewer MS: 8 MS coordinate with other neighbouring MS
for CP drafting and simulation in the case of FMD, and 7 MS for CPs against CSF, ASF and
HPAI; an even smaller number of MS cooperate CPs for SVD, BT an AHS {6 MS,
depending on the disease). Similarly, 8 MS indicate to inatetlaboration between MS on

CP implementatiorn their CPs against CSF, FMD, while 7 MS for CPs against HPAI, BT
and SVD and % MS for ASF and AHS. Nonethag, a larger number of MS consider it
necessary to lay down this requirement in the EU legislation on contingency planning for
CSF, FMD, HPAI (14 MS), for BT (13MS), and for ASF, SVD and AHS (11MS) (Q 3.c
FCEC survey results) (Q 3.ECEC survey resultspccording to the COM and stakeholders,
crossborder cooperation is particularly relevant when there are zoning issues to be discussed
and agreed

A number of positive cases of cooperatiogtween neighbouring M# CP development
and, more generally, @bllaboration on animal health emergencies were identified during the
MS case studies, as follows:

1 Cross border redlme alert exercises were carried out by Germany, the Netherlands,
Belgium and Luxembourg in 2010, Romania and Bulgaria in 2011, andigid\and
Baltic countries for several years (simulation exercises are discussed in EQ A Q/8);

1 There is a Memorandum of Understanding between the Nordic and Baltic countries to
exchange personnel in case of emergencies;

1 The Netherlands and Germany havecad collaboration concerning vaccinations of
livestock and poultry against notifiable diseases. During the CSF and FMD
emergencies, bilateral consultations have proven to be very effective for a rapid
response to the outbreaks;

1 The Czech Republic, Polanda Slovakia hold meetings to monitor rabies in the
Carpathian region each year. Thisaqeration consists of an exchange of information
and allows the three MS to -@rdinate simulation exercises. Through the meeting,
problems with rabies in the region ncde identified and better understood. For
example, in 2011 there was an increase in rabies in all three MS; through the meeting
the three MS realised that this was due to the floods which washed away the baits;
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1 Belgium, the Netherlands Luxembourg haveakbthed the Benelux Committee
through which issues of animal health emergencies are discussed;

With regard to cooperatiobetween MS and neighbouring third countrieghe context of
contingency planning, this mainly occurs at the stage of simulation exercises. Some examples
have been presented during our MS field visits. Poland indicated that transboundary
cooperation is normally at a regional level, with its regloand district CPs containing
provisions for ceoperation during simulation exercises with neighbouring MS and third
countries. Romania reported an FMD simulation exercise in 2009 where Ukraine, Serbia,
Moldova were invited; it also participated in an eimtational simulation exercise for
Newcastle Disease (ND). Bulgaria has cooperation activities with Turkey on FMD. However,
some of these MS also pointed out that there are some issues in terms of lack of commitment
or communication of neighbouring thir@untries which might jeopardistheir cooperation,

it is therefore important tendeavouto continue these efforts (further details on this subject

are provided in EQ F/3 and F/4).

A/4 To what extent does the current legislation sufficiently impose colteration
between MS when implementing CPs in case of epizootics?

General legislation the Control Directives, Regulation (EC) 882/2004 and the guidelines for
MANCPs including contingency planningprovides in some cases for cooperation between
CAs in aMS when implementing a CP, but it does not foresee cooperation between MS.
Only the FMD CD specifies that MS should cooperate with neighbouring MS in carrying out
real time alert exercises.

Indicator 1: the need for cooperation/collaboration between MSn CP implementation
in case of epizootics

As indicated above (EQ A/3), few MS have already included in their CPs provisions for the
collaboration with neighbouring MS in CP implementatiaithough a larger number of MS
consider it necessary to lay dowinis requirement in the EU legislation on contingency
planning (Q 3.€FCEC survey results).

Cooperation between MS is seen a useful instrument to exchange experiences and make rapid
implementation of measures to restore trade in the country in acconddhdeealth rules.

Some MS also indicate that the lack of informal contact and communication flows between
MS technical experts, e.g. on disease management or killing methods at the time of crisis
might have reduced the effectiveness of animal healthgamey actions.

For this reason, some MS CAs and national stakeholders consider that the collaboration
between MS for CP development should be a provision laid down in the EU legislation and
that there is scope for the COM to promote and reinforce tttseiu

However, not all MS having in place cooperation activities with other MS consider this
provision necessary to include in EU legislation. Some MS justify their position on practical
grounds, pointing out that collaboration is relevant only wittgmeours with whom they

have economic and trade relations, and that MS should therefore have the choice on whether
and with which neighbouring MS they wish to collaborate.
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It was also noted that the degree of cooperation and coordination in CP implemnentati
between MS is also related on disease specific characteristics and the regional cooperation
context. For instance, it was not considered necessary by the UK CA in their case as
geographically isolated and not very relevant for vector borne diseaseppsh®on is
different for Northern Ireland as it is in the same epidemiological zone as the Republic of
Ireland and close collaboration/coordination is therefore essential. More generally, it was
noted that itwould be good to have a forum for exchangettus issue, and training could

also be provided (e.g. in the context of BTSF); a conference between #2¥ BAS
dedicated on this subject might help to start the process. An exchange between MS on best
practices and lessons learnt from CP developmeimidised considered important, and this
needs to cover the wider spectrum of issues involved including on communication.

Several examples of successful cooperation between MS and with the COM in addressing
animal health emergency situations more generaklyewidentified during the MS case
studies, as follows:

1 The recent concerted effort of MS and the COM for addressing the Schmalleinbsrg
(SBV) was indicated as a good example of successful cooperation; furthermore, this is
partly attributed to the availability of generic contingency planning to deal with
unpredictable emerging diseases. The SBV emergency demonstrates how the EU was
able in 5 months to build up a policy on a totally new emerging disease. It demonstrates
how the animal health policy and network put in place in the EU over the last 20 years,
for example the building of cooperation between EU laboratories to improvendiagn
is contributing to better dealing with wun
fund that was relatively rapidly put in place to improve knowledge on the
Schmallenberg virus was provided by several MS as a good example of cooperation
betweerMS for preventive action against new thréats

1 Training activities for MS on contingency planning, animal health prevention and the
control of emerging ani mal di seases are <c
for Safer Foodo (mprove Ehe dispemimajion aivkmosvledgeoand
awareness of EU law in these fields and to promote a harmonised approach to the
operation of EU and national control systems. In total, 8 weeks of training on
contingency planningre foreseen during the periodrA2012 to October 2013.

While it is generally acknowledged that coordination and cooperation both between MS and
with the COM has significantly improved over the period and is currently satisfactory, as also
demonstrated by the significant progress madaddressing the recent outbreaks of the
Schmallenberg virus, this has not always been the case during the last decade. Looking back,
there are also some negative examples of the lack of collaboration/coordination between MS
in CP implementation and conumication on epizootics which have resulted in incompatible

“The Commi ssion has earmarked G3 million fhefundarry ou
supports 14 projest involving seven different eligible MS: Belgium, Germany, Spain, France, ltaly, the
Netherlands and the UKhe studies will be cfinanced by the Commission at the rate of 50 % of eligible costs

for the period 1 April 2012 to 31 December 2013 with up tm@a x i mum amount of 0438, 61
595,883 for Ger many, a4 146,590 for Spai n, 0589, 380
Net herl ands and 0371, Hede will maus on the caldes ioftthe ohfecKon, thg daysof

disease transmission and how best to carry out faogde testing.
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actions in dealing with a number of diseases, including FMD, BT and Al, leading to
significant delays and confusion for stakeholders; MS reported that communication channels
with other MShave ber found to be extremely formal in the past and this has delayed to
lack of clarity or delays in feeding back information. However, MS and the COM have learnt
from these gaps or weaknesses, and the current level of collaboration/coordination is largely
consdered to be satisfactory and to instil confidence amongst MS and stakeholders in the EU
preparedness systeMespite these achievements, the COM and MS acknowledge the need to
continuously take stock of lessons learnt, and in this context the recent i88\geacy
provides a good opportunity to fiiene the mechanism, in terms of risk communication and
management, and how to improve the system to prevent adverse reactions of TCs (this issue
is discussed under EQ F/3).

Indicator 2: the use of EU financialc ont ri buti on for MS 6 act i
controlling outbreaks.

Although relevant provisions exist in Article 3.3 of Com Decision 2009/4%here have
been no cases where the use of this article has been made to requedinablcarg of such
collaboration initiatives.

2.2.4 Generic versus diseasspecific CPs (EQ A/5)

A/5 To what extent a generic CP for a country could achieve the same objectives as
several diseasapecific CPs, especially in light of the very similar generic minimum
requirements in most of the directives aunl the foreseen AH Law structure

Indicator 1 and 2: the current extent and the need for a generic contingency plan

Although most MS currently have diseag®ecific CPs in place (as discussed under indicator

6 in EQ A/1), severallS are moving towards a generic CP approach combined with specific
CPs. A similar approach has been already adopted in other sectors, e.g. Hygiene package
(Directive 853/2004) and Regulation 882/2004 on official controls.

Indeed, the trend is growing assthe EU for a more generic approach in animal disease
contingency planning. Several MS have recently completed or are currently in the process of
revising their approach to this end, while the majority of MS (19) believe that a generic CP is
able to acteve the same objectives as several disease specific CPFCEL survey
results). In particular, a generic plan is considered to have the following advantages:

1 Improving the consistency of the strategy and of the chain of command,;
1 Using and adapting begtactices across diseases;

“1 Article 3.3: fiThe Member State concerned shall also qualify for a Community financial contribution where,
on the outbreak of one of the diseases listed in paragraph Iortwmre MemberStates collaborate closely to
control the epidemigcparticularly in carrying out an epidemiological survey and disease surveillance measures.
Without prejudice to the measures provided for under the common organisation of markets concerned, the
specific Conmunity financial contribution shall be decided on in accordance with the procedure referred to in
Article 40(2)0 This provision existed in the previous vet expenditure legislation, Council Dec 90/424.
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1 Providing a framework which gives flexibility to add new CPs, especially for
emerging/reemerging diseases and currently unpredictable risks. This is
particularly the case for vecttworne diseases, such as the Bluetongue 2007
outbreaks and the recent Schmallenberg virus outbreaks; and

1 Minimising the number of documents to be kept and reviewed, thus facilitating
access and usability, and avoiding unnecessary repetition.

While several MS are currently developing a generic CRombination with specific CPs

(FR, IT, PL, RO), others have already adopted this generic CP approach (DK, the UK, DE).
The approach in most of these cases involves a generic plan outlining emergency response
actions common to all diseases, such as orgamsdt logistic and legal elements that are
horizontal across diseasés.g. the chain of command, control structures, communication
and contact with press, financial compensation systesnd, as a complement, special
chapters or operational instructiof the individual animal diseases providing specific
measures in dealing with each disease (e.g. emergency vaccination, disposal measures).

Belgium has adopted a middle position, by creating a roadmap framework (Global
Contingency Plan) for the develogent of specific plans in the event of any animal disease
outbreak. The GCP includes the necessary tools for CP drafting: risk assessments for
emerging diseases, ensuring the availability of resources in terms of laboratories and experts
that could survepecific areas and regions across the territory. The advantage of the GCP
according to the BE CA is that it helps to improve preparedness for a more rapid response to
emergencies (BE case study).

It can be concluded therefore that, over the last deeadl@al health emergency response in

the EU has evolved from an exclusively disesgecific approach to a more horizontal
disease approach, drawing potential synergies, complementarities and best practices in order
to provide a common general framework éoldressing animal diseases. As such, emergency
preparedness is therefore considered to have entered a more mature phase, by drawing
lessons learnt over the past decade. According to some MS and the COM, it merits further
reflection whether the next step this process might be to develop a broader horizontal
approach across sectors (animal health, plant health and food safety). This trend is depicted in
the figure below. Key drivers behind this process are the need for robust financial planning in
the conext of the current adverse economic climate, but also the ongoing development of
public-private partnerships and responsibistyaring in these sectors.

Figure 7: Evolution of the process of contingency planning in the EU
generic horizontal across

(with disease sectors (AH, PH,
specific chapters) food safety) ?

animal disease

specific

Source: FCEC

Those MS that continue to favour specific CPs per disease are concerned that a generic
approach may be of less practical use if the CPs become too large to manage, and therefore
may be diluted in precision in terms of developing specificoastifor specific diseases.
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Moreover, diseases for which CPs are in place can vary considerably in pathogenesis/
epidemiology, reporting obligations, applicable disease control measures, sector organisation,
thus making disease specific CPs more appropfateractical application, especially at

local level. Several MS indicated that grouping CPs may be applicable for some diseases but
not all. There are also concerns tlaathange into a generic CP woidrease administrative
burden for MS, particularlin MS where significant effort has been made to develop the CPs
for specific diseases.

To overcome these concerns, a generic approach will need to maintain flexibility to allow
sufficient disease focus. Such a model would involve a generic approauly dayvn certain
generic minimum requirements applicable across all animal diseases but with the possibility
to adapt the approach on the requirements of each disease, which is the model followed in
most of the MS that have developed generic @®sthe bais of the most advanced CPs in
place today (e.g. FMD Control Directive; generic CP models in several MS), such minimum
requirements could cover: the chain of command; the establishment of NDCCS/LDCCS and
expert groups; sufficient access to tools, staftjlities and funding; cooperation between the
authorities involved; cooperation between neighbouring MS/third countries; the carrying out
of simulation exercises; and, where applicable emergency vaccination.

Similarly, a more horizontal approach acra@dk sectors would involve identifying those
elements that constitute the common overarching principles of effective contingency
planning, such as ensuring early detection and timely notification, communication to the
parties involved and cooperation betwd2As and with stakeholders.

2.2.5 National and regional CPs (EQ A/6)

A/6 To what extent a national CP for a decentralised country could achieve the same
objectives as a set of coherent regional CPs?

A priori, a national approach to contingency planning deeentralised country is expected
to offer potential advantages in terms of:

Avoiding overlap and ensuring consistency between regional CPs;

Ensuring consistency/coordination in the approach followed and implementation
across regions (which currentignds to vary considerably);

1 Pooling the regional and national resources available throughout the country, in terms
of staff, experts, funding and tools, to optimise their use;

Using lessons learnt from CP development and operation across regions; and
Providing an existing framework which gives flexibility to add new CPs especially for
emerging diseases / currently unpredictable risks.

il
il

= =

On the other hand, a risk inherent in a federal CP is the distance from the action that needs to
be taken on the ground and potential overlap or confusion in terms of the chain of command,
which might undermine the effectiveness of the response.
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The ana)sis has focused on those MS that have in place a federal structure to address animal
health emergencies, in particular Gernfdnyrhe case study in Germany shows that the
current federal approach to contingency planning for animal health, as this hasdlewody

the years, is overall considered satisfactory both in terms of achieving the benefits and in
avoiding the risks associated with a federal CP.

Germany has currently in place an approach for AH contingency planning whereby there is a
6uni forlm abmbarte federal | evel regar ditmlep CP dr
taken, under which the Lander have the competence to decide how to allocate responsibilities
within their own structures. There are also certain elements of the CPs that are irtggdlemen

jointly, such as the Mobile Crisis Centre, which no Lander would have established on its

own.

Since 2007, both the federal government and the Lander use a unique -inasettCP
consisting of a generic part for all diseases and specific parts gi@atim certain diseases

and certain emergency actions e.g. culling and disinféétirough the interndsased
platform, each level (local veterinary office, Lander, federal) can view the measures that it
needs to take in the case of a suspected outlaredkn the case of a disease scenario that
affects more than one Lander, the internet platform allows Lander officials to view which
laboratory is competent for a given experiment or diagnosis.

2.2.6 Different levels of action in case of a primary or secondargutbreak (EQ A/7)

A/7 To what extent are the criteria for CP relevant and effective, such as different levels
of actions in CP in case of a primary or secondary outbreak?

This evaluation question examines the extent to which different levels of airgmsmary
and secondary outbreaks are considered a relevant and effective criterion to be included in
animal disease CPs

Different levels of action are not currently specified in the Annexes of the EU Control
Directives for any of the diseases.

A third or less of MS consider it necessary to lay down this requirement as a provision in the
CPs for CSF (9 MS), for ASF, Al, BT and SVD (8 MS), and for AHS (6 MS). A similar
number of MS indicate that they actually use this requirement in their CPs {& &%), for

“2 Case studies were also carried out in other MS déttentralised administration, in particular Italy and the

UK. As Italy has in place a national CP that it is implemented by the Regions under the authority of the CVOs,
while in the UKthe administration of EnglandAnimal Health and Veterinary Laboraies Agency (AHVLA)

prepares and maintains the DEFRA Contingency Plarttedevolved administrations of Scotland, Wales and
Northern Ireland havdrmilar and complementary plans.

“3BMELYV stressed that emergency measures do need to be incorporateteitecah CP, as diseases can travel
across Lander borders.

*4The most important diseases have a dedicated specific part, but few are yet to be implemented. One important
specific part however has already been completed, namely the one for CSF. This chapter details the reporting
pattern required for CSF, special infeation concerning the transport of CSF disease samples as well as other
aspects unique to the fight against CSF.

> The extent to which the ratio between secondary and primary outbreaks could be used as a suitable indicator
to assess CP preparedness anhal health management in crisis situations is examined in EQ G (indicator 3).
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CSF and SVD (8 MS), for ASF, Al, FMD (7 MS), and for AHS (6 M§) §.c and Q 3d
FCEC survey. Furthermore, the case studies revealed that some MSlghae different
levels of action for managing primary and secondary outbreaks do notheless, consider
it necessary to include such an obligation for all MS in the EU legislation.

During the MS case studies, some MS indicated that they use this differentiated approach
depending on the disease. For example, Italy uses it for BT and S\V@, these diseases
vigilant traceability of animals and data on the origin of the animals play a crucial role in
controlling the disease and allowing secondary outbreaks to be more easily identifiable. For
FMD, Al and CSF this distinction is not requirdde to the epidemiological nature of these
diseases, e.g. FMD secondary outbreaks may cause primary outbreaks.

A key difference in action indeed concerns the enforcement of traceability requirements: in
MS where differentiated action is taken, as soonaaprimary outbreak is identified,
traceability tools are activated to identify possible secondary outbreaks. Other differences in
action may concern culling and vaccination strategies and compensation provisions, which
may be higher in the case of primanytbreaks but on a more cestaring basis in the case of
secondary outbreaks.

Some MS indicated that, although not making a distinction between levels of action, in the
case of primary outbreak they require the outbreak to be declared on solid afetl detai
evidence, and that in the case of a secondary outbreak action is generally quicker since most
procedures have already been put in motion following the primary outbreak.

2.2.7 The need for real time alert exercises for all listed notifiable diseases (EQ A/8)

A/8 To what extent are reaitime alert exercises, currently only required for FMD,
needed for other diseases?

This evaluation question examines the extent to whichtiraal alert exercises should be
included in CPs for all other OIE listed (notifiabtiyeases.

Currently, reattime alert exercises are explicitly required only in the Control Directives for
FMD and Af®. The FMD CD requires MS to carry out réimhe alert exercises twice within

a five-year periodo r  d utlmeifive g/earmiperiod aftethe outbreak of a major epizootic
disease has been effectively controlled and eradicdteS8ome other CDs (CSF, ASF) refer
to regular alarm drills (twice a year) as criterion for thé*CP

Simulation exercises aim to test CPs in order to ensure thapbxege an effective response

when they put into practice; they are also a useful tool for training staff in emergency
procedures. Indeed, simulation exercises should create a realistic scenario which may occur
in a country, by carrying out disease contod administrative actions as these would be
performed during a real outbreak situation.

“% Art. 73 of CD 2003/85/EC for FMD and Art. 62(6) of CD 2005/94/EC for Al.
47 Point 11.2.2in Annex XVII of CD 2003/85/EC
48 Annex VII of CD 2001/89/EC for CSF and Annex VI©D 2002/60/EC
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Westergaard (2007) identifies the control measures that should be covered during simulation
exercises (see box below) and provides an overview of potential tas&performed during
simulation exercises for FMD, CSF and. Al

Real time alert exercises, alarm drills and simulation exercises are not defined as such in EU
legislation. However, in literature some definitions have been proposed. Real time alert
exerciss involve full scale simulation, whereas alarm drills are more theoretical and tend to
deal with disease situations on a more | im
commonly used as synonym for both real time alert exercise and alarft.dBitlth types of

exercise have their uses. Due to its scale;tnea simulation may involve long procedures,

with multiple meetings to build the appropriate scenario, and therefore entail a higher cost; on

the other hand, desk exercises are easier and lowktocorganise.

Elements of a simulation exercise
Disease control measures Administrative measures

1 Disease investigation, including tracing & 1 Payment of compensation to farmers.
identification of the index case.
2 Collecting samples fdiaboratory examinatior 2 Recruitment of staffi payments, lodging

and transport of samples to the laboratory. transport, etc.

3 Stampingout of infected herds/flocks. 3 Procurement of equipment, disinfectai
protective clothing and vaccine

4 Disposabf carcasses. 4 Financial aspects related to killing and dispd
of animals

5 Cleansing and disinfection. 5 Preparation of legal texts related to moven
restrictions and trade

6 Establishment of movement restrictions. 6 Drafting documents withnformation on the

disease situation for submission to national
international authorities and the press.

7 Preemptive slaughters.

8 Emergency vaccination, where relevant.

9 Restocking of depopulated holdings.

10 Postepidemic screening

Source: Westergaard 2007

49 Westergaard (2007) has suggested the following definitions

1 Real t i me a me&ansta medeleof thel cowrsé of events related to one or more disease
outbreaks where the participants of the exercise have no prior information hbotitné and the
scenario prepared for the exercise;

T Al ar m odrF idt & domkans prdctite in dealing with a disease situation at the level of a livestock
holding, a region or country. This practice can take place with or without prior notice;

I Simulationexerciseeusual |y this term $impl palsesubsekxevceéesebon
It denotes6 a n  oed grad rcansolled scenardriven event carried out with the aim of: training
personnel designated to be involved in an emargesituation related to the control of potentially
rapid spreading animal diseases, and testing, reviewing andatipg contingency plans, disease
eradication strategies and capa@p3r)ities at | ocal,
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Figure 8: Potential tasks to be performed during simulation exercises

wneasures preventing the spread of infection/disease from the farm
wnspection and clinical examination of animals;
cxollection of appropriate number of high quality samples for laboratory examination;

wnake arrangements for transport of samples to the laboratory;
F M D oprepare a detailed farm plan;

wnake a census of all live animals in the various categories on the farm;

wmnake a list of sick and dead animals on the farm

axonduct an epidemiological enquiry;

oProvide information to the Regional Veterinary Officer or (CVO) on data necessary for disease notification

uRegistering all farms situated within a distance of 1, 3 and 10 km of the infected farm, identifying number and spetiegof an

uDefining the surveillance programme for CSF and the conditions for the movement of people and animals in the protection and
the surveillance zones

o8 Drafting control measures for collection of dead farm animals and their disposal in the region;
arlocument disease control measures for private practitioners, farmers and haulers

oDrafting control measures for the use of abattoirs and artificial insemination centres in the
uEvaluation of the needs for manpower and equipment to carry out the measures region

of-ollowing confirmation of 10 outbreaks of Al the group shall prepare reports/ informative notes to be submitted to OIE, EU,
Minister of Agriculture/ Health, private practitioners, the meat and feed industries, the media,
o he information should cover the main veterinary issues concerning the disease situation, control measures, vaccination

options, potential developments and economic aspects. This group should include staff from the central veterinary
administration

o' he group shall prepare a programme for an Al fgpétiemic screening for lifting movement restrictions. The programme
should cover: 1 domestic and wild birds to be tested; number and type of samples to be collected; organization of sampling i
the field; organization of testing of samples at the NRL; timetable for implementation of the screening programme

SourceWestergaard 2007
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Indicator 1: current MS requirements for real-time alert exercises

With regard to redime alert exercises, overall, the majority of MS comply with this
requirement as laid down in the Control Directives for FMD and Al: 25 and 22 MS indicate
that realtime exercises are included in the CP against FMD and Al, respeciRedy.time

alert exercises are also used by MS for other diseases, although this is not explicitly required
in the Control Directives for these diseases: 22 MS include this requirement in their CPs
against CSF, 19 MS in CPs against ASF, 16 MS in CPs agg@inshd 10 MS in CPs against

SVD and AHS (Q 3.& FCEC survey results).

Table 6 presents an overviewof the number of MS carrying out simulatiexercises since
2001, although the definition of what this constitutes is not homogenous across the EU
Most MS (24 MS) carried out rediime alert exercises for FMD. In 2010 Germany carried
out a reaftime alert simulation for FMD together with the Netheds, Belgium and
Luxemburg, while in 2011 a simulation exercise took place at the Bulgarian border including
Romania. Several MS carried out simulation exercises for HPAI, CSF and ASF (10, 6 and 2
MS, respectively). Simulation exercises have been agonmed for other diseases, such as
ND andEquine Infection Anaemia

Table 6: Number of MS carrying out simulation exercises in the EU since 2001

Foot and Mouth Disease 24

Avian Influenza 10

Classical Swine Fever 4

African Swine Fever 2

African Horse Sickness 1

Other diseases ND (2), Equine Infection Anaemia (1)

Source: FCEC, based on FCEC case studies, FVO inspection reports and FAO 'Inventory of web accessible
recent FMD Reatime Alert Exercises carried out by the European and other countries in the past 15 years and
OIE websiteDisease Introduction simulatiaxercises.

Indicator 2: the need for reattime alert exercises

Although MS generally indicated that the preparation and implementation dgfmeadlert
exercises is timeonsuming as it requires considerable organisation capacity to prepare,
execute ad evaluate them, the majority of MS consider them necessary to be laid down in
the EU legislation for ensuring an effective CP. For the most part, MS have also indicated
that there is a need to develop a common definition of what a simulation exeraise flsat

it would be helpful if this was also laid down in the EU legislation.

Nonetheless, the position &flIS on the need to include in the Control Directives the
requiremen of real time alert exercisegaries significantly between diseases-28LMS
consider them necessary to include in the case of CSF, Al, FMD and ASB; W% see the
need to have them included in the case of BT, SVD and AHS (QBQEC survey results).

In one MS that has experienced significant outbreaks in the last 10 yearfatisimu

0 Due to the lack o& clear definition of reaime alert exercise, alarm drills in EU legislation, in some cases
the term simulation exercise is used which may refer to alarm drills instead-tfrreallert exercises.
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exercises although considered important and beneficial are not carried out by the CA due to
the significant resources and time required.

Examples of the positive contribution from the implementation of real time alert exercises
have been reported/Iseveral MS, in terms of:

1 Assessing the national animal health system in place, identifying lessons to be
learnt. In the UK, preparedness against FMD has been tested by tvadeB-MD
exercise called o0Silver Birché in Novemb
incorporated in the 2011 CP. The exercise demonstrated the benefits of changes
introduced since th2001 and 2007 FMD outbreak$or example, the immediate ban
on livestock movements on confirmation of disease, and the standstill on all livestock
movements both of which helped to prevent or slow down disease spread; it also
highlighted potential roonfor improvement, e.g. to ensure better IT connectivity for
stakeholders and refine vaccination plan. Follow&iger Birch the focus has been
on tightening processes and making them more rigorous: while veterinarians should
be in the network for techrat aspects, wider expertise is needed for organisational
processes and logistics aspects, i.e. the emergency response network should be multi
level, multtagency and multi disciplinary. Belgium indicated that on average it
carries out a simulation exercisvery 2 years (for a specific disease selected
according to needs each time), which is then evaluated and leads to the revision and
updating of the CPs for that disease. In Poland, simulation exercises were
implemented a part of post accession transittath EU funding: in total, 16
simulation exercises were completed at regional level and 2 at national level,
covering four diseases, and leading to the updating of the CPs for these diseases.

1 Enabling practical training on the emergency procedures and admistration
required during outbreaks. In France, in 2010, 61 exercises were realised at
Departmental level, of which 22 were simulation exercises against FMD, to cover
practical issues (e.g. setting up a disinfection unit), and 1 national simulatiorsexerci
( Rercen e i) gwadd carried out to test the automatic transmission of an alert.
Germany indicated that recent desktop simulation exercises helped identify reasons of
the delays in communication channels. In Czech Republic, the simulation exercises
carried out with the Czech Integrated Rescue System (IRS) have simulated the
movement of people, and equipment as well as the transport of samples to
laboratories, while requirements of the CPs were adapted so that they could be
fulfilled by all farmers. Alsothe FVO general report in 2008 pointed out that realistic
simulation exercises allowed MS to better understand the importance of external
partners and adequate staff for animal handling and culling (see indicator 7: coverage
of animal welfare issues, EQ B/

1 Identifying areas for improvement in the legislation.ltaly carried out a simulation
exercise for AHS in 2011, where shortcomings regarding the EU compensation
mechanism for stamping out were identified and communicated to the COM.

Simulation exercise also provide a useful tool in providing the context for engaging in
dialogue and cooperation with stakeholders on how best to respond to emergencies; this was
clearly indicated to be the case in the MS that carry out simulation exercises that involve
stekeholders, as discussed in EQ A/2.
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Finally, the number of simulation exercises carried out was proposed by several MS as an
objective indicator of the performance of the preparedness and rapid response system (as
discussed under EQ A/9).

2.2.8 Use of objectiveperformance indicators (EQ A/9)

A/9 What would be the relevance and possibility to define and lay down in legislation
objective performance indicators (including costs and benefits) in assessing crisis
preparedness and management capacities of the MS. i possible to identify good
practices in this area?

Indicator 1: current use of objective performance indicators by MS in assessing crisis
preparedness and management capacities

The majority of MS (20 MS) indicated that they use objective performardieators to
assess their crisis preparedness and management capacities KQECasurvey results). A

range of indicators are used, some of which are quantitative and some qualitative, including:
disease prevalence; animal morbidity and mortality; thenatic nature of the infection
(transmission risk to humans or other species); evaluation of risk of transmission via trade;
the occurrence of outbreaks of dangerous diseases in neighbouring countries and in the
world; and, cosbenefit analysis ospecifc courses of action for specific diseasesh as
emergency vaccination strategies and control measures.

On the other hand, 7 MS indicate that they do not use some of the more quantitative
performance indicators such as disease prevalence ebarusfitanalysis, either due to lack

of means (in particular budget constraints, lack of expertise) or to other reasons such as being
located in a low risk area. However, even amongst these MS, some more qualitative
performance indicators are being used, suctheswtimber of simulation exercises carried

out, the number of trained officers and the frequency with which contingency plans are
updated; this type of indicators is indeed used by most MS.

MS highlight the relevance of a diseag®ecific approach in deloping such indicators. In
particular, the assessment of crisis preparedness and management capacity is not considered
to be homogeneous for all diseases as it should take into account specifics related to the
nature of each disease (e.g. transmissibiiityolvement of invertebrate vectors etc.) and to

the national control policy in place (e.g. vaccination, no vaccination etc.). Hence, indicators
tend to be defined each time in view of the disease and epidemiological context in the MS at
the time of theassessment. This has implications in terms of the feasibility of laying down in

EU legislation objective performance indicators, as discussed below.

Indicator 2: relevance and possibility of laying down objective performance indicators
in the legislation

MS are fairly divided with regard to the need and feasibility of laying down in EU legislation
objective performance indicators (Q YHCEC survey results).

Half of the MS (14) consider it relevant and possible to lay down such indicators in the EU
legislation. However, most MS note that performance indicators can have a common basis
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but should be tailored to be diseagecific taking into consideration the nature of each
disease, the national policy adopted regarding its control and the epidenabkigiation.

As a result, the assessment should not be exclusively based on these indicators but also on the
specificity of each disease and the national context.

A number of performance indicators, considered to be relevant and possible, have been
provided by MS in the survey and case studies. The FCEC has analysed and developed these
to fit into a more holistic approach of defining a strategy and tactics towards animal diseases
in peacetime, to the ability to learn from crisis management in outbteaki@ns Figure 9).
Appropriately defined indicators could be developed to fit in this context, on the basis of the
suggestions made by MS, as follows:

- General indicators to define strategy (peacetime surveillance)lhese cover the
broader risk factors for the occurrenoé the various diseases, as identified by
surveillance activities, such as: disease prevalence, disease incidence, the zoonotic
nature of the infection, prioritisation and categorisation of animal diseases through
assessment of key risk factors (e.g. psiifile of trading partners, volume/intensity of
trade, and the transmission rate of the disease through animal movements);

- General indicators to define tactics: level of preparedness to implement CPs
(peacetime) These include: resources available at almyment for a given disease
CP, indicating the minimum level of preparedness compared to optimal levels, to be
balanced with the importance/relevance of the agricultural activity for the MS, for
instance minimum staff and equipment available per livestaaik; number of
simulation exercises performed; rate of update of CPs; availability of funds; and, costs
and benefits analysis of the measures to be taken for the containment and eradication
of diseases (e.g. preventive culling, vaccination strategiesgsist in particular the
decisionmaking process (in peacetime and during outbreaks);

- Indicators to _assess emergency management (outbreakyhese include: time
delays (e.g. the time between the outbreak and the start of the CP, the time for
laboratoriesd confirm a suspicion, the time taken for vaccines to be available); the
economic impact.

Food Chain Evaluation Consortium 48



Evaluation of the EU rapid response network, crisis management amdwacation capacity regarding certain
transmissible animal diseas€&snal Report
DG SANCCEvaluation Framework Contract Lot 3 (Food Chain)

Figure 9: Definition of indicators in peacetime and outbreak situations

Strate_gy Tactics
(peacetime) (peacetimg:
analysis of contingency

surveillancedata

planning

Emergency
management
(outbreak):

lessons learnt

Source: FCEC elaboration

The other half of MS (13) consider that laying down performance indicatotise EU
legislation is not relevant or possible. The majority of these MS (9) consider that this is
neither relevant nor possible given the variety of epidemiological situations that may arise at
MS level; this indicates there are similar concerns ddrcase of those MS that consider it
relevant and possible, i.e. that indicators need to be dispaséic to be of relevance. Other
reasons cited by some of the opposing MS, include the increased complexity and lack of
flexibility that the addition ofindicators in the EU legislation would incur (again, mostly
related to the fact that some indicators may only be relevant for some diseases), but also the
administrative burden and budget constraints in monitoring and reporting on these indicators.

The majority of MS, both amongst those that are in favour and those that oppose the use of
indicators therefore appear to be concerned on the general use of such indicators, without
appropriate due consideration of the specificities and context of a partisgase and the
circumstances in which this may occur and develop. MS therefore specify that the choice of
particular indicators should be left to MS, so that indicators are better suited to agricultural
activities (e.g. animal species, concentrationiwéstock) and readily available data at MS
level. In this way, performance indicators can be appropriately adapted from lessons learnt in
a particular context, but need also to be evaluated regularly to assess the extent to which they
are relevant and uséf

Indicator 3: Identification and analysis of specific good practices across countries

In the EU, MS that have experienced outbreaks of diseases that have had a severe economic
impact and/or public health relevance (e.g. UK: FMD; DE: CSF; NL/IT: HP#dye
generally had the opportunity to develop more their approach on the definition and use of
appropriate indicators to assess their strategy, tactics and lessons learnt from outbreak
management. Although caution is drawn to the need-#ssess and pabl/ adapt indicators

if these are to be used in other contexts (within the same MS or other MS; for the same
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disease or for other diseases), the exchange of good practices on this between MS should be
encouraged as it can provide valuable ideas and itnputher MS to develop the indicators
best suited in their own contexts.

For example:

1 During the case studies the UK CA indicated that cost benefit analysis, risk and
i mpact assessments are taken into accouni
preparedness. A dedicated team within the CA (AHVLA: Veterinary Risk Group,
composed of 7 expis) reviews the evidence base for risk, on the basis of various data
and tools. The Group holds a meeting every month that produces a series of
management strategies, on the basis of their risk assessment, which is destined to the
CVOs for the UK and theadevolved administrations (England, Wales, NI and
Scotland). In their risk assessments, the Group use EFSA risk categories, based on
both quantitative and qualitative definition of risk. Risk modelling and assessment,
carried out in the context of academm&search, provides the basis from which to
determine the cost and benefit of different control policies and emergency
preparedness.

1 The DE CA (BMVEL) has indicated during the case study that it follows a similar
approach, developed particularly after B8F outbreak of 2006 when the need to
study in depth the costs of outbreaks versus the cost of control strategies including
vaccination.

1 The FR CA also acknowledges the fact that cost benefit analysis of the strategy to be
followed for the containment aretadication of diseases should be used, but that this
is presently not carried out; the lack of ebshefit analysis has also been highlighted
in France by stakeholders in a 2010 report on the French BT %risisere it is
recommended that the state dhd industry should get together to create a national
Observatory to collect data on the cost of animal health emergencies, and that this
initiative reaches out at EU level, as an importantrpgpiisite for defining future
strategies in fighting againsisg¢ases.

Although the above MS CAs attach great importance to the use of such tools, they consider
that MS should be left to use tools and indicators that are readily available and relevant to the
livestock sector and administrative organisation in tbeimtries, and therefore it would not

be relevant or possible to lay down common indicators in EU legislation.

Beyond the EU, the Crisis Management Centre for animal health {EMC the joint

initiative from the OIE and FAO providing assistance to coestfacing or threatened by

animal disease outbreaks, indicates that assessments of the disease risk situation and the
capacity of the country to respond to an animal disease outbreak are carried out during
missions. However, the CM&H notes that it is dubtful whether common performance
indicators can be used to assess crisis management. The relevance and possibility of such
indicators is questioned given the large range of disease/caapdcyfic situations globally.

51GDS(Groupements de Défense Sanitaire) Frahission Pr ospecti ves Sanitaires, R
FCO, July 2010 La Mi ssi on recommande que | d8Etat et | a Profe
national du colt des crises sanitaires et souhaite que cette initiative soit relayée au eivepéen. La

disposition de données précises aurait permis de réaliser une étude estimative sur le rapport co(t/bénéfice des

di ff®rentes strat®gies pouvant °tre mises en Tuvre."
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Disseminating guides of good pra&s and training are considered more useful tools in this
context, and the CM@H has to this end developed and disseminated a guide of Good
Emergency Management Practices (GMEP guiidee also EQ B/3); the guideter alia
includes key indicators of progss in managing outbreaks, which are based on the analysis of
epidemiological data and time delays within the outbreak management deteaegsponse
sequence.

Broadly speaking, as also noted under indicator 8 of EQ A/1, the EU veterinary system is
sea as a model in other world regions, including EU developed trading partners. In
particular, experience and lessons learnt in the EU from FMD outbreaks appear to have
provided incentives and is being used as a model for review of CPs in the US andaustrali
The EU approach and in particular the detailed requirements provided to MS under the FMD
Control Directive are considered the reference in terms of best practice available on how to
prepare contingency planning.

2.2.9 The need for EU implementing rules anddr guides of good practices (EQ A/10)

A/10 Is there a need to lay down implementing EU (Commission) rules in the area of
contingency planning and/or guides for good practices?

As discussed under indicator 4 of EQ A/1, overall, MS are satisfied witluthent degree of

detail on CP requirements in the EU legislation and do not see the need for more prescriptive
implementing rules. The majority of MS (22 MS) do not consider it necessary to have more
prescriptive rules on contingency planning in the EUslagon (Q4 FCEC survey results).

This is either because, according to some MS, there is already good understanding of the
legislation, or because MS consider that more prescriptive rules would make emergency
measures more difficult to implement becaasstingency plans need to be adapted as much

as possible to the national circumstances, including industry practices and administrative
procedures.

Only a minority of MS (5 MS) believe that more detailed and prescriptive rules should be laid
down at EU ével and that these should include almost all of the minimum criteria currently
specified in the EU legislation. Some of the new MS in particular have noted that having
more prescriptive EU legislation contributes to the acceptance of certain measatésnat n

level and that implementing rules along the same lines as Regulation 882/2004 for food and
feed would be useful to ensure a harmonised approach to disease control. MS have different
views on the need to lay down detailed provisions on rules regariie diagnostic
laboratory facilities/capacity for rapid diagnosis and the requirement for emergency
vaccination, which according to one MS do not need to be laid down in EU legislation, but
according to another MS are needed for emergency vaccinatiQtfe FMD, BT and AHS.

The FVO notes that most MS are prepared in terms of first reaction to emergencies without
having to consult immediately the CP (the first38hour response is conducted by people

on the ground). The CP is however critical asratred reference document and consulted for
details and continuation of the action (e.g. setting up control centres, supply in IT equipment,
contacting additional staff, responsibilities, contact people, sampling, etc). Overall, the FVO
does not consider itecessary for MS to have more prescriptive EU legislation; although it
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could have the advantage to better focus FVO inspections therefore improve the efficiency of
the inspections.

On the other hand, guidelines illustrating different aspects of contigg#ganning might be
beneficial for allowing MS to adapt CPs to their own national situation. This is highlighted by
the fact that, when drafting their CPs, 22 MS have used the EU guidelines produced in 2000
(Q5 FCEC survey results). The FVO indicatesttlarrently there is no harmonised
guideline asthe ControlDirectives had been developed over a long period (120Q6)
thereforeCP requirements for some diseageg.for FMD) are more detailed than othdes
discussed also under EQ A/1)

2.3 Conclusions and recommendationgTheme A)

Based on the FCEC analysis of the collected evidence base, the following overall conclusions
can be drawn on the relevance and effectiveness of the current EU legislation related to
contingency planning (as speeifi in particular in the Annexes to the disease specific EU
Control Directives).

Key findings

The current scope of the EU legislation is by and large considered sufficiently broad to make
MS contingency planning an effective tool in achieving the goaldisdase containment,
control and eradicatioreEQ A/1). In particular:

1 Overall, there is a high level of MS compliance with the current criteria/requirements in
the Annexes of the Control Directivaadicator 1) and MS are generally satisfied with
the arrent scope of EU legislationn@licator 8). The current FMD CP model is
considered by MS to be the most thorough and detailed, while the EU approach and in
particular the detailed requirements provided to MS under the FMD Control Directive
are consideretb be exemplary and a world reference in terms of best practice available
on how to prepare contingency planning.

1 Several MS include in their CPs additional criteria not currently laid down in the EU
legislation, e.g. systematic update in light of expexée gained iQdicator 2).
Nonetheless, not all MS using additional criteria would consider it necessary to lay
these down in EU legislationin@icator 3). For example, although the active
participation of stakeholders during emergency situations is coaedid® be an
advantage by both MS and stakeholder organisatteQsA/2), andthe majority of MS
CAs consider it necessaty have clearly defined rules laid down in EU legislation for
the involvement ofirectly relevant stakeholdefse. those represeng farmers and
agrifood industries) several MS CAs have expressed concerns on putting forward
more prescriptive legislation on thigndicator 5). A key concern is that more
legislationmight limit MS flexibility to adopt actions whicht national condions and
disease specificities and thus might hinder those MS where collaborative structures
between the CAs and stakeholders are established and have proven successful.
Stakeholder involvement is also linked with two other key aspects of the EU animal
health policy: the development of cost and responsibility sharing schemes, and the
prioritisation of animal diseases. As both processes are currengigiog at EU level,
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it is considered premature at this stage to define more prescriptive legislattbe on
involvement of directly implicated sectors in contingency planning.

1 The majority of MS already include animal welfare provisions in their CP and welcome
the full integration of such provisions as a CP requirement in the EU Control
Directives, as foresm by Regulation (EC) 1099/2009/E@dicator 7).

Only about one third of MS currently include explicit provisions on coordination with
neighbouring MS in CP development (drafting, implementation and simulation) in their CPs,
and to collaborate more gea#ly with other MS in CP implementatioieQ A/3 and EQ

A/4). Nevertheless positive examples of cooperation/coordination activities in contingency
planning and, more generally, in addressing animal health diseases have been reported by
most MS, as well ashe fact that this has been reinforced over the last decade as a
consequence of the lessons learnt from the negative impacts of the previous lack of
cooperation/coordination. The current level aafordination and cooperation both between

MS and with the C® is considered satisfactognd sufficient to instil confidence amongst

MS and stakeholders in the EU preparedness system. This was more réeerthstrated

by the significant and relatively rapid progress in addressing the outbreaks of an emerging
andunpredictable vector borne disease in the form of the Schmallenberg virus. This response
was a result of the effective animal health network which has been put in place in the EU
over the last 20 years, for example by building cooperation between Elattaies to
improve diagnosisNonetheless, MS would welcome more exchange with other MS on their
specific experience with contingency planning. MS are quite divided in their views on
whether more specific provisions on cooperation/coordination betweemboeigng MS for
contingency planning need to be laid down in EU legislation, with those MS against arguing
that this should be left to individual MS.

The majority (about two thirds) of MS favour a generic approach to contingency planning;
although thiss a more recent trend, as generic plans are currently only available in about a
third of MS. This reflects the fact that by drawing on the lessons learnt over the past decade
the approaches taken have reached a certain mat&@y A/5). MS identified sevel
significant advantages in following a more generic approach, notably the ability to share and
benefit from best practices for better planning of the organisational, logistic and legal
elements that are horizontal across diseases. However, some cdraerrizeen raised on

how generic CPs should be designed. The conclusion reached is therefore that disease
specific characteristics and the ability to be prepared for effective action for each specific
disease need to be safeguarded, and that therefoneedcgapproach should aim to cover
certain minimum requirements that are common across diseases

Although currently not specified in the Annexes to the EU Control Directives, different levels
of action in the case of primary and secondary outbreaks readglincluded in the CPs of
some MS. Specific practices on primary outbreaks play an important role in controlling
diseases, e.g. animal traceability for BT and SVD, but only a minority of Member States
consider it necessary to lay down such rules as ee@krement in EU legislationEQ A/7)

The majority (over two thirds) of MS already include rBale alert exercises in both CPs for
FMD and Al, as required under EU legislation, but also for other diseases for which these are
not currently requiredover two thirds of MS include this requirement in their CPs for CSF
and ASF; about one third of MS in the CPs for the other diseds€sA(8). Several MS
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identified significant benefits in carrying out simulation exercises, in particular in terms of
reviewing the applicability of the various technical provisions of contingency planning and
drawing on the lessons learnt to revise and update their CPs, and contributing to practical
training on the procedures to be followed during emergencies, but alsibyidgrdéreas for
improvements in the legislation as such. Reak alert exercises are, however, found by
several MS to be timeonsuming and demanding in terms of the required organisation and
resources. Nonetheless, the majority of MS CAs considecédssary that this be laid down

as a CP requirement in the EU Control Directives (GDs)particular for CSF and ASF for
which the CDs currently foresee alarm drills only. It is also noted that MS indicated that
common definition of what constitutes insilation exercise is missing and this should also
be laid down in EU legislation.

The majority (about two thirds) of MS indicated that they use objective performance
indicators to assess their crisis preparedness and management caa@ihg9)( A rarge

of indicators are used, some of which are quantitative and some qualitative, including:
disease prevalence; animal morbidity and mortality; the zoonotic nature of the infection
(transmission risk to humans or other species); evaluation of the risknsirtission via

trade; the occurrence of outbreaks of dangerous diseases in neighbouring countries and in the
world; and,costbenefit analysis on specific courses of action for specific diseastsas
emergency vaccination strategies and control measures. Although these MS CAs attach great
importance to the use of such tools, they consider that MS should be left to use what is
readily available and relevant to the livestock sector and admtnisti@ganisation in their
countries, and therefore it would not be relevant or possible to lay down common indicators
in theEU legislation.

MS are by and large satisfied with the degree of detail in the current EU legislation on CP
requirements, and dwot wish to see more prescriptive rule€) A/10). However, guidelines
further explaining the legislation might be beneficial for assisting MS to sufficiently and
effectively adapt the CP requirements, as laid down in the Control Directives, to their own
national context.

Recommendations

Given the generally positive picture of the current setup, potential improvement would
require soft corrective measures, as follows:

1. While the FMD CP model is considered to be the most thorough and detailed, the
Contrd Directives for BT, ASF, AHS, CSF and Al could be revised to address the
additional criteria highlighted, including animal welfare, and to take out criteria that are
not considered appropriater some diseases e.g. emergency vaccination for D (

A/l).

2. Introducing a framework approach, for a generic CP laying down minimum
requirements that are common across all diseases, but ensuring sufficient flexibility to
adapt at an operational level to each specific disease to ensure sufficient disease focus
(EQ A/5). On the basis of the most advanced CPs in place today (e.g. FMD and generic
CP models in several MS), such minimum requirements could cover: the chain of
command; the establishment of NDCCS/LDCCS and expert groups; sufficient access to
tools, staff, &cilities and funding; cooperation between the authorities involved,;
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cooperation between neighbouring MS/third countries; the carrying out of simulation
exercises; and, where applicable emergency vaccination. A generic approach can
improve overall preparedss to deal with new emerging diseaség $uccessful
concerted effort of MS and the COM for addressing the recent outbreaks of the
Schmallenberg virugSBV) (as discussed under EQ AMas partly attributed to the
availability of generic contingency plaing to deal with unpredictable emerging
diseases.

3. More specific guidelines could be developed, possibly by reviewing and updating those
developed by the COM in 2000, to explain further the CP requirements of the Control
Directives. Such guidelines arensadered beneficial by most MS, for adapting CP
requirements to the national situation, therefore ensuring effective contingency
planning. However, more prescriptive legislation is not considered necess@ry (
A/10).

4. At the moment, the best approach fomfercing stakeholder involvement in MS
contingency planning is to state the need for this as a general principle in EU legislation
(EQ A/2), as more prescriptive legislation on this is perceived to be both premature and
potentially damaging to the contiaigcy planning process in some MS.

5. Having explicit provisions on MS collaboration laid down in EU legislation is not
considered necessary by the majority of MERQ(A/3 and A/4). Rather, it would be
good to have a suitable forum for exchanfi@est practies and training could also be
provided; to this end, an initiakday conference on this subject could be proposed to
cover the range of issues that are relevant to contingency planning including on
communication.

6. The possibility of including redgime alert exercises as a CP requirement in all the EU
Control Directives should be taken into consideration, especially in the case of CSF and
ASF. MS are also in favour of a common EU definition of -teak alert exercises,
alarm drills and simulation exesgs EQ A/8).

7. It is not considered necessary to define different levels of action in case of primary and
secondary outbreaks for all MS in EU legislat{&@® A/7).

8. While the current EU rapid response system has been sufficiently reactive, thereby
continuowsly improving by taking into account lessons leatf®(A/1), it needs to be
paralleled by a proactive approach, which consists in anticipating and preparing for new
or emerging risks. The COM could play a key role in developing a systematic process
of andysing and evaluating new risks (horizon scanning), possibly benefitting from the
experience gained in the context of EFSAOG:
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3 Theme B: the evaluation/approval and follow up of the CPs
3.1 Background

According to the current rules laid down in the disease specific Control Directives, CPs must
be submitted by the MS to the COM for approval via the comitology procég8tmading
Committee on the Food Chain and Animal Health established by Regulation (EC) No
178/20021 SCoFCAH)

The specific objective of theme B is to analyse the relevance (added value) and the
effectiveness of the EU mechanism for evaluation/appravéhe level of SCoFCAH, both of

the initial CPs and of their subsequent updates/ amendments. It also aims to identify other
potential mechanisms/processes and/or additional tools for CP evaluation/ approval which
may be more effective and efficient inhéeving the intended goals of disease containment,
control and eradication. This includes consideration of the advantages and disadvantages of a
number of alternative potential mechanisms (listed under EQ B/3), such as COM approval
without SCoFCAH, peer véew at SCoFCAH without approval, a strengthened/increased role
for FVO missions to verify MS CP implementation, and approval by an independent body;
and/or additional tools (listed under EQ B/3 and EQ B/6, and also under EQ A/10), in
particular, having inplacea 'light and alive' system of guides of good practices, possibly
supplemented by training. The efficiency is determined in terms of the administrative
costs/burden involved to organise and attend SCoFCAH meetings for this purpose, in
comparison wittthe identified alternatives and/or additional tools.

3.2 Findings

3.2.1 Assessment of the current (comitology) procedure foreseen by the legislation (EQ
B/1, B/2 and B/4)

B/1 To what extent is the EU approval procedure of CP by comitology relevant and
efficient?

A number of indicators were developed by the FCEC to assess the relevance and efficiency
of the current EU approval procedure. These include the level of current compliance to the
procedure foreseen by the legislation, the extent to which and justificatignthis is
considered relevant/efficient by the MS/COM, and advantages/disadvantages of the
procedure (which need to be assessed, in particular, against procedures followed in other
sectors, and against potential alternative mechanisms achieving theogtievesi EQ

B/3).

Indicator 1: current level of compliance with the procedure foreseen by the legislation

The CPs for Al, ND, FMD and CSF have been approved for all 27 MS. CPs for other diseases
have never been approved. Indeed, there are curBeo#iegories of CPs:

1 Obligation for EC approval exists and CPs are approved (FMD, CSF, Al, ND);
9 Obligation exists but CPs are not approved (e.g. BT, ASF);
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1 Obligation to approve does not exist (all the rest of OIE listed notifiable diseases).

Although also foreseen by the legislation, no subsequent approval following amendments by
MS to the initially approved CPs has been carried out by the COM, due to lack of staff
resources (see also EQ B/2).

The current level of compliance, in terms of the numbeiswsh of approved CPs, in
combination with other indicators, allows conclusions to be drawn on the relevance and
efficiency of the approval procedure.

In following the procedure foreseen by the legislation only for some key diseases, the COM
and MS arendeed prioritising the use of SCoFCAH to this end, in view of the time and
resource constraints both at the level of the COM and of the MS. According to the COM/MS,
approval is not based on a substantive and comprehensive review/evaluation of the submitted
CPs by SCOFCAH, but remains rather a formality. This is also evidenced by the fact that
there is little exchange or time provided for MS to review the submitted CPs prior to
SCoFCAH meetings, as the procedure is usually completed in one day.

Indicator 2: MS/COM assessment of the relevance and efficiency of the procedure
currently foreseen by the legislation

Only 3-5 MS consider the current procedure tovbeyrelevant, effective and efficient, while

a further 811 MS consider it to béairly relevant, effective and efficient (Q 9-aFCEC

survey results)On the other hand,-81 MS consider the current procedure tanbé veryor

not at allrelevant, effective and efficient. However, the interviews carried out at the level of
MS CAs during tle case studies revealed that there has been some confusion in answering
this question, and that the actual number of MS that consider the proceduneotoveeyor

not at allrelevant, effective or efficient is actually higher, with indeed many MS itidga

that they were not even aware that the CP review and approval procedure is taking place at
SCoFCAH. In answering these questions in the survey, those MS were referring rather to the
current actual situation, whereby the CP approval procedure is alifiyrmather than a
substantive CP review/evaluation process.

The relatively low importance attached by MS to the procedure currently foreseen by the

legislation is also highlighted by the survey response on the factors that are considered to
contributeto ensuring the objectives of contingency planning i.e. to achieve animal disease

preparedness and rapid reaction (Q ECEC survey results).

By and large, the majority of MS (25/ MS) indicated thabwn national best interestthe

legal obligation 6 have in place operational CPs as provided by the EU Control Directives
andthe current mechanism of FVO inspections for CGife the three most significant drivers

for effective contingency planning. National best interests are determined, in pariigular

the experience of previous outbreaks and awareness of future threats, and the strong desire to
ensure that the country is prepared for possible future outbreaks in view of the potential
impacts of an outbreak and the economic significance of maimgaaahieving a diseaseee
epidemiological status.
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By comparison, theurrent procedure of CP approval by comitolagyonsidered to biilly
contributing to ensuring the objectives of contingency planning by only 3 M$antig by

18 MS, while accorichig to 6 MS it isnot at all contributing to this objective. Several MS
highlighted the fact that their limited knowledge or understanding of other MS specificities,
legal framework and administrative set up makes it impossible for them to evaluate
effectively other MS CPs, as would require a real voting procedure at SCoFCAH. In any
case, the COM and MS would only be able to verify whether a CP document exists, but not
whether it is implementable or sufficient, due the fact that the operations manuameshe
important document and usually available only in the national language.

During the case studies, several of the MS CAs highlighted the fact that there is no evidence
that approved CPs are better than-approved CPs, therefore, in their view tharent
procedure does not guarantee as such the quality of CPs (EQ B/1: indicator 4).

Indeed, the interviews carried out both at the level of the COM and at the level of MS
revealed that this procedure is still in place largely for historical reasopsuticular, two
decades ago, MS needed to build up trust 1in
and the COM needed to keep close control of MS implementation. Now that MS have
developed their experience of contingency planning, it is questishether the CP approval
procedure through SCoFCAH remains necessary and whether it offers any real added value.

On the other hand, as also indicated above, FVO inspection missions to verify the state of
preparedness and contingency planning in the MScansidered to offer real added value

and to be relevant (this point is further discussed in EQ B/3). Even in the case of MS that
were in favour of the initial CP approval by SCoFCAH, this was considered relevant and
useful if followed by regular follow p by the FVO. Although MS CAs admitted that FVO
inspections provided a challenge and a cost in terms of the organisation, time and effort
required on behalf of the CA, they were nonetheless considered to be very relevant and useful
in providing a good pictre of the effectiveness of the animal disease emergency system in
place in the inspected MS, as the expertise of the FVO is generally highly regarded and
respected by MS.

Indicators 3 to 5: advantages/disadvantages of the procedure currently foreseen the
legislation

As already indicated, neither the survey nor the MS case studies and COM/stakeholder
interviews revealed any significaptivantage®r tangible benefits of the procedure for CP
approval by SCoFCAH as currently foreseen by the EU legislalihe primary objective of
ensuring effective contingency planning app:
best interests, the legal obligation as such, and FVO verification missions, rather than by the
CP approval at SCoFCAH (results of Q LG-CEC survey, as reported above). Also, the
historical justification for the procedure at SCoFCAH, notably the need to developadecli

of trust between MS and via vis the COM, by and large no longer appears to be as
significant. Furthermore, the proceducurrently followed is- for the various reasons
outlined above more of a formality rather than a substantive comprehensive review of the
CPs as such, while there is no evidence that approved CPs are better thpprowad CPs.
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It is noted, nonetheless, that some form of oversight by the COM (including FVO CP
verification inspections, as discussed under EQ B/3) is still largely considered relevant and
useful, as a way of facilitating the exchange of information between MS, agoogiMS to

draft a good CP, and also for the COM to keep an eye on how MS are preparing themselves
to face outbreaks. In particular, for those MS that consider CP approval by SCoFCAH to be
very/fairly relevant, effective and efficient, the main rationaléhat it enables some form of
dialogue between MS for knowledge sharing on this subject; this objective can nonetheless
be fulfilled by other means, as discussed under EQ B/3 and EQ B/6.

On the other hand, the magisadvantagef the procedure currentlforeseen by the EU
legislation is considered to be administrative burden, in comparison to the perception that it
offers no real added value, as it competes for time and resources (both at COM and MS level)
with what is considered to be the main ratienfar and mandate of SCoFCAH, notably the
tasks relating to the development, adoption and follow up of implementation of animal health
legislation including of emergency measures, which are therefore seen as the highest priority
and most significant workfdSCoFCAH (see Theme D). The additional costs involved in
attending SCoFCAH meetings are discussed under Theme C. In particular, regarding the
costs of SCoFCAH meetings in general, background information is provided under EQ C/2;
our interviews indicate #t the legislative obligation to approve CPs does not currently result

in additional costs to the costs of regular meetings, but this could be the case if it were to be
systematically followed for the approval of initial CPs and revisions.

Drawing aparallel from the food and feed safety se¢®® B/1: indicator 5), the procedure
foreseen by Regulation (EC) 882/2004 for MANCPs (multi annual national control plans)
does not involve SCoFCAH approval, as the Regulation foresees that MS should simply
sulmit to the COM their MANCPs and annual reports, with voluntary notification of key
changes made to the MANCPsThere is therefore no need to approve MANCPs as such, and
in this case the COM checks via the FVO (at the end of the planning year) whetMS the
system in place is effective and wplanned. The MANCPs are seen as a benchmark for MS
to ensure they have followed the criteria/requirements set out in the legislation.

Article 13 of Regulation (EC) 882/2004 on contingency planning in the foodegadsafety
sector is under review. In the context of food and feed crisis management, DG SANCO is
trying to create a fully integrated system along the food chain which will include food and
feed safety, plant health and seeds thus allowing full conthd. QOM wants to streamline
other relevant legislation in this field, e.g. by deleting the approval procedure on MS action
for the control on the residues of veterinary medic¢thasd making it part of the MANCP.

In this context,potentialsynergies at théevel of FVO inspections for CPs and MANCPs
could be explored (see EQ E/4).

2 MS reporting is currently voluntary in the context of the MANCPs, boeéds to be considered whatlite
should be made compulsory.

3 DG SANCO isexamining the possibility of introducing some mandatory requirements omitienum
frequency of controas there should be some harmatian at MS level
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B/2 Is the EU approval procedure by comitology for updates and amendments of CP
needed and efficient?

The initial CPs may be amended to take account changing requiremethis different
Directives, compulsory updates every 5 years (e.g. the case for FMD, as required by Article
72.10 of Council Directive 2003/85/E¥) and updates in case of significant change or any
amendment in the measures taken against the specific dideasgenerally foreseen by the
legislationthat subsequent amendments to the CPs must be submitted by the MS to the COM
and be approved via comitology procedure, although the wording of the different directives is
not identical in this regard.

The irdicators used by the FCEC to assess the relevance and efficiency of the EU procedure
for the approvabf updates and amendments to the initial CPs include the level of current
compliance to the comitology procedure foreseen by the legislation, the extehich and
justification why this is considered relevant/efficient by the MS/COM, and the extent to
which MS review/revise their CPs in line with the provisions foreseen in the EU Control
Directives.

Indicator 1: current level of compliance with the proedure foreseen by the legislation

As indicated already in the introduction, no subsequent approval following amendments by
MS to the already approved plans has been carried out by SCoFCAH. This is largely due to
the relatively low importance attached tiois procedure, coupled with the lack of staff
resources both at the level of the COM and of the MS.

Indicator 2: MS/COM assessment of the relevance and efficiency of the procedure
currently foreseen by the legislation

Only 2-3 MS consider the currentquedure to b&eryrelevant, effective and efficient, while

a further 1613 MS consider it to béairly relevant, effective and efficient (Q 9-aCEC

survey results)On the other hand,-92 MS consider the current procedure tanbé veryor

not at allrelevant, effective and efficient. Again (as in the case of the approval of the initial
CPs), the interviews carried out at the level of MS CAs during the case studies revealed that
there has been some confusion in answering this question, and thautdienaotber of MS

that consider the procedure not to be at all relevant, effective or efficient is actually higher,
with indeed many MS referring rather to the current actual situation, whereby the procedure
foreseen for the approval of CP amendments ardhtep is a formality rather than a
substantive review/evaluation process.

In the interviews and case studies, both the COM and MS have largely confirmed that there is
no need to apply the comitology procedure for the approval of the updated CPs, as
multilateral trust in the system is now seen as having been developed. A key argument put
forward against the procedure is, once more, the burden this puts on the use of MS and COM

** Council Directive 2003/8/EC of 29 September 2003 on Community measures for the control edrfdot

mouth disease repealing Directive 85/511/EEC and Decisions 89/531/EEC and 91/665/EEC and amending
Directive 92/46/EEC. Article 72.10dn any case, every five years each MembeiteSthall update its
contingency plan in particular in the light of reime alert exercises referred to in Article 73, and submit it to
the Commi ssion for approval in accordance with the
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resources, in relation to the little added value conferred by this procedutige Other hand,

FVO inspection missions to verify the state of preparedness and contingency planning in the
MS are considered to offer real added value and to be relevant also for following up the
progress and updates made by MS to their initial CPsufdisef discussed in EQ B/3).
Several MS noted that this is particularly relevant for the follow up of revisions and updates
to the CPs, for which current mechanisms in place are considered not to provide sufficient
incentive to MS to regularly review thesontingency planning approach (a point that is
therefore considered to need improving).

Indicator 3: extent to which MS update their CPs

For some of the diseases, in particular CSF, FMD, BT, HPAI, and (to a lesser extent) ASF,
by and large the majorityf MS have indicated that they review and revise/update their CPs

in line with the provisions foreseen in the EU Control Directives (Q 10 and Q 11, FCEC
survey results), in particular the requirement to undertake an update in view of the experience
gained following simulation exercises and/or the evaluation of the response to actual
outbreaks. In comparison, in the case of SVD and AHS, for which the review and revision is
not compulsory under the EU Control Directives, just over half of MS do so (thoged¥S

have not reviewed/revised their CPs for these diseases indicated that this is mainly due to the
prolonged absence of the disease from their territory and therefore the relatively lower
priority attached to these diseases).

In some cases, MS indicdtéhat CPs are continuously updated in real timéra following
debriefing between those services involved in the implementation of a CP that has been
activated in the case of an emergency, on the basis of which strengths and weaknesses of the
activatel CP could be identified.

The relatively high figure of compliant MS suggests that, in the event the comitology
procedure was followed for the approval of revised/updated CPs, potential requirements in
terms of COM/MS resources would be relatively high.

B/4 Does the current CP evaluation provide the Commission services with an overview
of the CPs in order to verify their mutual effectiveness, especially regarding the
neighbourhood issue?

The extent to which the current CP evaluation provide the Commission services with an
overview of the CP in order to verify their mutual effectiveness is related to the ability of the
COM to evaluate a CP and in particular to the extent to which the C@¥hty reviews the

CPs (EQ B/1 indicator 2). In terms of enabling the COM to verify the effectiveness of CPs on
the neighbourhood issue, including via FVO CP verification inspections, this is also related to
the extent to which the legislation as suche$ses cooperation between neighbouring MS;
currently, the cooperation with neighbouring MS is only foreseen in the case of FMD and in
the context of real time alert exercises (as discussed under EQ A/4), although about one third
of MS currently include irtheir CPs explicit provisions to coordinate with neighbouring MS

in CP development (drafting, implementation and simulation) (EQ A/3).

Clearly, the conclusion reached from our interviews with the COM and MS is that the current
CP evaluation process viamitology offers no added value in terms of providing the COM
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services with an overview of the CPs, including on their mutual effectiveness regarding the
neighbourhood issue. By contrast, FVO inspections play an important role in verifying MS
compliance wth the EU legislation (EQ B/3), to the extent that relevant provisions in the
legislation exist to enable the FVO to address this is&sieoted under the conclusions of
Theme A, MS are currently quite divided on whether explicit provisions on this isisaeld

be included in the CP requirements of the EU Control Directives, but there is more consensus
on the need to develop more guidelines on CP development and these could include
recommendations for cooperation between neighbouring MS where applicable.

3.2.2 Alternative mechanisms and additional tools for CP evaluation and/or approval
(EQ B/3, B/5 and B/6)

In view of the generally low importance attached to the approval of MS CPs by SCoFCAH,
13 out of 27 MS indicated in the survey that there is a need toowapcurrent
procedures/mechanisms for the evaluation and approval of MS CPs (@-GIBC survey
results). As indicated in the previous section, our interviews with MS CAs in the context of
the case studies revealed that the actual number of MS that donsider the approval by
SCoFCAH to be relevant or efficient, and therefore see the need to improve the current
system, is actually higher, due to certain confusion in answering survey Q 9.a (relevance,
effectiveness and efficiency of the current procefland Q 9.b (need for improvement).
Several MS in fact perceived the procedure foreseen for the approval of CPs as a formality of
little added value, rather than a substantive CP review/evaluation process, and therefore
identified the need to improve cant procedures/mechanisins

B/3 What would be the other possible mechanisms for CP evaluation and/or approval?

During the inception phase of the evaluation, potential alternative options were identified to
the current comitologprocedure foreseen by the EU legislation, as follows:

1 Commission approval without SCoFCAH,;
1 No SCoFCAH approvadl to be replaced by:
o Peer review by SCoFCAH;
0 An upto-date system of guides of good practices;
0 Accreditation by an independent body at inteorel or national level.

Both the survey and the case studies revealed that, while the majority of MS agree on the
need to improve the current procedure for the evaluation, approval and follow up of CPs, the
views on potential alternative mechanisms timatld be used to replace the current procedure

are quite divided. A point where there appears to be MS, as well as COM, consensus is on the
need to ensure that procedures remain relatively rapid and simpjeand to avoid
increasing the complexity of the requirements imposed on MS without offering any real
added value in the process.

® The survey data presented below are based on the responses of 13 MS indicating there is a need for
improvements to the current procedures. Although the actual number of MS considering the need for
improvements has been higher, it has not been possiladjust the survey response dafhe responses of

those MS that indicated otherwise in the survey have nonetheless been taken into account in a more qualitative
manner in the analysis of the relevant EQs of Theme B.
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Thus, 79 MS consider some form of COM approval, but without SCoFCAH, to remain
veryfairly relevant, effective and efficienfQ 9.c - FCEC survey resufty. The main
justification for retaining some form of COM oversight over the process was the need to
ensure a harmosed approach across the EU, and that all MS comply with the minimum CP
requirements as laid down in the Control Directives. The key benefit of this option is that it
could enable the COM to identify best practices amongst the reviewed CPs and to ppotentiall
play a role in facilitating the transfer of this knowledge to all MS (e.g. via systematically
updated guides of good practices, as discussed in the next point), but also to identify and take
corrective action for MS that are performing poorly in termarafmal disease preparedness.
For those supporting this option, the idea is for the COM to create a general framework for
CP drafting/updating, but to leave some degree of flexibility and freedom to MS to develop
their national CPs. In this framework, aestgthened safeguard role of the COMoth for
effective contingency planning and for the implementation of detailed measuies
considered crucial by MS supporting this option. For instance, several MS noted that no
effective action is currently taketo penalise MS that have not put in place CPs, and no
incentives are provided to keep these updated. In terms of detailed measures, a MS CA
indicated that the COM should be stronger in imposing on MS the full implementation of EU
legislation regarding aniah traceability, e.g. to imports of live animals from another key
supplier M5; similarly, the COM is expected to intervene in ensuring the sufficient
availability of appropriate vaccines, particularly against new strains, e.g-8fbBv which

MS experience problems finding the vaccine quantities needed as this was not commercially
available.

In this context, the option most favoured by MS asali@rnativei or a complement to

COM approval is to strengthen the role of the FiiGhe evaluation of MS CGRas theFVO
inspections were by and large indicated by both the MS and the COM as the most
appropriate mechanism for assessing national CPs. FVO inspections, which provide high
level peer reviewing and are therefore widely respected and acceptednsicei@ to be

very relevant, effective and efficient in ensuring that MS meet the EU requirements on
contingency planning (see EQ B/1 and EQ B/2; also, Q 9.a and Q10, FCEC survey results).
By making FVO CP verification missions more periodical, CPs in2@llIMS could be
evaluated and assessed in 5 years. As discussed in Theme E (EQ E/3), if FVO involvement
for CP verification were to be increased, with all other FVO work continuing as currently, it
would require 2 more inspectors at the FVO AH unit. hased that one critical issue with

FVO audits of CPs highlighted by several MS is that they are perceived to be relatively
'narrow’ in scope in that they examine the CPs in isolation of actual outbreaks occurred, and
this point may require furtherreflestin i f t he FVOG6s role in the ¢
further reinforced.

The second most Opreferred?od-tedate ystemaotguides opt i
of good practicesThis option, which was identified ageryfairly relevant, effective and

efficient by 56 MS, would be alight and alive'system outlining good or best practices to

guide MS in their drafting, review and updating of CPs (as discussed under EQ A/10, MS by

and large consider such guidelines beneficial dbowing MS to adapt sufficiently and
effectively the CP requirements, as laid down in the Control Directives, to their own national
context), and could be used in conjunction (indeed provide assistance) to FVO inspections,
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but it also could be possibsupplemented by additional tools such as training and workshops
(see EQ B/6).

The EU has already taken action to provide guidance to MS on how to draft their CPs
guidelines for contingency plans against notifiable diseadead been circulated by DG
SANCO to MS in May 2000 (and in 2003 for Al and ND). The majority of MS (22 MS) have
indicated that they have used these guidelines when drafting their national CPs (Q 4.last
point, FCEC survey results), and in the case studies the CA in several MS havaeaxbnfir
that they have found these guidelines to be very useful, thus highlighting the importance of
having in place such a guide.

Beyond the EU, an interesting case of the benefits of having in place such a guide is provided
by theFAO Good Management Emergey Practices (GMEP). The GMEPaims to assist

and facilitate country preparedness to respond effectively and efficiently to animal disease
outbreaks, in particular but not exclusively of transboundary animal diseases (TADS). It
covers the whole cycl®f contingency planning, from preparedness and prevention, to
detection, response and recovelfie language used in the GMEP is simple so all countries
can easily understand the issues involved. The joint-PAB Crisis Management Centre for
animal health(CMC-AH) has disseminated the GMEP to member countries in CDs or pen
drivers: abase manual and other material are provided as part of the GEMP package
including a GEMP checklisThe GMEP has now become a standard of good practices and it
provides a goockxample of how the Centre provides assistance for preparedness, e.g. the
instant command system approach which is generally considered as a best practice for
emergency management around the world.

On the other hand, the options involvingep review of the MS CPs by SCoFCAH, or their
accreditation by an independent body at international or national level, received little support,
with the majority of MS that responded to this questieB (S) indicating that these options

would benot verynot atall relevant, effective or efficient. In particular, the accreditation by
independent bodies is not considered to be a good alternative as they are generally perceived
to offer more of a formal, rather than a substantive, procedure.

An alternativeoption that was provided by a new MS was in the direction of the change in

the system foreseen for the evaluation of animal disease eradication and monitoring
programmes. Previously, the assessment of eradication and monitoring programmes was
carried outby dedicated working groups at COM level; in the future it will be done by groups

of experts in the MS. A similar solution col
teams of MS experts with relevant experience to allow them to make recommesidatitne

submitted CPs that would be accepted by the MS.

B/5 Could other or additional tools or practices be considered more effective and
efficient to achieve the same goals for both parties (MS CAs and COM services)?

This is analysed under EQ B/3 terms of the CP evaluation/approval procedure and under
EQ B/6 in terms of technical assistance and other additional tools.

% Honhold N. et al (2011): Good emerggnmanagement practice: the essentials. A guide to preparing for
animal health emergencidsAO Animal Production and HealtiRome, 2011.
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B/6 What would be the need of other possible EU level actions in ensuring high quality
contingency planning and emergency prepaness?

Following on from the suggestions already presented in this EQ on potential EU level actions
to provide guidance, other than the guides of good practices discussed as an alternative option
under EQ B/3, the following potential additional tools wetentified during the inception

phase of the evaluation:

1 Training;

1 Workshops;

1 Missions either to MS or third countries facing epizootic diseases, in order to maintain
the knowhow in this field (including CVET missions and FVO inspections).

All of the &ove EU level actions were considered toveey/fairly relevant, effective and
efficient by the majority of MS @2 MS) that responded to this question in the survey;
training scores the highest, followed by workshops, and missions to MS/TCs {GOEC

survey result®). It is noted that these tools can be used in parallel, and can complement each
other (e.g. training can be tailored to specific issues identified via workshops).

While these tools are highly valued by MS, they were largely missing from the system and
tools in place over the last decaBeveral MS indicated that the COM should give incentives

to MS for the identification and sharing of good practices and, in this context, both training
and workshops are regarded as relevant and effective tbwlas roted under EQ B/1 that

for those MS that consider CP approval by SCoFCAH to be very/fairly relevant, effective and
efficient, the main rationale put forward is that it enables some form of dialogue between MS
CAs, as well as between MS CAs and the COMkfmwledge sharing on this subject; this
objective could alternatively be fulfilled through training and workshops, and could be
facilitated also by some COM oversight as discussed under EQ B/3. In this context, it is also
noted that several MS complaingx the current absence of effective feedback by the COM
on the submitted CPs (i.e. any more detailed feedback than the simple notification of CP
approval), which MS welcome as it contributes to useful dialogue and exchange on the
subject.

Regarding traiing, a positive development is considered to be the systematic training on
contingency planning as such, for which the BTSF foresees a ta&eI& of training during
the201213 period.Some MS consider compulsory training as a good initiative whilersth
prefer it to be offered on Bettertrainmg forcSafer | basi
Foodbis seen as a useful programme which allows MS CAs to share and harmonise MS
practices;According to the COM, trainingnay be difficult to implemenin practice on a
compulsory basis. The COM is concerned that providing this type of training is quite difficult
in that the trainees must have firsthand knowledge of dealing with animal disease
emergencies, particularly for less prevalent or emerging dis@dsetevel and the quality of
training depend on the experience of the MS in dealing with such emergencies (e.g. in the
Netherlands the veterinary profession is generally considered to be very well trained due to
the significant practical experience acediduring emergencies experienced in the past, such
as CSF (1997/8), FMD (2001), Al (2003)). According to the EU professional veterinary
association (FVE), the non harmonised level of professional training and qualifications of
veterinarians across the Edntinues to be an issue of concern. The COM has experienced
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this in practice: when circulating DVDs among official veterinarians during the Al crisis, the
COM realised that the usefulness of the information depended on the level of base training
and pradtal experience of the veterinarians which was very uneven amongst MS.

Workshops, in particular if they involve knowledge sharing / transfer of kmmwfrom MS

that have experienced the implementation of CPs during actual outbreak situations, are
consicered to be another important additional tool for ensuring high quality contingency
planning and emergency preparedness. The lessons to be learnt from a more regular review
of the CPs by the FVO, as discussed under Theme B, could fit into both the Bifgigtra

and other workshops organised on contingency planning.

3.3 Conclusions and recommendation§Theme B)

Key findings

Based on the FCEC analysis of the collected evidence base, the following overall conclusions
can be drawn on the relevance, effectivenasd efficiency of the procedure currently
foreseen by the disease specific Control Directives for the approval of MS CPs (comitology
procedure):

1 MS CPs have been systematically approved only for FMD, CSF, Al and ND.
Furthermore, the procedure currentbiowed in these cases is in practice more of a
formality rather than a substantive comprehensive review of the CPs a£ @il
indicator 1).

1 No subsequent approval following amendments by MS to the initially approved CPs
has been carried out. This explicitly foreseen by the legislation in some cases (e.g.
FMD) although there are different requirements on both the CP review frequency and
the approval of CP updates/amendments through comitoi@yB(2: indicator 1).

1 The majority of MS do not consed the current procedure, for the approval of the initial
CPs or for updates/amendments to the initial CPs, to be relevant, effective or efficient
for ensuring that effective CPs are in place. In following the procedure foreseen by the
legislation only forsome key diseases, the COM and MS are indeed prioritising the use
of SCoFCAH to this end, in view of the time and resource constraints both at the level
of the COM and of the MEQ B/1: indicators 2-5; EQ B/2: indicators 2-3).

1 At the same time, most M3wdicate that theiown national best interestshe legal
obligation to have in place operational CPs as provided by the EU Control Directives
andthe current mechanism of FVO inspections for Cite the three most significant
drivers for ensuring the gdctives of contingency planning are obtained i.e. to achieve
animal disease preparedness and rapid reaction. Furthermore, there is no evidence that
approved CPs are better than rapproved CPs. Consequently, by and large, neither
the COM nor MS considdhat the current procedure guarantees the quality of CPs (i.e.
that the minimum criteria laid down in EU legislation are followed), and that CPs are
regularly updated/revised in the light of the experience gailB€dR/1: indicators 2-

5; EQ B/2: indicators 2-3).

1 Drawing a parallel in particular from the food and feed safety se&Qr B/1:

indicator 5), the procedure foreseen by Article 13 of Regulation (EC) 882/2004 for
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MANCPs’ (multi annual national control plans) does not involve SCoOFCAH approval,
as theRegulation foresees that MS should simply submit their MANCPs and annual
reports to the COM , and in this case the COM checks via the FVO (at the end of the
planning year) whether the MS system in place is effective aneplasihed.

1 The current procedarfor the approval of CPs in the animal health sector appears to be
still in place largely for historical reasons. In particular, two decades ago, MS needed to
build up trust in each otherdés ani mal hea
to keep clge control of MS implementation. Now that MS have developed their
experience of contingency planning, it is questioned whether the CP approval
procedure through SCoFCAH remains necessary and whether it offers any real added
value in terms of providing thEOM services with an overview of the CPs to verify
their mutual effectivenes€£Q B/4), while a key argument put forward against the
procedure is the burden this can potentially entail on the use of MS and COM resources
(EQ B/1: indicators 2-5; EQ B/2: indicator 2). By contrast FVO missions are
regarded by the majority of MS as relevant, effective and efficient in ensuring these
objectives, as they play an important role in verifying MS compliance with the
legislation EQ B/3).

In view of the generally low importance attached to the approval of MS CPs by SCoFCAH,
the majority of MS have indicated that there is a need to review current
procedures/mechanisms for the evaluation and approval of MS CPs with a view to
simplification am alignment with the procedures followed for MANCPs.

Recommendations

A starting point where there appears to be MS, as well as COM, consensus is on the need to
improve as well as to strengthen procedures, but to avoid increasing the complexity of the
requirements imposed on MS without offering any real added value in the process. From our
review of the evidence base, the following conclusions can be reached on potential
improvements to the current system:

1. Consideration should be given to harmonisingapproach currently followed for the
approval of CPs with that of MANCPSs, including the modalities of MS annual
reporting on key changes made in the CPs e.g. on the chain of corfiitamdporting
is currently voluntary in the context of the MANCPSs, buhéeds to be considered
whether it should be made compulsaiiyR B/1).

2. The majority of MS indicate the need to keep some form of COM oversight, which
centres on an initial revievand follow up of MS CPs by more systematic FVO
verification missions, leadingy but not necessarily to some form of COM approval
(EQ B/3). The main justification for retaining some form of COM oversight over the
process was the need to eresa harmoned approach across the EU, and that all MS
comply with the minimum CP requirements as laid down in the Control Directives. For
those supporting this option, the idea is for the COM to create a general framework for
CP drafting/updating, but teedve some efree of flexibility and freedom to MS to
develop their national CPs, and to verify this via more regular peer reviewing by FVO
inspections:

> The MANCP describes the stratefiyr a certain time periodhat MS developin order to guarantee an
efficient resultof controls andcompliance witHfood legislation by operators.
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o The general framework outlined above could be established through the
development by the COM of an-tp-date'light and alive'system of guides of
good/best practices, which could fit into the development by the COM of
guidelines to assist Mf® adapt CP requirements to the national situation (see
recommendation 2 of Theme AJhe added value of having in placeck
guidance for animal health contingency planning is illustrated for example by
the FAO Good Management Emergency Practices (GMER)ch appears to
have been well accepted by countries supported by the FAOZDKts
Management Centfer Animal Health(CMC-AH)>%;

o0 The call for more FVO involvement in the review of CPs could be addressed
by making FVO CP verification missions more frequent, so that CPs in all 27
MS could be evaluated and assessed over a 5 year period. This would result in
an additional regirement of 2 more inspectors at the FVO AH unit (see
recommendation 1 of Theme E).

3. Other possible EU level actions aimed at ensuring high quality contingency planning
and emergency preparedness throughout the EU include training and workshops, both
of which can foster the exchange of experience and best practice across the EU. In this
context thesystematic training on contingency planning foreseen for -A31%
considered a very positive developmdb@(B/6). The lessons to be learnt from a more
regularreview of the CPs by the FVO could fit into both the BTSF training and other
workshops organised on contingency planning.

8 The Centre isset up by theFAO/OIE to provide arapid response mechanism for transboundary animal
disease emergencies. It provides technical and operational assistance to help goveramientssly in
developing countries, develop and implement solutions to preveapiaily controldisease spread
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4 Theme C: Exchange of information on outbreak evolution at SCoFCAH
meetings

4.1 Background

The specific objective of this theme is tesass the added value of SCoFCAH in terms of
providing an opportunity for exchange of information and communication. It also includes
sub-questions concerning the relevance and effectiveness of the EU Veterinary Emergency
Team and the relevance/utility aflding any other support mechanisms to SCoFCAH such as
the introduction of a crisis unit for animal health similar to that in place for food/feed crisis
management.

The SCoFCAH has a regulatory/legislative role, which includes the approval of CPs (theme
B), and the endorsement of containment measures put in place by MS (theme D). In carrying
out this role, the SCoFCAH provides also the opportunity for information exchange, on the
basis of which decisions are taken. Therefore, themes B, C and D of thatevalare
interlinked, in particular when considering efficiency issues.

4.2 Findings

4.2.1 Assessment of the relevance and efficiency of the currentxahange of
information on outbreak evolution at SCoFCAH meetings (EQ C/1, C/2, C/3 and
Cl4)

C/1 To what extentare the procedures still adequate taking into account subsequent
changes and progress regarding especially communication tools?

Indicator 1: MS considering the procedures can be improved and reasons why

The results of the FCEC survey show that, oveld8, are satisfied with current procedures

for the exchange of information on outbreak evolution at SCoFCAH meetings; as a result, 20
MS do not consider there is a need to improve current procedures, whereas 7 MS consider
there is a need (Q 13ibFCEC surey results). From the case studies, thegomity of MS

CAs visited (6 oubf 10 MS) do not consider there is a need to improve the current process of
exchanging information. This is further discussed in EQs C/5 to C/8.

Indicator 2 and 3: Advantages anddisadvantages of potential communication tools and
of potential improvements

The COM considers SCoFCAH irreplaceable, but sees that the information provision may
need to be streamlined (e.g. by videoconferencing; presentations/relevant documents
circulated in CIRCA; EFSA real time updates). Theselsare discussed below.

In particular, in view oprogress regarding especially communication tools, the possibility to
replace part or whole of the physical meetings by videoconferencing was raised; it was
therefore important to test MS response to this possibility. Howewene sdoubts were
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expressedegarding the feasibility of videoconferencing with 27 MS, due to the reasons
below:

- Potential legal impediments to decision making, due to uncertainty a® tedal
status of videevoting as such;

- Problems in the clarity of communication due to the lackrafslation andody
language;

- Potential training required for participants inexperienced with videoconferencing.

Some smallescale potential improvements the meetings were also raised during the
interviews, regarding online information. At present much email communication occurs
between the COM and MS, e.g. invitations to the meeting, the sending of presentations by
MS before the meeting and the postprgsentations after the meetings. The COM explained

it was currently looking at the possibility of using CIRCA, the Commission intranet, for
exchanging information internally and organising the exchange of information prior to
SCoFCAH meetings.

In more cktail, the following potential improvements in communication tools were analysed:
a) Communication via emalil

Some MS indicate that if a single decision needs to be voted then this could also be achieved
by email, and that information exchange on outbreaksdcalso occur by email. However,

email should not be relied upon alone according to other M@resent, these MS often
receive information from the COM by both email and fax. They consider it beneficial to
receive information by both media; given thery large number of emails that the CVO
receives, it is possible that information sent by email is not seen immediately, thus sending
information by fax acts as a safety net.

b) Communication via videoconferencing

Despite the possibility suggested by the COM of replacing part or all of the SCoFCAH
meetings with videoconferencing, many MS do not find that videoconferencing would be an
adequate complement or substitute. Many MS highlight the importance of informabsbia

views, achieving comprise, knowledge exchange and networking that can only be achieved in
person.

More specifically regarding the advantages and disadvantages of videoconferencing from our
case studies:

1 Several MS report that it is much macemfortable to meet in person as there is
substantial added value in networking outside of the meeting, and it is easier to reach
a compromise when participants are present in the same room. In addition, MS cite
useful discussions with the microphone stvitd off between both the COM and MS
as well as amongst MS, which would not be possible in a video conference. Further,
other MS find there could be technical difficulties with videoconferencing; or that
videoconferencing is not adequate when too manyqgyaatits are present, as was the
case during the BT outbreaks in 2007 according to one MS.
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1 On the other hand, some MS favour the use of videoconferencing as an additional
tool. They note that unlike SCoOFCAH meetings in person, several competent staff of
the animal health unit in the MS CAs can participate in a videoconference and ask
guestions that cover various aspects of the situation. An argument that may support
use of videoconferencing is a successful example of teleconferencing that one MS
notes of coferences organised at the level of the technical committee following the E.
coli crisis, which allowed a continuous exchange in real time between large numbers
of participants: meetings were conducted on a daily basis for roughly 2 weeks and on
average 1 dur/day, to which at least 2 experts from each MS of al2Etherefore
in excess of 50 people) participated. Nonetheless, these MS note that the use of this
tool should go hand in hand with good preparation and steering on the part of the
COM/participants, as well as reliable technology, also because there could be
problems with translation.

The COM confirms the added value of meeting in person in terms of easily exchanging
information during and outside meetings, as well as engaging in bilateralsiistjsvhich

would be difficult with videoconferencing. The COM also notes that videoconferencing could
create interpretation problems. If the agreed language is English, there may be loss of
expertise from MS experts who are not competent in English,hwheuld not occur when
meeting in person thanks to interpretation services.

The COM further reports that there is already substantial flexibility in modes of
communication. The COM possesses an exhaustive list of MS contacts to contact in cases of
emergepgies via email and fax. In addition, teleconferences are already in use (if rarely): if,

for example, there is a limited number of MS that need to exchange views, a teleconference
can be organi sed Vi a t he 0Ar kadi né syste
videoconferencing could be required when an urgent outbreak has occurred concerning a
small number of MS, and there is not sufficient time for any other procedure.

Nonetheless, one area where video communication could be used to increase efficiency is in
video-linking to experts located in MS, the COM suggests. Considerable savings could be
achieved if experts could provide their input via vidied instead of physically attending the
meeting especially in the case of a short contribution. Viieks are n fact already used by

EFSA within certain committees. Indeed certain conference rooms used by SCoFCAH are
equipped for videdinks; as such this would be easily implementable.

c) Use of CIRCA for document handling and circulation

Contrary to videoconferemy, no MS from the case studies is doubtful about the potential
greater efficiency from further use of CIRCA, the Commission intranet, in order to facilitate
the circulation of documents. A number of MS consider thatnpreting circulation of
documentsn CIRCA would improve the exchange of information at the meetings, since in
the past the relevant documents have sometimes arrived too late to be reviewed before the
meetings. CIRCA may therefore be a quicker form of circulation.

The COM also considers RCA could be further made use of on animal health issues, as it
has already proved efficient when used by other committees. Each MS would have access to
the intranet via a password, which would allow the MS to upload documents to the database.

Food Chain Evaluation Consortium 71



Evaluation of the EU rapid response network, crisis management amdwacation capacity regarding certain
transmissible animal diseas€&snal Report
DG SANCCEvaluation Framework Contract Lot 3 (Food Chain)

This would hcrease efficiency as almost all documents could be circulated to MS prior to the
meetings, with only lasiinute documents being distributed at the meeting. Also, currently
MS usually either bring their presentations to the meetings on a memory stiekdothem

via email, but memory sticks can be lost, and a key problem with email exchange is the size
of documents that can be sent. Uploading presentations to CIRCA prior to the meeting would
solve these problems. Finally, no legal change would be requirede CIRCA for these
purposes, simply a change in practice.

C/2 To what extent do MS consider efficient this legislative obligation regarding the
exchange of information taking into account the administrative constraints involved
(pros and cons)?

The objective of MS attending the SCoFCAH meetings is to take decisions (voting). This is
done on the basis of information distributed and exchanged between COM/MS prior to the
meeting as well as on the basis of MS presentations (by the MS having the outimckak)

information exchange (with the COM and other MS) during the meeting. The purpose of this
guestion is to understand how much more time and costs this information exchange requires.

Usually, one AH SCoFCAH meeting is organised per month. Howevemestof crisis the
frequency can as high as twice a week. Therefore the awlditional costs for both MS and
COM are the meetings that occur in addition to the regular meetings.

The costs associated to SCoFCAH meetings include administrative costs foDlgin
particular translation costs) and the MS, and travel costs for one representative of the MS to
attend the meetings (which is fully reimbursed by the COM; additional experts may attend
but at the cost of the MS):

M The total cost of reimbursement dofr av e | i S bet ween ul10, 00
meeting.
T An interpreter is reported to cost U442

meeting lasts two days, and 2 interpreters are required per language at the same time,
and a standard of 6 languages eweered (English, French, German, Italian, Spanish
and Dutch), then total interpretation costs per AH meeting could theoretically amount
to 021, 216.

Furthermore, efficiency should take into consideration both administrative and budgetary
constraints/cost Also, to properly determine the efficiency, the additional costs of
information provision at SCoFCAH need to be compared against the benefits of this activity,
i.e. its added value (which is further discussed under EQ C/4).

Indicator 1: MS considering the legislative obligation to exchange information efficient
given administrative constraints (obligations to update) and budgetary constraints (e.g
travel to Brussels).

The FCEC survey indicates that taking into account technological progress, rggardin
communication tools in particular, as well as administrative/budgetary constraints, a majority
of MS cloformatiah exchange (SCoFCAH) for MS having an outbreak (obligation to

i nf oas wurréntly taking place at SCoFCAH meetings to be veryiadfi€l4 MS, with
another 8 MS finding it fairly efficient).
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However, a number of MS from the case studies note that there are certain costs to attending
the meetings that could thus reduce the efficiency of this legislative obligation to provide
information. As the COM only reimburses travel expenses for one representative, MS
wishing to send additional representatives are required to bear the expenses themselves.
Some MS therefore only send one participant, due to budgetary constraints. This in spite of
the fact that several MS highlight the need for more than one participants to attend: they
consider that one representative is not sufficient to undertake all the discussions, and would
generally send two representatives (e.g. because some subjectsgmeg krowledge that
goes beyond one participantdés competenci es
details concerning draft texts have to be discussed bilaterally with the COM or other MS
during the session).

Other MS report that significatime and costs are involved in providing information at the
meetings (e.g. in preparation of information, and afterwards for falipsvand informing
colleagues who did not participate) but this time is generally considered to be well spent, and
the oblpations to update on national animal health status at the meetings is generally not
considered a source of inefficiency.

Finally, some MS indicate that in some cases due to the information exchange at SCoFCAH,
the meetings last longer than expected and S representatives miss their return flights

or, more important, have to delegate their vote to another MS, which can result in missing
strategic decisions in some cases.

C/3 To what extent do Commission services consider efficient this legislative igjaition
regarding the exchange of information taking into account the administrative
constraints involved (pros and cons) and the existence of the ADNS (ADIS) system?

One of the key activities of the rapid response network concerns notification of &utbrea
occurrence by the affected MS to other MS and the COM. In order to ensure a rapid exchange
of information between the national CAs responsible for animal health and the COM on
outbreaks of contagious animal diseases, the EU has provided the legalmsisil(
Directive 82/894/EEC) for a computerised information system (ADNS) which alerts COM
services and MS CVOs, within 24 hours of confirmed primary outbreaks. Annex 1 of this
Directive lists the animal diseases subject to notification. This systemtpanmmediate

access to information about contagious animal disease outbreaks and ensures that trade in live
animals and products of animal origin are not unnecessarily affécted.

A patrticular issue to examine in this EQ is the difference between thenation provided at
SCoFCAH and that available at the level of ADNS, bearing in mind that it is important to
avoid duplication of efforts made to provide this type of information. Exploratory interviews
showed thaa priori the information provided é8CoFCAH appears to be complementary to
that provided by ADNS although MS have full access to ADNS, ADNS is not a forum of
information exchange, it is not interactive. However, ADNS in itself is evolving to the new
ADIS (Animal Disease Information Systemyhich will eventually replace the current

% For the risk notification on food and feed the European Commission put in place the RASFF (Rapid Alert
System for Food and Feed) wherdd$s, EEA-EFTA countries and the COM share information on food and
feed which may present a risk to public health.
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ADNS. The COM suggested that the ADIS will be a broader database (of which, ADNS will
be one part), and will present data in a more accessible way. Therefore one possible option
raised was that ADIS (when currgnpilot ADIS becomes operational) could be built and
developed on purpose to also replace elements of SCoFCAH. For example, a possibility
would be to further develop ADIS to add presentations; and then later include information
given in response to quest®by MS CAs (i.e. make it more interactive).

ADNS is to be replaced by ADIS (Animal Disease Information System), in 2014. Its stated
objectives are to improve the collection, the processing and the use of information on animal
health; provide for a onentry platform with no duplication for MS; manage data on animal
health that are compatible and fit for use for different purposes; achieve standardisation and
harmonisation of information on animal health; and facilitate EU M8lfib their obligations
towards the OIE as regards WAHIS. The future users of ADIS are to be EU MS / members of
the OIE that submit data to the system; officials of the European Commission, the OIE and
the MS that process the data; officials that use information from ADIS; akehstiders and
general public that consult the information on the public domain. It will bring systems from
both the European Commission (e.g. Animal Disease Notification System, ibanoced
programnes, eporting of diseases under Directive 64/432, diveillance reporting) and the

OIE (WAHIS Immediate Notifications, WAHIS Reporting on presence/absence of animal
diseases) under its scope.

Indicator 1: Type of information exchanged at SCoFCAHthat could not be made
available through ADNS (ADIS); reasons why.

The COM considers SCoFCAH and ADNS to be fully complementary. It indicates that the
substance of the information provided by the two means regarding outbreaks is identical,
however theihor mati on submitted through ADNS is o
number of animals affected, farms concerned, which pathogenic agent was present), whereas
when presented at SCOFCAH, it is accompanied by contextual information. The COM
reports tha MS at SCOFCAH O6add | ayers of i nf or ma
information provided by ADNS in order to obtain a fuller picture (e.g. by offering hypotheses

about how outbreaks occurred, presenting the information in a certain manner on a.ap, etc

It is this contextual information provided by MS that could not be made available by ADNS

(or the future ADIS), as it depends on MSO i

Indicator 2: Elements of information exchanged at SCOFCAH that could beeplaced
by the future ADIS.

ADIS will be a tool that will allow MS to report through a single window all information
related to animal diseases that is currently reported through different systems such as ADNS
and WAHIS (OIE) and other EU notification meporting systems (see background above for
further information). The COM considers it will avoid overlapping, duplication and
divergence that could occur from reporting events to different systems, and thus will also
save much effort and resources.

€ Information from European Commission 20¥himal Health Advisory Committee 14 Februarnimal
Disease Information System.

Food Chain Evaluation Consortium 74



Evaluation of the EU rapid response network, crisis management amdwacation capacity regarding certain
transmissible animal diseas€&snal Report
DG SANCCEvaluation Framework Contract Lot 3 (Food Chain)

However, the COM highlights that ADIS will not induce a dramatic change from the current
situation. The functions of ADIS and SCoFCAH will still be complementary, as in particular

ADIS will not replace essentials parts of the discussion at SCoFCAH meetingerming

the provision of o6éricher6é, contextual inforn

The information relating to outbreaks will still be presented with@gewdinates as it is now
in ADNS and WAHIS, and the system is intended to be a deemsaking tool by making
the link betveen the system of notification of diseases and the TRACES system. The COM
specifies that ADIS is not intended for handling and circulating documents. Nonetheless, the
final form of ADIS is still to be determined; only a prototype has been completed to date

C/4 What are the relevance and effectiveness of SCoFCAH as information exchange
forum both from the point of view of a MS having an outbreak (obligation to inform)
and from the other parties (opportunity to get information)?

Interviews withthe COMindc at e t hat SCoFCAHG6s added value
1 technical epidemiological discussion;
1 sharing of experience and-depth scientific discussion at peer level,
1 information provided at meetings is considered official (although it may not be
necessarily public) ahsubsequently informs the decisioraking;
9 it provides room for clarifications;
1 direct contact allows informal exchange between MS.

SCd~CAH was considered relevant (it offers an added value) and effective (i.e. decisions can
be taken, only following/baseon the information exchange); however, not necessarily
efficient.

A key issue for this EQ was therefore to examine whether MS share the views of the COM on

the added value of this information exchange. Another issue to explore was whether

stakeholders had the intention of creating an analogous forum for informatiomeg&aha

the case of emergencies, and whether/how they benefit from the information that emanates
from the SCoFCAH meetings.

Indicator 1: The extent to which MS and COM consider SCoFCAHrelevant and
effective as an information exchange forum for a) MS having an outbreak (obligation to
inform); b) other MS (opportunity to get information on outbreaks); c) for further use
by MS/COM of the information obtained in the discussion/ communicatin with TCs
and stakeholders; arguments for and against the procedure

The majority of MS consider information exchange as currently taking place at SCoFCAH
meetings to be very Infarhagon axchange (¥®oEGAHR)efar MS t be
having an ot br eak (obl i g&1 M$, nwitht3ofindinghit fairlymegleyant),
dnformation exchange (SCoFCAH) for other MS (opportunity to obtain information on

out breaksM8, with 3 f i ndnfornmtion éxchdngei(SCobRCAH) e | e v ¢
for further use by MS/COM of the information obtained in the discussion/ communication

wi th TCs and(15duSavktle T0dihdaihe it feiily relevant) (Q 13ia FCEC

survey). There are only slightly fewer MS finding the information exchange for the above
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criteria to be very effectivelnformation exchange (SCoFCAH) for MS having an outbreak
(obligationh2G oMS nfwirtmh 6 4 f i n thiormagtioniexcharigai r | vy
(SCoFCAH) for other MS (opportufRlMS,withd obt ai
finding it f ai Informatiore Extharge (SCaA-CAH) far rfultherbuse by
MS/COM of the information obtained in the discussion/ communication with TCs and

st ake h(@3 MSewith 1 finding it fairly effective)lt should also be ried that both

from the point of view of a MS having an outbreak (obligation to inform) and from the other
parties (opportunity to get information), no more than 2 MS consider the exchange to be less
than fairly relevant and fairly effective.

From the casstudies, overall MS find that SCoFCAH is an essential information exchange
platform, in particular as it offers the possibility to ask and answer questions immediately,
and share views and experiences. One MS notes that if, for example, a MS had &eorgani
the slaughter of a large number of animals during a small period of time, SCoFCAH provides
the opportunity for the other MS to know how this was achieved in practical terms. Also, as
discussed in EQ C/1, many MS also highlight the importance of themafexchange of
information that occurs outside of the meetings (e.g. during breaks or after the meetings). The
COM also highlights the advantages above, while noting in addition the possibility of
engaging in bilateral discussions as well, and the f&ttNIS have the flexibility to make use

of the meetings as they choose.

However, some MS do not find SCoFCAH as a meeting for information exchange
particularly effective in fulfilling the obligation of the MS having the outbreak to inform and
for the othe MS to be informedIn particular, these MS do not consider information
exchange at SCoFCAH to be sufficiently precise or detailed and is relatively limited at
technical level. Furthermore, these MS find that information exchange is inevitably
constraineddy the timing (e.g. too much information for one day) and the frequency of the
SCoFCAH meetings. One MS also finds tlet present the amount of information at
SCoFCAH which has to be analysed and discussed is considerable: often there are as many as
30 mints to be discussed during a meeting, and this may include very long draft legal acts.
Finally, another MSfinds that SCoFCAH meetings as an opportunity for information
exchange are not very relevant for an MS actually undergoing an outbreak, as this
information could easily be relayed by that MS by email.

Further, several MS note that it can be difficult to read all documents before the meeting;
documents are commonly received roughly ten days in advance, but sometimes they are
received only one day imdvance or even during the meeting (see answer to EQ C/1
regarding possible improvements to this via use of CIRCA).

The COM acknowledges that the running of SCOFCAH requires much effort and resources
from the COM and MS. For example, if the agenda iddog, especially if there is a mixture

of points of discussion and points for vote, MS may have difficulty following it, especially if
they do not have the necessary expertise (as discussed in answer to EQ C/2). In terms of
potential efficiency gains, theOM reports that it is working on trying to make the meeting

days shorter (e.g. instead of 2 days, 1 day and a half or 1 day) and save resources by reducing
the number of meetings. However the COM considers that the current number of meetings
during crisissituations (e.g. 2 or 3 times per month) is indeed necessary.
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One key issue that one unit of the COM raises is whether a committee designed to have
legislative power such as SCoFCAH should also be a place for information exchange. The
institutional dutis of SCoFCAH may not be clear enough, and the primary legislative
function of the committee could become diluted by its additional de facto function as a place
for information exchange. There may therefore be a need for a more strict separation between
the information exchange aspect of the meeting (which would still need to occur in some
manner for MS to make informed decisions, the COM highlights) and the voting fuffction.

As an example of other possibilities for information exchange, the COM notem ttiet

more general framework of crisis preparedness, there are mechanisms for the exchange of
general information from MS and COM, as part of food and feed crisis management. If AH is
relevant in that context, then the exchange of information can take fileough standard
operating procedures in the general plan. Regarding the sharing of more technical
information, a group of experts may be better placed for this (e.g. a technical working group

I see EQ C/5 for further discussion of this by MS), the Csdiglgests.

Nonetheless, if the COM finds that in principle it could be possible to divide the information
exchange and voting functions of the committee, it may also be preferable to keep them
together as they currently are, for a number of reasons iadibatow:

- Firstly, because MS can discuss with one another in order to have the necessary
information to make informed choices about legislation e.g. containment measures.

- Through such discussion, a MS can gain credibility in the information exchanged in
order to influence a vote in its favour (e.g. regarding lifting restrictions in this MS). In
particular, a point of discussion earlier in the meeting could create the necessary
confidence to influence a point of vote later in the meeting.

- When exchangingnformation there is almost always a decision to be made. It can be
regulatory (e.g. endorsement of a draft legislative text), or it can be choosing to take
no action (e.g. because an MS having an outbreak has made a credible and reliable
presentation offte containment measures taken). In the latter case this can still be
considered an action, because there is an exchange of information that has induced
discussion, but the COM may not need to submit a text to a vote if the discussion is
deemed sufficient.

Finally, the COM highlights that even if there were no information exchange, one would still
have to have a monthly meeting for SCoFCAH e.g. for the prolonging of legislation,
endorsing interim protection measures taken by the COM. It may not necedsarily
emergencies, e.g. deciding on measures to take about outbreaks from distant TCs. Hence,
placing the information exchange aspect elsewhere than SCoFCAH may not necessarily
create efficiency gains.

1 The COM stressethat this is more of a concern for issues not related to the adoption of emergency
containment measures, since in the case of emergencies information exchange is vital for the voting of
legislation.
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Indicator 2: Evidence of past cases wherthe information exchange at SCBCAH has
made an impact in managing an emergency situation, that could not have been
achieved in another way (in particular through reliance on ADNS/ADIS only)

According to one MS, information provided at SCoFCAH has been found ciuaithimajor

crises. For instance, in the cases of FMD in the UK and Al in the Netherlands, the exchange
of information at SCoFCAH helped the MS CA analyse all information systems and activate
the traceability of live animals and animal products. Thiswad it to assess the risk and
send local veterinarians for controls.

Benefits from the exchange of information at SCoFCAH have been also found in the recent
outbreak of the Schmallenberg virus. The information provided has allowed the above MS
CA to identify the number of breeding animals imported from the affected MS. This
information has been then communicated to the local authorities, which have carried out
controls in the holdings containing the animals coming from the affected MS.

The exchange ofnformation at SCoFCAH is also considered good for MS adopting
measures to see if other MS are satisfied with them. During the 1999 Al crisis, the ltalian
CAs wanted to understand whether the other MS were satisfied with the measures taken in
ltaly.

Other MS note that the SCoFCAH meetings have also proven useful in the case of an
outbreak of a nomotifiable animal disease. During the Q fever crisis and the more recent
outbreak of the Schmallenberg virus in the Netherlands, the SCoFCAH organised a meeting
with all MS where new guidelines were discussed and a fund for research was allocated.

Finally, one MS gives the example of the BT crisis where BT experts at SCoFCAH explained
to the CA the outbreak, the evolution of the disease and the latest infornmatietails-
information that the CA would have otherwise obtained with difficulty since BT did not
break out in that MS. The CA highlights that it is important to be well informed about other
diseases such as BT, in case it had broken out in its MS.

Most MS visited consider that SCoFCAH provides the opportunity for much more detail than
ADNS, in particular on measures taken and
able to interact with the speaker and ask questions. Some MS find ADNS shaulorée
exhaustive in order for MS to depend less on the information provided at SCOFCAH. ADNS
is indeed still seen to be inadequate information for the purposes of making decisions,
meaning that without information from SCoFCAH CAs would run the risk ofingak
disproportionate measures.

Indicator 3: Extent to which stakeholders have benefitted, during emergency
situations, from information provided through SCoFCAH

Overall, stakeholder organisations consulted in each of the MS find the information on
outbreak evolution provided through SCoFCAH useful. Stakeholder organisations generally
obtain information from the SCoFCAH meetings either from the MS CA or from the
associationrepresenting their interests at EU level in Brussels, whethemtbidd be a
formal or informal procedure.
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National stakeholder organisations as well as Europmesh stakeholder organisations
broadly fi nd conmanticatiSnthad-rGpfoied:shey cited the example of the
Schmallenberg virus outbreak, for which SCoFCAH was found to be quick to provide
detailed information (as opposed to during the outbreak of BT in 2007, according to some
national stakeholder orgaaitions). Another example ithe presentatiorat SCoFCAH
provided during the of FMD outbreak in Bulgaria in 2011, for which one national stakeholder
organisation outside this country indicated that the complete information allowed their
members to verifyitat the disease was well managed.

However, he main problems @t by some national stakeholdsganisations included the

late publishing of minutes of the meetings, and little information from their respective CA as
to the outcomes of meetings. Stakeleaos were also in broad agreement that it would be
useful if they could receive dedicated information. Sometimes they found that information
could arrive with a few dayso delStakehower t hat
organisations also imchted that the SCoFCAH website could be improved, e.g. by being
more useifriendly, by having a dedicated section for stakeholders, and by more clearly
marking updates. Also, EU stakeholders report they arabie to join SCoFCAH meetings
which limit acess and the sharing of more targeted information. They consider further
participation of EU stakeholders during specific outbreaks could ensure a better exchange of
views with MS authorities, and help disseminate information across to ndgwehl
stakdnolders

Indicator 4: Extent to which stakeholders find an equivalent forum at EU stakeholder
level for information exchange on outbreak evolution necessary, and, if yes, what form
could this take.

Stakeholder organisations consulted in the MS case stadgedivided as to the need for an
equivalent forum at EU stakeholder level for information exchange on outbreak evolution.
Those national stakeholder organisations that do not support such a forum consider such an
arrangement is already possible on stakel der s6 own initiative i
through stakeholdersé EU representative asso
and there is no need to create additional ones, and that it was better to receive official
information from one saue (SCoFCAH).

On the other hand, those national stakeholder organisations that do find an equivalent forum

at EU stakeholder level necessary for information exchange generally support the creation of

a working group within the SANCO Animal Health/Anim@lelfare Advisory Committee.

The main advantage of such a working group would be to receive precise information from
the COM and CAs more quickly, to all ow MS (
ot her 06 (e. g. by exchangi ngy &enrespdctevelygreore f r o m
competent), and having a direct line into/link to SCoFCAH, as for one several stakeholder
organisations it is particularly important that the grassroots impacts of SCoFCAH decisions
were well understood. This would be further fdatled if stakeholders could be given

observer status at SCoFCAH meetings.
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4.2.2 Other tools for information exchange (EQ C/5)

C/5 What other more appropriate, effective, efficient and less time consuming systems
for crisis communicationand sharing information could be suggested? (CVO meetings,
technical group, creation of a special unit with countries concerned by a specific disease
in view to coordinate actions, template for an epidemiological report, video conference,
on line information)?

In terms of crisis communication as such, this is a different issue from information exehange
refer to theme F for communication issues.

Indicator 1: MS that consider the listed systems appropriate, efficient and effective for
sharing information; arguments for and against each of the suggested systems

At present, only a minority of MS indicate that current procedures could be improved (7 MS)
(Q13bi FCEC survey); of tTechsial group (COB/MB)ohei ther ac
very relevant altemtive option in providing the required background to the decisiaking

process at SCoFCAH, 4 MS find it would be very effective, and 3 MS find it would be very
efficient (Q 13.c.1i FCEC survey). The second most preferred addition to provide the
requiredbackground to the decisiana k i n g p r Temmase dor thesepidaaiogical

report provided at SGe C A Hwith 3 MS finding it very relevant, 3 MS finding it very
effective and 3 MS finding it vEVYOymeaihgf i ci en
(including information exchange) 06, 60Creati on
speci fic di sease &andod Ciobea o i o aanekmtrdeninic teodgs 6
particularly relevant, effective or efficient in providing the required pemknd to the

decision making process (with no more than 1 MS finding them either very relevant, very
effective or very efficient).

The case studies revealed different preferences from MS as to potential alternative options to
provide the required backgrmod to the decisiemaking process. However, most MS visited

do not find that that any of the suggested potential alternative options would be
replacements to current information exchange practices at SCoFCAH (as also concluded by
the FCEC survey), but sammay be complementary to the existing practices (see also
indicator 2 of EQ C/5).

Some MS find that none of the potential alternatives listed could replace the information
exchange at SCoFCAHbut suggested technical group at COM levelould be most weful

as an additional tool in providing the required background for the degisadimg process. It
reported that sometimes MS may have a very different point of view on a topic, both from
each other and from the COM, and therefore have difficulty consirmgisensus during the
SCoFCAH meeting, often because the MS representatives at SCoFCAH at any given point
are competent and responsible in only certain areas. There may therefore still be need for
discussion beyond SCoFCAH meetings, in which case it dmulgseful to submit a draft text

to a working group, where the relevant experts are invited to participate in order to clarify
issues and provide an objective standpoint. A positive example provided by MS is the
technical group convened during the BT eatk in 2007. Finally, th&COM considers
technical groups serve as a useful additional tool; they have proved useful when organised on
an ad hoc basis, whenever the COM sees the need for additional input, and increasingly via
audio conferences throughtheAr kadi nd syst em.
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For other MS, developing a template for the epidemiological report provided at SCoOFCAH is
considered as the best option to improve the relevance, the effectiveness and the efficiency of
the exchange of information at SCoFCAH, aslibws information to be standardised and
objective for all MS CVOs and to be communicated at local level. Also, this gives the
opportunity to MS to be prepared in advance and thus overcome some terminology issues due
to the translation. Some MS have ofteteived information by emails and faxes in the
language of the MS affected, which could not be understood. It would therefore be good to
have a template with information in Englishréporting template is indeed already in use by

the UK and there is adsa high level briefing paper (CR# for domestic use which responds

to this need; the use of this template could be applicable at EU level, but EU guidance on
how to use it would be needed. It is also noted thiagua standard template for the repatin
improves the process of exchange of information, although this cannot on its own replace
SCoFCAH meetings, and has to be in addition to putting into place a technical group
COM/MS.

The other options considered to be the least relevant, effective @emffin providing the
required background to t heCVQ meetings (mcludinmma ki ng
information exchange) 06, 60Creation of a spec
di sease to coandddii mMaetoe camefloas e e 6

1 Information exchange during CVO meetingsonsidered not very effective or efficient
by some MS, as CVOs may not always be available at short notice and the discussion at
CVO meetings cannot be at the level of technical detail required and/omatay
achieve the goals at reasonable cost. Further, concerns are voiced by the COM that a
CVO meeting would not necessarily be more useful for information exchange as this
would not allow measures to be voted on as a CVO meeting is not a standing
committee It is stressed that CVO meetings are essentially the opportunity to discuss
policy and reach consensus. But the COM also notes that CVO meetings can be useful
if there is a dispute regarding a text at SCoFCAH, in which case the discussion can be
elevatedo a more political level at CVO meetings.

1 Regarding thead hoc creation of a special unit for countries concerned by a certain
diseasethe COM reports that such an approach has already been undertaken following
the recent Schmallenberg virus outbrelakvas delegated by SCoFCAH, and this unit
would then report back to either SCoFCAH or the concerned CVOs. Such a unit was
found useful because a SCoFCAH meeting would not normally allow for more than one
hour of discussion on a given disease among M3efitve further discussion among
concerned MS could take place in the context of such a unit. Such special units are seen
to be straightforward and simpledoganiseby the COM, and have worked well.

1 The use ofvideoconferencings also largely not favoured by MS, maofywhich have
not had good experiences with videoconferencing, as further discussed RE@Qd€r1
indicator 2.

62 The Commonly Recognized Info Pictu(€ERIP) 1 applicable to alltypes ofemergencie$ is provided in ppt
form to give basic data and info dhe emergencythis is the briefing papefor the highest political level
(Minister/Prime Minister).

Food Chain Evaluation Consortium 81



Evaluation of the EU rapid response network, crisis management amdwacation capacity regarding certain
transmissible animal diseas€&snal Report
DG SANCCEvaluation Framework Contract Lot 3 (Food Chain)

On the other hand, some MS called strongly for additional platforms and/or tools to facilitate
the curent information exchange at SCoFCAH, as a real network to handle emergencies at
EU level is seen to be missing. According to these MS CAs, despite SCoFCAH meetings and
bilateral ad hoc contacts with SANCO or between MS in the case of emergencies, valuable
time can be wasted in that these meetings by definition pass through higher political levels
(e.g. CVO or SCoFCAH or SANCO) and there is less direct and informal technical exchange
between desk officers at MS and SANCO level. They therefore see the meethdo
additional platforms and/or tools that would provide a more regular and detailed technical
exchange (such as on the implementation of the measures e.g. culling and disposal methods).
In this context, the role of the E\Weterinary Emergency Teaand the establishment of a

crisis unitsimilar to that for food and feed safety were explored further under EQ C/6 and EQ
C/7, respectivelyA rapid alert systemsuch as that presently in place for food safety
emergencies is indicated as a potential exangpfellow for animal health emergencies. In
particular, this would include a RASERype tool to share information and a rapid alert team
(i.e. a crisis unit as discussed in EQ C/7). This rapid alert system would be designed to work
harmoniously with SCoFCH, to avoid the risk of having in place parallel structures that do
not communicate or overlap with each other.

Indicator 2: MS considering the listed systems above could partly or totally replace the
current information exchange through SC&#CAH

Of those MS that find that that current procedures could be improved (7 MS), 3 MS find that

a Téchnical g r ocoyd fu(lyCr€pMce Mi)cbrrent information exchange
procedure at SCoOFCAH, and 3 partly replace it (Q 13.¢:2EC survey). Next, 1 MS finds

t haCtvVOO6 meeti ngs (i ncl udi oogld fully feplacenthd ¢cuwent e x ¢ h
information exchange procedure at SCoFCAH, and 5 partly replace it. Other options,
Templ ate for the epidemiological report prov
wi t h countries concerned by a sapdedcVii fdieco d i
c onf e rweraless freferred as either 2 or 3 MS find that these options waudd aib

replace the current information exchange procedure at SCoFCAH (as opposed to 1 MS for

the above two).

Overall, most MS consider that the suggested options could only serve a complementary
role to current information exchange practices at SCoF@AHnot a replacement.

4.2.3 Additional mechanisms and/or structures for providing support to the
information exchange currently provided at SCoFCAH (EQ C/6, C/7 and C/8)

C/6 What are the relevance and effectiveness of the existence and missions of the
Community Veterinary Emergency Team (Commission Decision 2007/139/EC)?

In order to improve the crisis management mechanism, in 2007 the COM adopted a Decision
(Commission Decision 2007/142/E¢Yo establish the Community Veterinary Emergency

%3 Rapid Alert System for Food and Feed

64 Commission Decision of 2Bebruary 2007 establishing a Community Veterinary Emergency Team to assist
the COM in supportingS and third countries in veterinary matters relating to certain animal diseases
(2007/142/EC)
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Team (CVET; ow EU-VET). This team, made up of animal health experts, is available at
short notice in order to provide the support to respond rapidly to major animal disease
outbreaks in the EU and third countries.

Each MS submits lists of experts they propose forethergency team and the Commission
selects ad hoc team members in the event of an animal disease crisis. At present (2011), the
emergency team consists of 101 experts from several MS. Within the EU territory, the
emergency team has completed several missio the case of major crises, including of

CSF, BT and FMDgeeTable 1). In the case of the most recent outbreak, the FMD outbreak

in wild boars andlomestic animals in Bulgaria in 2011, the team promptly assisted the MS

by visiting the region of Burgas, where the disease outbreak had been reported, to help with
further enquiries.

Indicator 1: The extent to which MS and COM consider the CVET missions relevant
and effective, and reasons why

According to the FCEC survey, most MS find CVET missions relevant and effebfivdS

find CVET missions very relevant and 13 fairly relevanproviding additional support to

the information exchange (from a total of 23 responses); and 8 MS consider CVET missions
very effective and 14 fairly effective in providing additional support to the information
exchange (from a total of 24 responses).

However, some MS consider there may be a n.
whether its purpose is to assist in crisis management or monitor whether all legislation has
been laid down according to the Directives. Some MS also consider CVET missite

excessively time consuming as they take too long to set up; therefore they are not found to be
appropriate for immediate emergencies. But MS note the importance of the CVET missions

as providing an objective point of view on an outbreak, indepéiydeinthe information the

MS in question provides at SCoFCAH, and thereby it provides other MS with more certainty.

The information flow from the CVET missions to SCoFCAH may need to improve though,

as one MS reports thatformation from CVET missions isot communicated to SCoFCAH.

The COM reports that the small number of CVET missions so far is related to the relatively
tranquil AH situation of the past few years, not that MS are not satisfied by them. The
COMb6s experience wi t loodGrvtémissof féedback somm ME where b e e n
CVETs were active. The COM supports the now formal coverage of the CVETSs, whereby
CVET experts are chosen in an institutional manner. However the COM admits there is no
hard evidence to show that CVET missions haewgnted outbreaks from becoming a crisis.

The CVETO6s functions wil!/ be institutionalis

Indicator 2: Concrete examples/cases where the CVET missions have played a key role
in MS' response to an outbreak

During the BT cris in 2008, the CVET carried out a mission in the Netherl&hds;
specifically to study the presence of the new serotype BTV type 6. This mission is recalled as

% European Commission
http://ec.europa.eu/food/animal/diseases/controlmeasures/docs/BT_netherlands_report.patrieved on
25 February 2012
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very helpful and it led the Dutch CA to provide a wadllanced and appropriate response to
the oubreak.

CVET missions are considered very relevant by some MS due to the very experienced
personnel who can guide the less experienced CAs in difficult situations. As an example, the
Romanian CA cites the situation in Bulgaria with wild boars in late 20%he actual
sequence of events was better understood thanks to the CVET team having visited Bulgaria.
It is also indicated that it is very useful for MS to have this tool available in case the relevant
experts for a given disease are not present in thatMhe time of the disease outbreak.

C/7 What is the relevance of additional/support mechanisms and/or structures for
SCoFCAH (such as establishment of a crisis unit similar as laid down in Commission
Decision 2004/478/EC)?

COM Dec 2004/478 foresees the establishment of a crisis unit (involving COM, EFSA and
MS) to deal with ‘crisis situations' in food and feed safety. However, the standard operating
procedures of this unit are still being finalised.

Indicator 1: Extent to which MS and COM consider a crisis unit to be a relevant
mechanism in addition to SCoFCAH; arguments for and against

According to the FCEC survey, 10 MS find a crisis unit would be very relevant in providing
additional support to the information exchangarently provided at SCoFCAH, and 11
fairly relevant (from a total of 22 responses).

The French CA considers that a crisis unit would indeed be a relevant mechanism in addition
to SCoFCAH as part of a rapid alert system such as that presently in gidoed safety
emergencies (in an improved form, as suggested by the French CA atterdherisisi see

answer to EQ C/5 for more details). In particular, it suggestpid alert team at the level of
SANCO, composed of experts on emergency planamgycrisis management, to coordinate

and manage at EU level animal health emergencyrespange e qui val ent of t h
Uni t 0. This SANCO team would be active both
activities during peacetime would lnde advice and guidance on the implementation of the
CPs, which necessitates a larger exchange between MS for the benefit of all MS; this can be
done in thematic working groups to which MS can contribute their experiences (as is
currently the case in theeld of food safety), for example on how to be prepared in terms of
staff and equipment, how to carry out vaccination or culling operations etc. This work could
then be shared between all MS, in the form of guidelines, notably to transfer experience and
lessons learnt to MS that are less advanced in this field. In case of outbreaks, the team would
coordinate emergency response and facilitate the necessary bilateral technical exchange
between MS on the implementation of measures for emergencies affectangl 84S (by
bringing together technical experts from MS in the context of ad hoc working groups created
at the moment of crisis). For example, such an ad hoc group was put together at the time of
the E. coli crisis by experts from the MS most concerned by the crisis to deal in more detail
with traceability issues, since these issues did not concern all MS. However, anotiseer MS
not of the opinion that an additional crisis unit would necessarily provide iaddit
assistance to MS activities, but it could be helpful in accelerating the information flow
between the MS and e.qg. third countries or facilitating/ coordinating the creation of common
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views concerning certain problems affecting several MS in the saaye(e.g. unjustified
export restrictions due to the Schmallenberg virus).

On the other hand, the COM finds that the creation of an instrument that is only activated
when there is a crisis may nog very relevant. Rather than implement another crisig uni
suggests linking the AH emergency structure to the crisis unit for food and feed in cases of
public health emergencies. Indeed, the COM notes that there is alreadydefimed AH

crisis structure (AHES manual) and DG SANCO internal procedure whickery clear
regarding roles and responsibilities.

Indicator 2: Examples of cases and impacts: lessons learnt from the crisis unit for food
and feed, if any.

None, as the crisis unit for food and feed is yet to be implemented.

C/8 What would be the ned for other or additional tools or practices to efficiently
achieve the same goals (MS CA and Commission service)?

In the context of this question it was important to identify the goals of the COM against those
of the MS in terms of what their expectatics from this information exchange, what they
hope to achieve from it. Views differ at the COM as to the expectations from SCoFCAH:
some find that the information exchange function should be maintained as an indispensable
component of S C oréaChAilodbnsed dedisiohs] whije otheos are more in
favour of st r e afunttions(see EQs S/8 ane QAfdt inare detail).

4.3 Conclusions and recommendation§Theme C)

Key findings

Based on the FCEC analysis, the following overall conclusions can be drawn on the exchange
of information regarding outbreaks at the SCoFCAH meeting:

1 The current information exchange practices are by and large still adequate taking into
account subsequerhanges and progress regarding especially communication tools
(EQ C/1). Most MS do not consider there is a need to improve the exchange of
information on outbreak evolution at SCoFCAH meetingedi¢ator 1). Email
communication could be used more freqlefidr short exchanges but should not be
relied upon. Videoconferencing is not supported by most MS, mainly due to the added
value of meeting in person. However considerable savings could be achieved if experts
could provide their input via videlink instead of physically attending the meeting
especially in the case of a short contribution.-fAeeting circulation of documents in
CIRCA would improve the exchange of information at the meetings, since in the past
the relevant documents have sometimes atritg® late to be reviewed before the
meetingsifdicator 2).

9 Despite the administrative constraints involved, most MS consider the exchange of
information at SCoFCAH efficient§Q C/2). Although additionatime and costs are
involved in providing informabn and updates at the meetings, this time is generally
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considered to be well spent. However, some MS highlight the need for multiple
participants, in order to cover more areas@hpetencend interact better with other

MS and the COM simultaneously. THact that the COM only reimburses one
participant per MS is an obstacle to this for some MS. Information exchange may make
meetings longer than needed, thus forcing some MS to delegate their vote to another
MS if it cannot attend the whole meeting.

1 The COM also considers the exchange of information at SCoFCAH, taking into
account both the administrative constraints involved and the existence of the ADNS
(ADIS) system to be broadly efficieEQ C/3). The COM considers SCoFCAH and
ADNS to be fully complemeary. ADNS provides objective data on outbreaks, while
at SCoFCAH, this is accompanied by contextual information. It is this contextual
information provided by MS that could not be made available via ADNS (or the future
ADIS) (indicator 1). ADIS will be designed to avoid overlapping, duplication and
divergence that could occur from reporting events to different systems, and is thus also
expected to save much effort and resource. However, the COM highlights that ADIS
will not introduce a dramatic change frotne current situation, as ADIS will not
replace essential parts of the discussion at SCoFCAH meetings, concerning the
provision of &6ri cheandidator2hont ext ual i nf or mat

1 A majority of MS consider the information exchange at SCoFCAH meetings very
relevant and very effective both from the point of view of the MS having an outbreak
(obligation to inform) and from the other parties (opportunity to obtain information)
(EQ C/4). Overall MS find that SCoFCAH is an essential information exchange
platform in particular as it offers the possibility to ask and answer questions
immediately, and share views and experiences at peer level. Given this the amount of
information and length of the meetings are not considered to be excessive. As such, the
information exchange is found to facilitate the voting procedure. Many MS also
highlight the importance of the informal exchange of information that occurs outside of
the meetings; however some MS do not consider information exchange at SCoFCAH to
be sufficiently pecise or detailed, and to be relatively limited at technical level,
although solutions are suggested to overcome ithdscator 1). Many examples exist
of information exchange at SCoFCAH that has made an impact in an emergency
situation (ndicator 2). Many examples also exist of MS CAs and stakeholder
organisations benefiting from the information provided at SCoFCisHidator 3).
Although some stakeholder organisations would be in favour of an equivalent
stakeholder forum at EU level, not all would besupport of this optioniridicator 4).

1 The majority of MS do not find that any of the suggested potential alternative options
for sharing information would be replacements to current information exchange
practices at SCoFCAH, but some MS find them to bmpiementary to the existing
practices(EQ C/5). A technical group is the additional tool that is most preferred by
MS CAs, in order to facilitate further technical discussion, if necessary on an ad hoc
basis. The seconghost preferred tool is a standardmidate be used for
epidemiological report® ensure these are more clear and focused. CVO meetings, the
creation of a special unit for countries concerned by a certain disease, and
videoconferencing are generally not supported by MS.

1 Most MS find the CVH missions relevant and effective as an additional tool in support
of the information exchange provided at SCoFCAQ(C/6). However, there may be
a need to better outline the CVETO6s rol e.
or neighbouring MS are em as positive by the visited MS.
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1 Most MS would find a crisis unit similar to the one laid down in Commission Decision
2004/478/EC) relevantEQ C/7). However, it is debatable whether this would be
necessary considering the planned implementation of this anit for food and feed,
as the AH emergency structure is seen to already be well developidre may
simply be a need to link this emergency structure to the crisis unit planned for food and
feed in cases of public health implications.

Recommendations

The main outcome of the analysis of Theme C is that our consultation with the MS and COM
services has largely indicated that the information exchange element of SCoFCAH should
remain as it is. Given the positive overall picture of the enirrinformation exchange
practices at SCoFCAH meetings, only minor improvements can be suggested as follows:

1. Video-linking to AH experts who are not attending the SCoFCAH meetings is a cost
effective answer to the need for multiple participants from &$ho be present at the
meetings. As the facilities already exist at the COM for wlil@ang, this could be
implemented quite quickly.

2. CIRCA could be used by MS to facilitate the timely-paad postmeeting circulation
of relevant documents.

3. As some MSind SCoFCAH meetings to be lacking in detail, and as a technical group
is one of the most favoured additional tools for information exchange at SCoFCAH,
technical groups could be called upon more frequently in order to provide further detalil
and resolvedchnical problems.

4. A template for epidemiological reports could be envisaged to standardise and
streamline the presentation of information on outbreaks.

5. When the crisis unit for food and feed is implemented, it would be useful to examine in
which way thiscan be linked to the existing animal health crisis structures.
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5 Theme D: Containment measures put in place by MS CAs and
endorsed by Commission Decisions

5.1 Background

The specific objective of this theme is to analyse the extent to which procedures related to
containment measures implemented by MS and approved by SCoFCAH are adequate and
efficient. This also relates to the evaluation of the effectiveness, relevanaffiaiedcy, of
SCoFCAH as a legislative forum. It is noted that the objective of this thenmtis analyse

the relevance and effectiveness of the measures as such but of the procedure followed by the
COM/SCoFCAH for their adoption.

EU legislation (te EU Control Directives) lays down the minimum EU control measures to
be implemented when an outbreak occurs, in line with the rules governing intra community
trade and imports from third countri®sThe aim is to reduce, through timely and effective
action, the potential impact of epizootics of regulated contagious dis¥ases.

The Commission and other MS may either agree or disagree with the measures taken by the
affected MS:
1 In the first case, the COM may (but does not have to) propose measures ertersing
situation on the ground;
1 In the latter case (on very rare occasions) the COM may consider further measures to
be necessary and draft decisions in order to strengthen the applicable ni&dsures

% Council Directive 89/662/EEC of 1ecember 1989 concerning veterinary checks in-@wanmunity trade
with a view to the completion of the internal market.
Council Directive 90/425/EEC of 26 June 1990 concerning veterinary and zootedtirecés applicable in
intra=Community trade in certain live animals and products with a view to the completion of the internal market.
Council Directive 97/78/EC of 18 December 1997 laying down the principles governing the organisation of
veterinary checkon products entering the Community from third countries.
Council Directive 91/496/EEC of 15 July 1991 laying down the principles governingrti@isationof
veterinary checks on animals entering the Community from third countries and amending &irectiv
89/662/EEC, 90/425/EEC and 90/675/EEC
" In addition, based on Article 5 of Council Directive 2002/99/EC, veterinary certification is required for
products of animal origin intended for human consumption where provisions adopted for animal health reasons
under Article 9 of Directive 89/662/EEGtablishes that products of animal origin from an MS, affected by the
epizootic disease, is to be accompanied by a health certificate.
® There are also other important reasons that lead to the COM decision to adopt protection measures at EU
level, even whe the affected MS are already applying appropriate disease control measusaiined in the
Animal Health Emergency System manual
1. Generally in case of extremely highly contagious diseases (FMD, CSF, HPAI) that have also a major impact
on trade ashiere is a need of maximum transparency and the EC legal acts are giving additional assurances to
other MS and TCs that disease control measures applied by the affected MS are backed up by the EC. In
addition by publication of the protection measures inQffecial Journal of the European Union (OJ) they are
available in all official languages of the EU. Usually they clearly describe the area under restrictions and the
provisions that apply to intrBU trade and exports.
2. If the first epidemiological indtes indicate a potential for wider spread of the infection within that MS or
to other MS or TCs;
3. More than one MS are involved in the outbreak;
4. The disease poses a serious risk to public health;
5. New or emerging disease that poses unknown oyetofully understood risks to animal and/or human
health;
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particular, Article 9 of Directive 89/662/EEC and Article 10 of Directive 90/425/EEC
stipulate that the COM may, in consultation with the MS concernegeandingthe
meeting of the Standing Veterinary Committee, take interim protective measures with
regard to animals or productsf animal originfrom the region affected by the
epizootic disease or from a given holding, centre or organization.

In most cases, MS are also invited to present the evolution of animal disease presence in their
territory, aswell as the protective measures taken within the framework of the relevant CP at
the SCoFCAH meetings. In addition, an information flow, concerning outbreak confirmation
and CP implemented measures, is regularly generated between MS and the COM via the
usual communication tools such as faxes and email (as discussed in Theme C).

There are variations in the safeguard decisions depentlitey alia on disease
epidemiological factors. Safeguards have been established for ASF, CSF, Al, anddFMD;
Newcastle sease (ND) usually no safeguard measures are taken, because most MS (except
SE and FI) routinely vaccinate their poultry flocks against that disease resulting in reduction
of susceptible populations and therefore very limited impact of outbreaks.

5.2 Findings

5.2.1 Adequacy of the current (comitology) procedure (EQ D/1)

D/1 To what extent are the procedures still adequate taking into account subsequent
changes and progress?

A key issue examined in the context of EQ D/1 is the adequacy of the SCoFCAH procedure
given the new electronic systems developed at the level of the COM in the3ageats,

which require a strict stewise process for implementing legislative procedures. The
adoption of emergency measures falleCOMnder t
has taken the necessary steps (mainly, through the development of standard templates to be
used for the legal texts) to ensure that COM adoption can follow within 24 hours of the
notification of the measures. However, it was also suggested thateirevétnt of an
unpredictable outbreak scenario (for which changes may also be needed to the standard
templates), the automation of the process through the more recent electronic systems would
make it a concern whether adoption can take place within thentsiort deadlines.

This question also refers to the appropriateness of the legal base used for the procedure,
which is currently under review in the context of the new Animal Health Law. The
mechanism for the management of animal diseases is curbasiyl on the EU legislation
related to veterinary checks in iEdJ trade and imports of animals and animal products
(Council Directives 90/425/EEC, 89/662/EEC, 97/78/EC, 91/496/FE®hich foresee

6. EU protection measures are already foreseen in the disease specific legislation (e.g. for HPAI H5N1);
7. Determination of level of action
% As mentioned previouslyhe current legal basis ftihe emergency ("safeguard”) measures taken in the case
of outbreaks are the following Council Directives:
A Council Directive 90/425/ EEC of 26 June 1990 conce
intra- Community trade in certain live anals and products with a view to the completion of the internal market
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taking protective measures ISCoFCAH approvalnd interimprotective measuresy the

COM alone’™ From our interviews it was revealed that, while at the time of the adoption of
this legislation, the legal base was considered appropriate for the adoption of such measures,
the situation has since evolvadd thatot allthe conditions foreseen in those Directives are
longer met. In particular, these Directives envisage that the COM needs to approve measures
if the COM has not previously been informed of the measures taken by MS or if the measures
taken ty MS are inadequate. In practice, safeguard measures are, for the most part, taken in
collaboration with MS, and are often subject to lively discussion at SCoFCAH level (e.g. the
decision to introduce in 2001 vaccination for FMD). The COM is currentlytidgaf new

Animal Health Law which is expected to contain provisions for amending the legal base for
these containment measures.

Apart from this issue, the SCoFCAH procedure of adoption of safeguard measures is
considered to be working very wellhere hae been no problems relating to inadequate
justification of the safeguard actions taken as such. COM legal services point out that the
urgency of the situation at time of serious outbreaks or risks to animal and public health,
coupled with the risk involhain terms of the speed and extent of potential spread of highly
contagious diseases provides sufficient justification for the COM to retain powers to adopt
protective measures in such cases. The short delays in reacting in the timeline of actions for
Al and FMD were cited as good examples of this. It was also pointed out that the measures
need to be adopted by COM Decisions in the interest of visibility towards MS and third
countries.

Indicator 1: Experience gained by the COM in practice; cases where thgystem might
fail to produce quick decisions

The experience gained by the COM in practice is analysed in terms of the following three
issues:

a) Potential concerns regarding the speed of adoption of measures relating to standard
templates and legdtamework

For emergencysituations,standarddecisiontexts have been agreed dietween the COM
Legal Services, the Secretariat Gen&& AGRI, DG TRADE, andG SANCOfor interim
decisions to be taken by the COM which need minimal adjustment accordititge to
specificities of each outbreak (mainly MS name and areas under restriclibaesg. textgan
be presented within a very quick time frame to SCoFCAH for adogptidmequire minimal
work for the translation services. In that sense the COM deemththatandard procedure

A Council Directive 89/662/ EEC of 11 D e Coenmunigyr 1989
trade with a view to the completion of the internal market {concerns produatsmal origin}

A Council Directive 97/ 78/ EC of 18 December 1997 | ay
veterinary checks on products entering the Community from third countries

A Council Directive 91/ 496/ EEHnCiples ovelinihg tdewigamton 6f9 1 | a vy i

veterinary checks on animals entering the Community from third countries and amending Directives
89/662/EEC, 90/425/EEC and 90/675/EEC
0 Control and precautionary measures are laid down in ABtir8ctive 89/662/EEGnimal products (e.g.
determination of buffer zonggoning. Requirement for zoning is laid down in the Control Directives, however
it is possible to enlarge these zones by a safeguard decision, if the COM or other MS deem that the measures
taken are nasufficientand interim measures Art. 10 of Directive 90/425/ER@ animals .
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can easily be expedited. The Legal Servib€d AGRI, DG TRADE and the Secretariat
General are contacted by DG SANCO, and are requested to give their agreement to the texts.
It still remains a formal procedurasually taking from 240 48 hoursput can be expedited

to be implemented within 24 hours if need be.

The COM acknowledges that in the case of a-standard event, more time would be
required, due to the need for a retandard template. But this would not necessarily make
the procedure that much sloweas staff would be working more intensively in this case. As

an example, th&.coli crisis took 34 days to react to as there was no template, however the
COM stresses that even without a template, at least on animal hesal#s ithe reaction
would be fairly quick as the structures are better defined (e.g. the surveillance and protection
measures are the same).

Further, i f quick action needs to be taken a
be addressedty COM interim protection measureand subsequent confirmation of the
measures at SCoFCAHhere is also the possibility for MS to vote on measures by email.

In any case, so far the main diseases have been covered with these templates. But the COM
notes thanhonetheless in the pastdyears the procedure has not been properly tested due to
the relatively good animal health situation, so the efficiency of this aspect is still uncertain.
The COM also highlights that when the COM is closed there is a speciabme&n that
engages special contact points to attend to urgent matters.

In addition, the COM underlines the importance of having scientific evidence, as overly hasty
measures could lead to a disproportionate reaction that would disrupt trade. Therefbre, w
could slow down the procedure is the availability of scientific evidence. Still, precautionary
measures can be taken even if there is no scientific basis, if a significant threat is posed.

On this basis, it can be concluded that there is no indicttaircurrent COM procedures for
endorsing containment measures are not functioning well. However, it acknowledges that so
far there has been no major crisis to test this.

b) Potential concerns regarding the speed of adoption of measures due to the new
electonic systems used by COM procedures (EGREF and POETRY):

The implementation of the new electronic systems used by the COM (EGREF and POETRY)
was designed to improve efficierfiy In the context of the adoption of containment
measures, the first step of teeepwise process followed by the COM is the inservice
consultation; the system allows either the k#ervice consultation to be inputted manually

into EGREF (e.g. individual comments from emails are inputted), or DGs can input
comments on texts theselves directly into EGREF. Next, the vote on the text at SCoFCAH
only occurs once integervice consultation is complete. Once the vote is complete and MS
have provided their opinions, the text then goes back via EGREF to the cabinet and then the

"L EGREF is an electronic system for the handling and uploading of official documents and POETRY is the
system for translation, which is now integrated into EGREF. A text forerenow goes directly to DG
Translation after being uploaded to EGREF; the line units themselves no longer deal with translation. EGREF

i s, as the COM indicates, O0synonymous with -aiskopti on
processdr the formal adoption of legislation by tB®llege(all Commissioners).
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Secretaat General for final adoption. On average the whole procedure can reportedly take
ca. 7 days. However, the procedure can be accelerated for urgent matters. For example, when
staff is madeaware of an emergency they can contact DG Translation and theapiobl

office to notify them of the urgency. Following negotiations and sufficient notification to
other services of a text having been uploaded to EGREF, the procedure can be expedited in
order for a text to be implemented within 24 hours (as explaibedeaconcerning the
standard texts, and in the case of emergency interim protection measures, the procedure does
not need to incorporate a SCoFCAH vote).

Overall, the EGREF system is considered by the COM to be quite flexible and useful in that
datacane i nputted into the system at different
progression of the text can be followed step by step. The COM reports that no major
problems have been experienced with the EGREF system to this date.

c) Appropriateness ofhe legal base for the adoption of interim protection measures:

The COM confirms that usually the MS take the necessary measures and that these are then
endorsed through COM decisions, in accordance with the texts providing the legal basis for
the adopthn of these measures. The COM generally acts where there is a lack of
information or the MS have not addressed an outbreak correctly.

In such cases, the COM considers it appropriate that it adopt interim measures that go beyond
what is outlined in theelevant Control Directives (e.g. in terms of the geographical area of
application of the measures), as it is important to reassure third countries by acting as a single
entity i i.e. through the COM rather than individually. A particular issue, also noted

under Theme F (EQ F/4yould also include work to ensure the predictability of MS actions
particularly by improving their capability to apply regionalisation perhaps bydpreifying
geographical units of reference for the restriction zones abppate (regional level), based

on common objective criteria such as administrative boundaries, livestock density and
farming systems.

The COM acknowledges that currently the wording in the existing legislation is not an
appropriate legal base for itpg@ication of interim protection measures, or focansistent
approach in the adoption of control measures by MS in certain cases e.g. on regionalisation.

Although the COM does not report any substantial legal problems owing to this lack of
clarity andit is not an issue of dispute between MS and the COM, clarifying these issues
would improve the acceptability of measures by third countries. A revision of the legal base
for COM interim protection measures is planned for the new AH law scheduled fhirthe t
quarter of 2012, which would provide the opportunity for dealing with these issues.

5.2.2 Efficiency of the current (comitology) procedure (EQ D/2, D/3)

In case the COM decides to implement interim protection measures, within 10 days the
measures must be reviewed and the o6definiti:>
then may remain in force for an extended period of time and may be adapted toctieéecon
epidemiological and/or risk situation. Discussions in SCoFCAH on the development of the
measures are of great interest to MS, as indicated by the COM (e.g. the decision to introduce
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emergency vaccination for FMD in 2001), as this exchange contriboitédse wealth of
experience for all veterinary services in the EU.

In terms of efficiency issues, the administrative burden of the current procedure for adoption

of containment measures is not considered to be significant, when compared to the henefits o
having transparent, real and official exchange at peer level of information on the outbreaks on
which the SCoFCAH can then build decisions, and the added value of the currents procedure
as outlined by the COM (see below).

In particular, regarding the sts of SCoFCAH meetings in general (see background
information under EQ C/), the time taken by the legislative obligation to vote on containment
measures does not tend to result in additional costs to the costs of regular meetings.

D/2 To what extent do M5 consider this legislative obligation efficient taking into
account the administrative constraints involved (pros/cons)?

Indicator 1: MS that consider the legislative obligation for adopting containment
measures efficient given the administrative and bugetary constraints involved

The results of the FCEC survey show that all MS, taking into account
administrative/budgetary constraints, consider the current procedure for adopting emergency
containment measures at SCoFCAH meetings very or fairly effi@emlS and 18 MS,
respectively).

The case studies showed that in general there are no unnecessary additional administrative
costs for the procedures, and that current procedures are broadly considered efficient. One
MS finds the decisiomaking process raer long but also that there are no real possibilities

to speed up the process due to the high number of parties involved. As an alternative, another
MS suggests voting on containment measures is typically an area where decisions might be
achieved by emailf only one urgent decision has to be made.

The procedure for adopting containment measures are indeed connected to additional costs,
because they require additional experts, according to one MS. This is because, often, MS
demand details in SCoFCAHRieetings to justify the containment measures, which requires
additional expertise to provide sufficient answers (B€g C/2 for further discussion).
Another MS supports this view in that it considers that in casgisglases that are fully
regulated, votig is only needed for additional measures, for which a clear rationale should be
agreed on.

During the case studies, MS generally agreed with the COM vievihéhatdded value of the
approval of containment measures at SCoFG@RiH terms of

1 Safeguardig against the threat of MS taking unilateral measures;

1 Providing flexibility to adopt quick and wetlefined additional measures, over
and above what is foreseen by the Control Directives (which, by definition,
cannot include measures for every possibEnado). As an example, the COM
cites the short delays in the timeline of the actions for Al and FMD;

1 Empowering CVOs to overcome internal pressures at national level (chain of
command). For example, during the 1999 Al, the Italian CA asked the COM to
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endase the measures adopted in order to encourage stakeholders and other

national authorities to accept them;

Providing international reassurance on the EU management of animal outbreaks;

Coupled with FVO inspections and the discussions at SCoFCAH (twicegadr

in case of emergency), the process ensures enforcement by MS;

1 Contributing to the improvement of legislation (safeguard measures are almost
always subsequently incorporated in the revised Control Directives). Several
examples given. The German CA regothe example of COM decisions
regarding containment of CSF and the slaughter of pigs in certain zones; this has
been incorporated into the legislation following this experience, and the German
CA now relies on these legislative tools. The Danish CAntepthe example of
the vaccination of cattle in the Netherlands in 2001 against FMD. At this time,
SCoFCAH made a decision to forbid the transport of cattle beyond the
Netherlands. The principles of the containment measures in this decision were
then incoporated into a directive in 2003. The COM also reports one example
where the transfer of safeguard measures into legislation was quite clear:
measures taken to control the Al outbreak in 2006. These medasimaading
the prevention of the import of fdwedrs into the EU without treatmeintvere then
incorporated into the Al Control Directive.

= =4

D/3 To what extent do Commission services consider this legislative obligation efficient
taking into account the administrative constraints involved (pros/cons)?

Indicator 1: Extent to which the COM considers the legislative obligation for adopting
containment measures efficient given the administrative and budgetary constraints
involved.

The COM broadly considers the legislative obligation for endorsing contatnmeasures
efficient. Having in place the current procedure for the adoption of containment measures
also ensures transparency.

The COM highlights that the procedure is
procedured at it ssddaftlegslatoratd thevts by fax ljplus scanned as n
e-mail) and requests them to express their formal opinion in writing (fa®i§, within a 24

hour deadline in the case of emergencies. This written procedure fully replaces a SCoFCAH
meeting in perso. Alternatively, if there is an urgent need for an AH meeting, the relevant
MS representatives can also meet during a food safety SCoFCAH meeting. The MS
representative would then liaise with their animal healtkperts located in their respective

MS.

The COM finds it may not be possible to simplify the current procedure further without
losing some detail. On some specific trade aspects the COM reports that one could potentially
have meetings with fewer MS, but as it is a single market all MS wouldtodszlaware of
decisions made. Often the outcome is important for all MS: evamahly few MS need to

be involved for the details, all MS need to be involved e.g. for impacts in certification
requirements, and other MS need to know what restrictiony.aBpmmunication of the
restrictions is seen as one of the main benefits of the current procedure. Therefore the COM
considers it would be difficult to reduce the number of MS requioetie present at the
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meetingslt is alsonoted that possibility of ducing the number of MS attending SCoFCAH
meetings for this procedure is very limited as one MS can at most vote for only one other MS
and thus the minimum legal number of MS required at the meeting is fifty per cent of all MS
plus one.

The COM also highghts the substantial costs that could accrue from trade disruptions if all
MS are not aware of decisions.

The COM underlines that the current procedure is efficient because interim measures can be
decided on quickly by the COM, then SCoFCA&h confirm at its next meetirigthere is no
need to quickly organise a meeting of all 27 MS.

5.2.3 Relevance and effectiveness of current (comitology) procedure (EQ D/4)

D/4 What is the relevance and effectiveness of SCoFCAH as legislative forum and of the
emergency decisions, from the following points of view: to protect animal and human
health,- to ensure free movement (trade) of animals and goods from the naiffected
areas,- to prevent overreaction from third countries having an impact on EU export,-

to ensure transparency, publicity, and EU level accessibility for the measures taken by
the MS having the outbreak?

The involvement of SCoFCAH is considered by the COM to be effective and relevant in
emergency decisions for ensuring free movement of @eimnd goods from neaffected

areas, since when outbreaks occur, the emergency measures adopted by the COM fill the gap
by providing these specific instructions. The example of the FMD outbreak in 2001 was
given, where the measures defined additional en@nt conditions in regions outside the
restriction zones (the measures defined high risk and low risk areas for the purposes of
animal movement and exports). According to COM services, the case of the FMD outbreak
demonstrated that the emergency measiatesn worked very well and were appreciated by

MS and third countries as it was clear to all what action to take (this Decision has now
expired and its validity has not been extended, as there was not enough interest to do this).

As regards preventing ewreaction from third countries having an impact on EU exports,
containment measures appear to act as reassurance to third countries that the outbreak is
effectively managed within the EU. For example, in 2001 following the UK FMD outbreak,
the adopted d$aguard measures also included rules banning exposimpert and
surveillance; this allowed trade from the raffiected areas of the Community teestablish

as MS/regions started progressively obtaining freedom from the disease. Similarly, at the
time of the BSE crisis, measures were taken to prevent the export of contaminated animals to
third countries and ramport. In the case of the HPAI outbreak, the COM took a further
approach by adopting a preventive Decision, so that at the moment of firgtatiotif this

would be immediately enforceable. As area where furtherawgonent could be sought is the

MS application of regionalisatiofas also discussed under EQ @rid EQ F/4.

Indicator 1la: MS considering SCoFCAH as a legislative forum and the emergency
decisions relevant and effective to protect animal and human health; concrete examples
where the procedure has had an impact.
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Most MS consider the current procedure for adopting emergency containment measures at
SCoFCAH meetings very relevant (21 MS) and very effective (15 MS) in terms of
Protecting ani mal Tha TdCA hreporsathaforhBd ,athesehnieasures
allowed lItaly to distinguish between affected and safe territories and thus protect animal
heath within the country.

Indicator 1b: MS considering SCoFCAH as a legislative forum and the emergency
decisions relevant and effective to ensure free movement (trade) of animals and goods
from the non-affected areas; concrete examples where the procedurashhad an impact

The FCEC survey shows that from the point of viewtarisuring free movement (trade) of
animals and goods from the nanf f e c t ¢ d6 Ms&rfiedatilseGurrent procedure for
adopting emergency containment measures at SCoFCAH meetingslevant, and 12 MS
very effective.

The following concrete examples illustrate this:

- The German CA reports the example of COM decisions regarding containment of
CSF and the slaughter of pigs in certain zones, as a good example of how SCoFCAH
emergency masures ensured freaeovement of pigs from neaffected areas
(concerning intra community trade); the German CA considers SCoFCAH very
relevant and effective for this.

- Also, the Danish CA reports the positive example of the FMD outbreak in Bulgaria
in 2011. The entire country was initially closed: It then progressively lifted
restrictions to only the affected regions, then finally to the outbreak zones alone.

- The French CAeportsthe case of the gradual regionalisation process following the
BT outbreak in Fance (BTV 1 and 8) which allowed the continuation of safe animal
movements from the progressively-defined restricted zon&s(in application of
Commission Regulation (EC) No 1266/26%7and the various measures adopted at
EU level during the Al crisis.

- The ltalian CA reports that for the recent FMD in Bulgaria and Al in Romania, this
procedure has allowed trade restrictions to be limited to high risk zones only. Due to
the assurance coming from the SCoFCAH procedure, MS did not consider it
necessary teestrict the entire countries.

Indicator 1.c: MS considering SCoFCAH as a legislative forum and the emergency
decisions relevant and effective to prevent oveeaction from third countries having an
impact on EU export; concrete examples where the procedure has had an impact.

13 MS consider the procedure very relevant 26dMS very effective afPreventing over
reaction from third countr i(feom a tolwf 26)g Than | mp
following concrete examples illustrate this:
- The German CA reports th#dtere have been SCoFCAH decisions in the past that
did not go beyond the contents of the relevant directives, but were nonetheless a
signal towards the MS that the outbreaks were under control. In particular, the COM

2 Since end of 2008 the whole of the country is defined as one restricted zone.

3 Commission Regulation (EC) No 1266/2007 of 26 October 2007 on implementing rules for Coreative
2000/75/EC as regards the control, monitoring, surveillance and restrictions on movements of certain animals of
susceptible species in relation to bluetongue.
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was able to demonstrate that no animals would be moved from the restriction zones
to the third countries. The German CA sees this as a good demonstration of
transparency as well as an important example of how SCoFCAH acts in certain
scenarios. It thus served to prevent | os

- The Danish CA conceddbat peventing overreaction from third countries having
an impact on EU export is always difficult. It found that there is always anr ove
reaction from third countries. dwvever SCoFCAH in general may well have
contributed to attenuating such an eveaction.

- The Italian CA reports the example of the case of FMD in 1993, where the
containment measures adopted guaranteed a constant flow of the eofports
Parmigiano Reggiano and GeaRadana. However, the Italian CA does not consider
this procedure to be very efitive in preventing TCk e.g. Russia, Canada, U.S and
Japan from adopting restrictive measures against MS.

Indicator 1.d: MS considering SCoFCAH as a legislative forum and the emergency
decisions relevant and effective for ensuring transparency, puldgity, and EU level
accessibility for the measures done by the MS having the outbreak; concrete examples
where the procedure has had an impact.

14 MS find the procedure very relevant and 12 very effectivdEmasuring transparency,
publicity, and EUlevehccessi bi |l ity for the measures dor
(from a total of 25). The Italian CA repomseasures adopted in France in 2003 and in the

UK in 2007 establishing the compulsory traceability of all commercial stocks coming from

the affeted areas, in order to be controlled. This protected the Italian livestock resources.

Indicator 2: Potential elements for replacement, and advantages/disadvantages
(including from an efficiency point of view).

No major potential elements for replacemard suggested as the system is broadly deemed
relevant, effective and efficient from the four points of view set out.

Food Chain Evaluation Consortium 97



Evaluation of the EU rapid response network, crisis management amdwacation capacity regarding certain
transmissible animal diseas€&snal Report
DG SANCCEvaluation Framework Contract Lot 3 (Food Chain)

5.3 Conclusions and recommendation§Theme D)
Key findings

Based on the FCEC analysis, the following overall conclusions can be drawn edyvesc
for the adoption of containment measures by MS and endorsed by Commission decisions:

1 Procedures are by and large still considered adequate by the COM taking into account
subsequent changes and progr& D/1). There is also substantitéxibility in the
individual steps involved in the procedure: standard templates exist for the common
diseases, steps can be expedited if need be in order to implement measures within 24
hours, and the current electronic systems used by the COM for dotcinaedling
should not cause any unnecessary delay in the procedure. The legal base for the
adoption of measures by the COM is not appropriate for actions in all cases Although
this is not considered to have caused any major problems, the legal base coulithi
be clarified and strengthened in the context of the ongoing revision of the new AH law
in the third quarter of 2012.

i Taking into account administrative/budgetary constraints, the legislative obligation for
adopting emergency containment measurédCatFCAH is considered efficient by MS
(EQ D/2). In general there are no unnecessary additional administrative costs for the
procedures. There may nonetheless be savings to be gained in cases where the
endorsement of MS containment measures does not adeovidted on, if information
provided by the affected MS is sufficient. Most MS also agree that there is significant
and real added value in the approval of containment measures at SCoFCAH as opposed
to other means, in particular relating to the improvwetnod legislation, for which MS
provide many examples.

1 The COM broadly considers the legislative obligation for endorsing containment
measures to be efficienEQ D/3). The COM highlights that the procedure is quite
flexible: votes can be conducted by éma ; there is a oO6written
sends draft texts of legislation to the MS to which they can give their formal opinion.
Legislation that needs to be voted on urgently can also be put to a vote irA#inon
SCoFCAH meeting if need be. Howevemiould be difficult to reduce the number of
MS participants required to be present at the meetings.

1 Overall, MS consider the current procedure for adopting emergency containment
measures most relevant and effective, primarily for protecting animal aménhu
health, but also for ensuring free movement (trade) of animals and goods from-the non
affected areaéEQ D/4). Many concrete examples are provided by MS to illustrate the
relevance and effectiveness of the current procedure.

Recommendations

Given te generally positive picture of the current procedure for the adoption of containment
measures and their subsequent endorsement by COM decisions, only relatively minor
improvements can be suggested, as follows:

1. Continue adaptation of the legal base fue tidoption of safeguard measures by the
COM to ensure its apppriateness. It would also include work to ensure the
predictability of MS actions particularly by improving their capability to apply
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regionalisation perhaps by pidentifying geographical uts of reference for the
restriction zones at the appropriate (regional level), based on common objective
criteria such as administrative boundaries, livestock density and farming systems.
This would help ensure consistency of the approach amdptementation across MS

and improve the evidence base presentedhia country trading partnergas
discussed under EQ D/1, EQ D/4, and EQ F/4).

2. Investigate whether savings can be made in further restricting SCoFCAH voting on
containment measures fatumations where information is not sufficient. This would
mean giving MS more opportunity to provide adequate information on measures
taken, and further encouraging MS to fill information gaps or correct inadequate
measures.
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6 Theme E: FVO verification missions regarding CP in peace time
(including simulation exercises) and during and after outbreaks of
epizootics

6.1 Background

This evaluation theme has the specific objective of analysing the effectiveness and relevance
of the FVO (Food and Veterinary Officd)irectorate F, DG SANCO) activities and
verification missions. FVO verification missions are carried out regarding CP implementation
in MS in peace time (including the verification of simulation exercises) and during/after
outbreaks of epizootics (to veyifmplementation of emergency measures by MS).

A key issue to examine under this theme is the extent to which the FVO reports and
recommendations are used and followed up by the various relevant actors, including the
various COM services, the MS (thosspected and the others), third country trading partners
and stakeholders, and which lessons can be learned for future improvement.

6.2 Findings

6.2.1 Criteria for prioritising the FVO CP missions (EQ E/1)

E/1 To what extent are the criteria used by DG SANCGQOelevant to plan the FVO CP
missions or mission series to MS?

FVO missions are performed in the framework of the DG SANCO mission programme; the
FVO inspections follow the main lines of the EU requirements regarding CP set up and
operation.

The criteriaused for prioritising the FVO missions are drawn up by the FVO. In March each
year the FVO sends to the DG SANCO hierarchy a draft setting out the broad lines of the
inspection programme for the following year. This defines such aspects as the share of
missions between MS anthird countris and the subject focus (e.g. food safety, import
controls). Although a risk assessment is difficult to do in quantitative terms, the FVO uses
some qualitative criteria to determine risk, such as when the last visitonasMS or
particular risks of concern in relation to CPs (e.g. ASF risk from Russia, for which FVO is
planning a mission to Finland in 2012). The prioritisation of FVO missions will also depend
on other FVO activities such the obligation to do missionselation to the eradication
programmes; there are generally competing demands for the FVO inspection services and a
prioritisation between these in view of the FVO animal health resource constraints needs to be
made. The draft programme is then sentpfoihg consultation with the SANCO hierarchy,

to the SANCO cabinet which may propose amendments, although generally very few
amendments are propogéd

The FVO indicates that the following criteria for planning FVO CP missions are currently
used (listed elow in no order of priority):
1 Likelihood of disease occurrence;

™ An internal audit carried out within SANCIBoked at FVO mission prioritigion and the extent to which this
is risk based versus other obligations (e.g. missions for eradication programmes) or political considerations.
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1 Obligation in relation to other FVO animal health inspection activities, e.g. in relation
to eradication programmes;

1 Cover MS other than those which were visited most recently;

1 Emergency sitations;

1 Specific MS requests.

The following table represents the main FVO missions carried out during the period covered
by this evaluation, in relation to the criteria used for prioritising the FVO missions.

Table 7: Number of FVO missions in relation to FVO prioritisation criteria

e 0]0]0 O ODbligatio elatio Ove O - elrge
disease 0 Othe O a 2 2 0SE atio
O > > ea pDEe 0 elre 0 O
Year Preparedness mission: Emergency Missions
1998 4 x CSF
1999 3 EU MS on CPs fol 6 missions  to 5 (1x ASF,
CSF/FMD) applicant countries  3x BTV, 1x SVDJ?
2000 1 (unidentified 5 EU MS on CPs foi 6 (FMD, BTV,
disease in dairy CSF/FMD) 2x HPAI,NCD, ISA)
cattle)
2001 2 EU MS on CPs fo 7 x FMD, 1x CSF?
CSF/FMD)
2002 5 EU MS on CPs fol 2 x CSF
CSF/FMD)
2003 13 EU MS (on CPs fo 1 x HPAI, 1x CSF
FMD, CSF, BTV,
HPAI, NCD)
2004 3 EU MS (on CPs), 1y

ASF, 5x Brucella, 1x
bovine TB, 3x Rabies

2005 1 (HPAI 9 x CPs® 1x NCD
suspicion)
2006 2 x CSF, 3x 1 candidate MS or 1x HPAI
BTV @ CP for HPAI
2007 5 x (CPs for HPAI anc 1x UK FMD
NCD, CSF)
2008 3 xCSF 3 x CP (FMD, CSF, 3x BTV
BTV)
2009 7 x CPs (multiple
diseases)

(a) FVO 1999%nnual report indicates 7 emergency missions but CSF emergency mission to Germany in 1999
could not be confirmed, first CSF mission is in 2000 nr 1097, and only 5 mission reports could be traced.

(b) FVO annual report 2001 mentions 8 emergency FMD midsitra FMD mission to Greece could not be
confirmed.

(c) FVO annual report 2005 mentions 10 CP missions to new MSRanthnia butCP mission to Romania

could not be confirmed.

(d) FVO annual report 2006 mentions 3 CSF missions, of whicht@kkingary bu the mission report could

not be retrieved.

Source: FCEC, based on FVO annual reports 23988
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In the beginning of the period, following the CSF outbreaks, 4 emergency missions were
executed in 1998. Subsequently, CP inspection missions were held sistiyna all MS,

first in the EU15 MS, and later in the context of enlargement in the new MS. The FMD
outbreaks in 2001 urged for further CP missions. Overall, FVO missions on animal health
tend to follow disease outbreaks and subsequent CP verificatise®ns (in particular: Al,

FMD, BT CSF, ASF and other diseases), and follow up missions due to identified
shortcomings; the remainder is related tdwaded eradication programmes.

Overall, it can be concluded that the FVO missions are scheduleibbiiging according to

the risk. When disease outbreaks occur, the FVO is flexible to change the mission planning
accordingly, but evidently planned missions may be delayed, as was the case in 2001, when a
series of inspections to all MS was changed tluehe FMD outbreaks and resulting
emergency missions.

6.2.2 FVO CP missions and animal diseases outbreaks (EQ E/2)

E/2 Has consideration been given by DG SANCO (mainly Directorates G and F) to
current disease outbreaks when planning to carry out relevant Cknissions (series) by
the FVO to evaluate MS preparedness against those diseases for which there have been
significant outbreaks (e.g. Al)?

Before 2008 (i.e. until the AH unit was created in the FVO) the missions were mostly
covering mammals; since 200&ey also cover birds and aquatic animals. This has
influenced the focus of the FVO CP verification missions in terms of disease coverage. For
example, in 2009 verification missions for the CPs covering birds and aquatic animals were
also included.

From the FVO interviews and FVO inspection mission analysis, the number of FVO
inspection missions for the verification of CPs (as well as emergency measures) following
significant disease outbreaks were considered as an indicator of the relevance of tres missi
(in particular: Al, FMD, BT CSF, ASF and other diseases) (source: FVO mission reports).

As already indicated, the FVO CP verification missions generally follow animal health
emergencies. Examples of such missions over the past decade are providedahle
below:

Table 8: FVO verification missions following animal health emergencies

Year Objective of the FVO mission

1998 After the outbreaks of CSF, 4 emergency missions were conducted

1999 3 MS were visited to assess tBPs of FMD and CSF. Also, applicant EU MS were visi
to assess the ability of veterinary services to monitor and control animal disease out

2000 5 further inspections on CPs for FMD and CSF were carried in Germany, Sv
Finland, Austria, an€ortugal

2001 2 inspection missions were carried out on CPs of FMD arfegl @3-rance and Spain. Tt
threat for an FMD introduction in the EU via Turkey led to an FVO mission to revie\
FMD vaccination programme in place

2002 After outbreaks of FMD irEurope in 2001, the series of inspections on CPs for FMD
CSF was completed
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Year Objective of the FVO mission

2003 After outbreaks of HPAI, 13 MS were visited to assess CPs dealing with epizootic ¢
outbreaks

2004 A series of inspections was held to evaluate the EU CPs henaeement MS was
completed

2005 9 inspection missions were carried out on CPs in new MS

2006 Missions to Bulgaria and Romania were carried out concerning CPs for HPAI,

2007 5 missions were conducted on CPs, for HPAI, NCD, and CSF

2008 3 inspectionsvere carried out to evaluate emergency preparedness by evaluation of
Estonia, Poland and Spain

2009 Further audits of the control of epizootic diseases involving CPs was conducte
countries for multiple diseases

Source: FVO website, FVO anaueports 1992008

Hence, it can be concluded that a series of CP inspection missions have followed animal
health emergencies (CSF, FMD, HPAI), and in most cases in the same year as the outbreak.
Only in Romania, the outbreaks were reported in 2005tlaad-VO mission took place in

2006. There is a tendency to audit for more than one disease, and to combine missions, and to
incorporate into a General Audit, such as in 2008 in Estonia, Poland and Spain.

6.2.3 Frequency of FVO missions (EQ E/3)

E/3 To what extent is the frequency of such inspection missions and the criteria and
rationale supporting decisions regarding this frequency relevant?

Indicators 1 and 2: current frequency of FVO missions and identification of the optimal
frequency

The current fregency of FVO missions is such that the FVO aim to visit each MS within 5
years, which is in line with the current timing of CP upd&tddntil now, the FVO has more

or less met this target. However, in future, the FVO could be constrained to follow upghe C
in all 27 MS, as from circa 2@lverification missions will be due for CPs in all 27 MS. The
FVO has done 3 missions per year on average since 1999, as follows:

19992002: 15 missions in 15 MS (CPs for CSF/FMD)

20022003: 15 followup missions

2005: D missions in NMS

2008/9: followup missions in 8 NMS

2012: CP missions are planned for 2012 (FI, RO, PL), including AW aspects of
emergency slaughter for disease control purposes.

To T Do To Do

5 A discussed under Theme B, CPs are supposed to be updated in the light of the experience gained, although
the exact frequency is only specified in the case of FMD, for which the EU legislation foresees compulsory
updates every 5 years (as required by Article 72.10 of Council Directive 2003/85/EC).
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For 2012, the FVO has planned to carry out verification missions in TTB8, FIl, and RO.

In Eastern/NE European MS, such as RO, LT, FI, the FVO will primarily check the MS
preparedness on ASF due to the risk einteoduction of this disease from the Caucasus
region. In PT, they will check the preparedness on PPR (Pespetitssruminantsand risk

of introduction of the disease from Morocco. In BG the focus will be mainly on FMD and
CSF. The FVO indicates that all missions will include the check on compliance to AW
aspects (especially procedures in use for anbuléhg).

The indicators used here are the number and frequency of FVO CP (as well as emergency
measures) inspection missions in each MS since 1998, and the number and % of MS that
consider the current frequency of FVO inspection missions to be suffitrenhe table

below, the FVO animal health inspection missions are presented for the EU 27.

Table 9: Current number and frequency of FVO inspection missions to MS to verify CP
compliance

19982009 12

Number of Animal AVG nr Inspections involving animal calculated

FVO reports health of health CPs (b) CP

(FVO website) reports reports/yr  (FVO report nr) verification

(@) cycle (years)
Austria 48 7 0.6 2 (1094, 9079) 6
Belgium 73 6 0.5 1 (1019, 1071) 6
Bulgaria 36 10 0.8 3 (7483, 7527, 7800, 830t 2.4
8210)

Cyprus 27 7 0.6 2 (7618, 8253) 6
Czech 35 5 0.4 1 (7574) 12
Republic
Denmark 50 6 0.5 2 (1215, 9101) 6
Estonia 19 5 0.4 3 (7250, 7616, 8600) 4
Finland 52 6 0.5 2 (1097,9100) 6
France 104 17 1.4 2 (3381, 9151) 6
Germany 101 18 15 3 (1097, 8308, 7797) 4
Greece 104 15 1.3 2 (8851, 9185) 6
Hungary 41 8 0.7 3 (7619, 7798) 6
Ireland 75 15 1.3 2 (8511, 9193) 6
Italy 116 28 2.3 2 (1143, 9078) 6
Latvia 36 6 0.5 2 (7617,8259) 6
Lithuania 37 6 0.5 2 (7621, 9265) 6
Luxembourg 37 6 0.5 2 (8655, 9190) 6
Malta 14 2 0.2 1 (7620) 12
Netherlands 77 12 1.0 2 (8535, 9196) 6
Poland 50 8 0.7 2 (7612, 7789) 6
Portugal 102 28 2.3 2 (1245, 9102) 6
Romania 37 10 0.8 3(7526,7482, 7618) 4
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—

19982009 12
Number of Animal AVG nr Inspections involving animal calculated
FVO reports health of health CPs (b) CP
(FVO website) reports reports/yr  (FVO report nr) verification
(@) cycle (years)
Slovakia 31 7 0.6 2 (7609, 8313) 6
Slovenia 34 6 0.5 1 (8267) 12
Spain 94 26 2.2 2 (9084, 8347) 6
Sweden 43 5 0.4 2 (1108, 9197) 6
United 112 19 1.6 2 (8545, 7267) 6
Kingdom

(a) Including BSE, and general audits

(b) FVO animal healtlinspection missions during 192809 in the EU27, with inspection missions involving
specifically CPs

Source: FCEC (VetEffect)

The number of FVO inspection missions varies widely among MS, but is related to the value
of the livestock sector (France, Gemgaltaly, Netherlands, UK), and/or disease risks and
cofinanced disease eradication programmes (Italy, Greece, Portugal, Spain). Also the
outbreaks of CSF, FMD, HPAI and Bluetongue initiated multiple FVO missions.

The CPs are evaluated every 6 yeamhost of the EU MS, however, it should be noted that
not all the CPs for all notifiable diseases were evaluated. Key diseases for which CPs were
evaluated were FMD and CSF and, for new MS, CPs for multiple diseases were evaluated.

Hence it can be conclude¢hat the number and frequency of FVO inspection missions in each
MS since 1998 demonstrates that the focus has been on countries with outbreaks, and cases of
non-compliant CPs.

The majority of MS (21 out of 25 MS) indicated that the current frequenEy Gfinspection
missions regarding CPs in peace time and during/after outbreaks of epizootics has been
sufficient, with several MS indicating that, although useful, FVO missions put a significant
burden on the CAs and should therefore be conducted ot textent they are necessary.

At the same time, the majority of MS consider the FVO inspections very relevant and
effective in verifying and improving MS emergency preparedness, as discussed below under
EQ/4, while 4 MS considered the current frequendysudficient, with 3 MS indicating that

the conducting of inspection missions every 5 years, and for 1 MS even more frequently,
would be more appropriate (Q 16.b and I6E6CEC survey results).

However, the need to improve frequency becomes more ewdent considering that the

CPs of the EUL5 MS were last reviewed in 192903, while those of the new MS were
reviewed at the time of their accession to the EU; verification missions for the CPs on all
diseases for all 27 MS are therefore due to be choig from 203. In this context, it is
important to foresee a reinforced frequency of CP verification missions. Another justification
for improving the frequency of FVO missions is the fact that significant change tends to
occur at the level of staff irné MS CAs and other institutions and organisations involved; a

5 year rotation is considered by most experts as the minimum period required to keep track of
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significant changes and to ensure that t he
importent to deal with new emergencies.

If this increased involvement of the FVO to achieve a cycle of inspection missions every 5
years to verify sufficiently MS CPs was to result in an additional 5/6 missions per year, and
all other FVO work (e.g. missions on the monitoring and eradicatiggrgamames etc.) was to
continue as currently, it would result in an additional requirement for 2 more inspectors in the
FVO AH unit.

6.2.4 Relevance and effectiveness of FVO missions and reports (EQ E/4)

E/4 To what extent is the way of conducting FVO missionand drafting of reports
relevant and effective, aiming at a) evaluating the MS emergency preparedness, b)
improving the quality of the MS CP and c) providing input for their regular review?

Indicators 1 and 2:relevance and effectiveness of FVO missionsd reports

The FVO reporting format changed in 1999 and has developed substantially since then, due
also to new quality control procedures. Directly after the mission, FVO inspectors prepare the
socal l ed O6back to off i ce éssionggnaerecoramendations,ared ¢ o n
are most used by DG SANCO officers (see also EQ E/5). The final official FVO inspection
reports including MS comments usually take several months to be published.

Nearly all of the responding MS consider the way of condgdetVO missions and drafting

of reports sufficiently relevant and effective in achieving all of the above aims. HowéSer,

CAs generally tend to consider the way of conducting FVO missions as such more relevant
and effective than the drafting of FVO refso(Q 16.a and 16.d respectivélf-CEC survey
results), for which some improvements are suggested.

The relevance and effectiveness of the FVO inspections and reports was further analysed in
terms of fulfilling the key aims, as follows:

a) Evaluating MS emergency preparedness

While overall FVO inspections are seen as a very relevant and effective tool in evaluating
MS emergency preparedness, those conducted in case of emergencies appear to be less useful
than those relating to contingency planning as slicterms of improving the relevance and
effectiveness of FVO missions, more forward looking rather than backward looking
inspections may improve emergency preparedness, and in this context, CP verification
mission are considered to better serve this mepo

The reported shortcomings of FVO inspections, and in particular the FVO reports, are that
they tend to focus on legal analysis and formal aspects of compliance to the EU legislation.
Moreover, these reports are a snapshot of the situation at the momenthehmission is

taking place; if a MS is not acting correctly during an emergency, the FVO inspections
cannot change the situation when dealing with that particular emergency, although the FVO
findings, e.g. on shortcomings identified, could be usetlupostin the context of future
emergencies. Concerns have also been raised by the industry about the fact that these reports
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are usually published months after the occurrence of outbreaks and thus the information
contained therein may no longer be releanstakeholders.

The FVO points outs that currently the objective as laid down in the FVO mandate is to
undertake inspections to evaluate what action has been taken to respond to an emergency, but
in the context of emergencies, action is often takeheahighest political level in a MS and it

goes beyond the FVO role or power to analyse and assess such action.

b) Improving the quality of the MS CP
c) Providing input for their regular review

Nearly all of the responding MS consider the way the FVO missindseports sufficiently
relevant and effective in achieving both of these aims, although more in terms of improving
the quality of contingency planning in the MS and less in providing input for regular CP
review(Q 16.a and 16.d respectivélyrCEC survg results), As also discussed under Theme

B, FVO inspections are considered particularly relevant and effective in the process of CP
evaluation and follow up (Q 91/ FCEC survey results), and indeed are a key factor that
contributes to ensuring the impewent of contingency planning in the MS (Qi16CEC
survey results).

The verification by the FVO in its peer reviewing role is considered crucial for ensuring
effective contingency planning across the EU. The FVO CP verification missions carried out
in peacetime are indeed considered important for the technical advice they provide and thus
improving preparedness in MS, therefore the COM is encouraging MS to use them regularly.
These reports have been used more for example by MS engaged in signifiea(e.fadK,

NL). Stakeholders (e.g. Coffzogeca) have been consulting them on animal welfare aspects.

The FVO is preparing a template to be used for the reports of the CP verification missions in
2012, using as a model the 14 requirements laid dowreilCtntrol Directive for FMD as

this the most developed in terms of CP requirements (as already discussed under indicator 3,
EQ A/1). The FVO is prioritising requirements for reporting which, at the moment, stand as
follows:

 How are exotic diseases dealth in the MS?
1 How are MS prepared for emergency vaccination?
M Are simulation exercises carried out and how?

On the last point in particular, simulation exercises are seen by the FVO as a crucial aspect of
contingency planning as they allow MS to seedkient to which CPs are working; -tested
(nonsimulated) CPs can in practice be considered as useless (the importance of simulation
exercises is discussed further under EQ A/8).

The discussion with MS CAs during the case studies revealed that fudjheors and
guidance to improve CPs is welcome; however, the MS do not believe that more prescriptive
legislation as such can improve CPs (as also discussed under EQTW&®HVO does not
consider it necessary either to have more prescriptive EU legislats the role of an EU
intervention in this field is considered to be to provide general guidelines and leave leeway to
MS to adapt to their own circumstances. Also, it has been pointed out that, for the most part,

Food Chain Evaluation Consortium 107



Evaluation of the EU rapid response network, crisis management ammdwucation capacity regarding certain
transmissible animal diseas€&snal Report
DG SANCCEvaluation Framework Contract Lot 3 (Food Chain)

a CP is very useful in the first 36 hraun terms of guidance, for example, where to set up the
control centres, where to access phones, IT equipment and staff, who is in overall charge,
who should be contacted; and, at local level, what samples to take, what restrictions to
impose immediatelytc.. Thereafter, MS will proceed on the basis of the evolution of the
outbreak.

Having in place some guidelines could also provide better guidance and more focused FVO
inspections therefore improving the efficiency of the inspections. For exampl&\Vibe
reports on MS implementation of monitoring and eradication programmes are more detailed,
and this reflects the COM measures on specific diseases such as BT, CSF FMD which are
much more prescriptive.

Moving forward, it was noted thaMANCPs are checkkvia the FVO (at the end of the
planning year) to verify whether the MS system in place is effective aneplaaled.As,
there are links between CPs and MANCPs,af more consistent approach for the review of
contingency planning across the food safety and animal health fields, potential syaergies
the levelthe FVO inspections currently carried out in these sethers could be explored

In this case, regula€CP verification missions on the basis of gédar review cycle (as
discussed in EQ E/3) could be carried out by riiciplinary teams to cover the broader
range of fields falling under the MANCP. In addition, focused missions could be conducted
on spedic suspicion or evidence of shortcomings, and emergency missions (as currently
conducted) in the event of outbreaks, both of which would be conducted by experts in the
animal health field. The different levels of the potential FVO missions, their aighs an
required team expertise, are summarised in the following figure.

Figure 10: Potential levels of FVO inspection missions

multi-disciplinary integrated
Integrated missions expert team missions/ general
(MANCP + AH) audit
o small, focused suspicion or
Focused missions expert team (AH) evidence of

shortcomings

small, focused

expert team (AH) outbreaks

Emergency missions

Source: FCEC
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6.2.5 Use of FVO CP verification reports (EQ E/5 and EQ E/8)

E/5 To what extent are individual CP FVO reports and general reports used by
Commission's services to effectively evaluate MS emergency preparedness?

An internal audit carried out in 20@Gthin DG SANCOrecommends thddirectorate D[the

AH Directorate at the time of audghould ensure #t it benefits fully from FVO expertise in

the process of risk assessment and risk management of animal disease outbreaks. The FVO's
overall involvement in this process should be clearly described in Directorate D's SOPs.

Also, the evaluation on the CAHRrried out by the FCEC in 2006 concludes that:

@®The use of FVO reports i n tnakeng@acessdHpmars on P (
to be relatively limitedat present and is therefore an issue worth pursuing. Some
interviewees mentioned that FVO reports could be more useful if they would give priorities
with regard to the risks and provide quantifiable indicators. Also suggestions were made to
extend the sqe of the FVO to include the provision of advisory services (e.g. to third
countries) and the appraisal of the relevance of the legislation. Currently the position is that
the objective of the FVO as laid down in its mandate is to undertake inspectiocasy so
extension to its role and scope would imply a change to its mandate. More generally, more
effective control of the implementation of EU rules would involve actions that go beyond the
FVO inspections as such, including increasing collective knowletigenerging risks and
training/awarenessaising of stakeholders and operators to understand risks. It would also
involve constantoordination and information exchange between DG SANCO, other relevant
Commission services (DG AGRI, Trade, TAXUD, OLAF) aedchaational authoritie® 0 .

The FCEC has sought to understand whether there has been any improvement since the above
conclusions of the internal SANCO audit and the FCEC evaluation of the CAHP. This EQ is
linked to EQ E/4.

Our findings indicate that sewaraspects have improved in the consultation of FVO reports

by the COM. I n particul ar, the various SANC
of ficed briefings, which are drafted I mmedi a
points (as thdinal report including MS comments can take months to be publisAsdhn

this report key information is already presented, the relevant DG SANCO units confirmed

that they take up the key messages in their further actions towards the MS and in discussions

at SCoFCAH. In case of severe shortcomings; !l | ed O0safeguard cell 0
with representatives of the FVO and the legal and enforcement units of DG SANCO, to take
appropriate actions.

At the level of the FVO,n assessing the preparednesd level of response action in MS,
before a mission the FVO consults its reports on other missions carried out, e.g. for the
purposes of identification/traceability and the MS country profiles, to check outstanding
recommendations (i.e. those FVO recoemuiations from other FVO reports which have not
yet been dealt with) and the progress made; the FVO alsoaltesks BT laboratory bio
security preparation reports, which are not published.

It is noted that FVO reporting serves different purposes ®wdifferent readers. While the
full inspection report is considered most appropriate for the MS being inspected and the other
MS and third countries interested in the detailed outcome of the inspection, the COM finds
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most useful, for the reasons outlindd @ v e , the short O6back to of/
COM acknowledges that there may be scope for a more synthetic report, to be produced for
example every two years, to provide an overview of the key findings of the FVO missions
undertaken, followup acivities and MS feedback including from seminars. The objective

would be to retain the main messages from the work carried out by the FVO and exchanges
with the MS over the past 2 years, and to eventually enable comparison over time, thus
serving once moréhe collective institutional memory both of the COM and of the MS. As

such, the lessons learnt from the synthesis report could directly fit into future-prliagpg.

These different levels of potential FVO reporting and their use are presented ithothenép
figure.

Figure 11: Potential levels of FVO reporting

to provide
Back to office addressed to immediate results
reports COM (within 2-3 days

of inspection)

to provide
Full inspection addressed to detailed and full
report MS/TCs outcome

(published several
months later)

to provide key

Svnthesi ort addressed to findings and
Jiissts Efger COM, MS/TCs lessons learnt
(every 2 years)

Source: FCEC

E/8 To what extent FVO activities and the way it is used in this framework (missions,
actions taken, follow up) contribute to support demonstration othe effectiveness of CP
to other trading partners?

As noted under Theme A, the EU veterinary system is seen as a model in other world regions,
including EU developed trading partners. For example, the experience and lessons learnt in
the EU from FMD outbreaks appear to have provided incentives and isuseidgs a model

for the review of CPs in the US and Australia. The EU approach and in particular the detailed

guidelines to MS for FMD are today considered the reference in terms of best practice

available on how to prepare contingency planning.

Third country trading partners are mostly concerned about the effectiveness of MS CPs in
practice i.e. about how MS deal with a disease outbreak when this actually occurs.
Nonetheless, the current system of FVO controls on MS contingency planning provides
reasswance to third countries, who value the credibility and accuracy of the results of FVO
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missions, because the FVO is seen to be an independent third body reviewing the actions of
MS CAs, i.e. the credibility of the FVO comes from providing independent sinaty MS
situations and actions.

This has not always been the casé,least not with all third countries. For example, back in
2004 at the accession of the 10 new MS, the US and Canada did not rely on FVO reports on
the animal health situation in thews MS and sent their own inspectors to these MS to check
their animal health system, and the application of Control Directives and contingency plans.
However, the US position is not necessarily followed by other third countries. Other third
countries, suclas NZ, accepted the EU assessment of the animal health situation in the new
MS. Another example is in the late 1990s, when two positive risk assessments on the EU
situation on CSF were carried out by the US competent authorities, which were nonetheless
nat accepted by Australia.

Concerning freedom from animal diseases, third country trading partners tend to rely mainly
on the OIE declarations of freedom from disease. Where there is absence of such provisions,
they do rely on their own risk assessmentgvan own inspections (e.g. USA). Although the
credibility of FVO reports seems to have increased, both for stakeholders and for third
countries, stakeholders in particular indicate that there appears to be less follow up by the EU
of the recommendationg 8VO missions in the case of third countries compared to the case

of EU MS. Pursuing a stricter follow up of the third country shortcomings identified by FVO
reports is considered by these stakeholders important in facilitating trade, and as such there is
a call for the COM to give more attention to this matter.

6.2.6 Follow-up activities and lessons learnt from FVO reports (EQ E/6 and EQ E/7)

E/6 To what extent have followup activities been completed by Commission services
regarding their own area of activity and by the MS CAs, in response to these reports,
e.g. followrup missions in the field further to action plans?

The evaluation of the CAHP carried out by the FCEC in 2006 reports that:

AFVO inspections play a key redComemunitnruleser i f yir
animal health in the MS and third countries. While overall these are appreciated, there is an
apparent lack of sufficient followp to the missions, and apart from the infraction procedure

there are no readily usable or proportionatenstions in cases where competent authorities

do not i mplement the recommendations of the

The FCEC has sought to understand whether there has been any improvement since the above
conclusions of the FCEC evaluation of the CAHP.

The currentdllow-up process of the FVO is as follows: an initial folloy is carried out (to

clarify points in the MS action plan or to request a response to issues that have not been
addressed) and assessed internally to propose actions and suggestions on how
recommendations may be further followegh. The MS country profiles (published on the

FVO website) provide information and records of FVO recommendations and how MS react:
only outstanding issues are reported in the MS country profiles.

Food Chain Evaluation Consortium 111



Evaluation of the EU rapid response network, crisis management amdwacation capacity regarding certain
transmissible animal diseas€&snal Report
DG SANCCEvaluation Framework Contract Lot 3 (Food Chain)

The majority of MS acibbn the FVO recommendations. In the visited case study MS, in
response to FVO recommendations, all requested fallpwactivities have been completed

by the CAs. Out of 141 mission reports on animal health 439 recommendations were made of
which 397 (90%) &ad been given follow up by MS (soure&VO country reports). Hence,

FVO recommendations have been given follow up by MS CAs in the vast majority of cases.

It is noted that this indicator should be used carefully. The FVO country profile report for
Polard e mp h a s i thee sumbeér ho& tecomim@ndations in this overview does not
represent, of itself, a measurement of the degree of responsiveness by the Competent
Authorities or of the seriousness of problems. Some recommendations may be related to
minortettni cal aspects while others may refer to

The use of FVO reports by the COM in its polieynd decisiormaking process continues to
improve (as also outlined in EQ E/5): FVO reports are targeted mainly to the EU dBean
COM tends to use the brief mission conclusions prepared shortly after the visit reports as the
full reports, including MS CA feedback, are published several months later.

E/7 What lessons have been learnt from these mission reports and possilalow-up on
MS CA activities and what was their impact on a) current legislation and on the new
AH Strategy, especially in terms of possible additional tools to those already existing,
and b) on FVO inspection mission practices or role?

FVO CP missionso BT in EL, IT, ES, PT in 2006 are all cases demonstrating that more
stringent requirements for BT surveillance were introduced in the EU legislation (the Control
Directive for BT was revised) based on the FVO recommendations to these countries. FVO
repors are considered in conjunction to scientific advances on the various diseases for
providing input to review EU directives, as is the case for example with the incorporation of
surveillance of low pathogenic Al strains into the relevant EU legislationalsot with
surveillance for BTV.

The FVO may raise the attention of DG SANCO on some legislative aspects in case, during
MS missions, gaps are found in EU legislation. These aspects are discussed internally within
DG SANCO. Although the FVO makes suggestions for development/improvemeBktd i
legislation, this activity does not fall under its mandate.

Lessons learnt from previous experience are important in updating CPs. The adaptability of
CPs depends in practice on the MS context and the disease. For example, CPs for BT were
adapted fbowing the 2008/09 outbreaks; some MS are generally better than others in
updating their CPs based on previous outbreak experiences.

6.3 Conclusions and recommendation§Theme E)
Key findings
Based on the FCEC analysis of the collected evidence baselltharfg overall conclusions

can be drawn on the FVO verification missions regarding CP in peace time (including
simulation exercises) and during and after outbreaks of epizootics:
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1 Several criteria are used by DG SANCO to plan the FVO CP misdiip&(1). Most
FVO missions on animal health follow outbreaks and/or CP verification (in particular:
Al, FMD, BT CSF, ASF), and follow up missions due to identified shortcomings, while
a smaller number of missions are related téucmled eradication programmes.

1 Generally FVO CP verification missions follow animal health emergencies: following
CSF (1997), FMD (2001) and Al (2003, 2006 RO), emergency preparedness missions
have been carried out for these diseases in subsequent5@dE42).

1 Although the current &quency of FVO inspection missions is considered sufficient by
the majority of MS EQ E/3), this is not sufficient when considering three other
indicators. These are: a) the importance attached by MS to FVO inspections for
verifying and improving MS emergey preparedness; b) that verification missions for
the CPs on all diseases for all 27 MS are due to be carried out fr&{tB@1CPs of
the EU15 MS were last reviewed in 192903, while those of the new MS were
reviewed at the time of their accessiam the EU); and, ¢) a 5 year rotation is
considered by most experts as the minimum frequency required to keep track of
significant changes occurring at the level of staff in the MS CAs and other institutions
and organisations involved.

1 Generally, MS consir the manner of conducting FVO missions and drafting of reports
fairly relevant and efficient in evaluating MS emergency preparedriels H/4),
although those conducted in case of emergencies appear to be less useful than those
relating to contingency piening as such; more forwatdoking rather than backward
looking inspections are therefore considered most useful and could fit within a broader
approach to the review of contingency planning under the MANCPs.

1 FVO reporting has improved since the last CA&lRluation was carried out in 2007,
although it is acknowledged that there is scope for further improvements in using the
FVO findings and follow upEQ E/5). FVO reporting serves different purposes for
different readers: while the full inspection repsrconsidered most appropriate for the
MS being inspected and the other MS and third countries interested in the detailed
outcome of the inspection, the COM finds
within 2-3 days after the inspection visit mosseful, and uses FVO reports as
background information for discussions about MS emergency preparedness at
SCoFCAH.

1 The majority of MS act on the FVO recommendations. In the visited case study MS, in
response to FVO recommendations, all requested fallowactivities have been
completed by the CAs. Out of 141 FVO mission reports on animal health, 439
recommendations were made of which 397 (90%) had been followed up HEMS
E/6).

1 FVO reports are considered in conjunction with scientific progress and prioyide
for reviewing EU directives (HPAI, BTV)HQ E/7). Lessons learnt from previous
experience are also important in updating CPs, although in practice the adaptability of
CPs depends on the MS context and the disease

1 Third country trading partners amgostly concerned about the effectiveness of MS CPs
in practice i.e. about how MS deal with a disease outbreak when this actually occurs, as
well asOIE diseasestatus declarations to establish freedom of disdaghis context,

FVO MS inspections provideesassurance to third countries, who increasingly value
their credibility and accuracy. Although in the past there appears to have been more
reliance on own third country risk assessments or inspections (e.g. USA), over the last
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decade third country acceyice of FVO mission reporting appears to have significantly
increasedEQ E/8).

Recommendations

On the basis of the above conclusions, certain potential improvements to FVO inspections
and reporting could be recommended as follows:

1. Following the conclusions &Q E/3, a 5 year cycle is considered the best approach for
FVO CP verification missions in the EU27. If the FVO was to achieve a cycle of
inspection missions every 5 years per MS to verify MS CPs sufficiently, this would
resultin an additional 5/6 missions per year, and assuming all other FVO work (e.g.
missions on the monitoring and eradication programmes etc.) were to continue as at
present, this would result in an additional requirement for 2 more inspectors in the FVO
AH unit.

2. Although more prescriptive EU legislation on CP requirements is not considered
appropriate, having in place some guidelines to further explain the CP requirements of
the Control Directives (see Theme A) could also provide better guidance and more
focused FVO inspections thereby improving the efficiency of the inspectle@QsH/4)

This is the case with the FVO reports on monitoring and eradication programmes, for
which the COM measures on specific diseases are more prescriptive.

3. To improve consistencynicontingency planning across all relevant sectors potential
synergies in FVO inspections for CPs and MANCPs (Multi Annual Control Plans)
could be explored. In this case, regular CP verification missions on the basis/eda 5
review cycle (as discussebove) could be carried out by medisciplinary teams to
cover the broader range of fields falling under the MANCP; in addition, focused
missions could be conducted on specific suspicion or evidence of shortcomings, and
emergency missions (as currentiynducted) in the event of outbreaks, both of which
would be conducted by experts in the animal health (€@ E/4).

4. In terms of FVO mission reporting and improving the usability of FVO reports by other
COM services, i n ad dte-affii ocne 6t oa ntdh ef ud U r riennstp
there may be scope for a more synthetic report, for example every two years, to provide
an overview of the key findings of the FVO missions undertaken, falipwactivities
and MS feedback including from seminais) E/5). As such, the lessons learnt from
the synthesis report could fit directly into future poliogking.
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7 Theme F: the information flow in case of epizootics as well as the
cooperation between MS CAs and stakeholders during CP elaboration
and implementation

7.1 Background

The specific objective of this theme is to evaluate the degree of stakeholder involvement and
coordination betwen MS CAs and stakeholders in preparing and updating the CPs and
during implementation (including simulation exercises); and, the MS communication systems
in case of epizootics between neighbouring MS and with neighbouring third countries,
towards third contry trading partners and towards different groups of stakeholders (farmers,
agrofood industries, and also, citizens/consumers).

Some of these issues have been extensively addressed in Theme A, in particular the extent to
which stakeholders are involvad the different phases of CP development (EQ F/1) and
cooperation between neighbouring MS and/or third countries (EQ F/3). Therefore, the
analysis here focuses more on the information flows between the different actors during
animal health emergencies.

7.2 Findings

7.2.1 Involvement of stakeholders in CP development (EQ F/1)

F/1 To what extent have MS CAs involved the various stakeholders in the conception,
drafting, preparation, updating and amendment of the CP to facilitate their effective
cooperation and coordnation during implementation (eventual reasons of an absence of
cooperation)?

This aspect has already been address&®ir\/1 (indicator 5) andEQ A/2, by highlighting
the advantages and disadvantages of the current stakeholder involvement in CP amtelopm
as well as the need for having a clear and defined rule on this in the EU legislation.

Our analysis shows that the participation of stakeholders contributes in several ways to
improving the quality of contingency planning. It concludes that, at hrmenmt, stakeholder
involvement in MS contingency planning can be encouraged and reinforced through the
introduction of a general provision on this in the CP requirements of the Control Directives,
rather than more descriptive legislation.

7.2.2 Communication beween the CAs of neighbouring MS and/or third countries
(EQ F/3)

F/3 To what extent is the MS CA communication with the CA of neighbouring MS (or
neighbouring third countries) on epizootics appropriate and what additional measures
should be taken?

One of the key activities of the rapid response and emergency network is the notification of
outbreak occurrence by the affected MS CA to the CA of other MS and/or third countries and
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the COM. In order to ensure a rapid exchange of information betweemativmal CAs
responsible for animal health and the COM on outbreaks of contagious animal diseases, the
EU has provided the legal basis (Council Directive 82/894/EEC) for a computerised
information system (ADNS/ADIS) which alerts Commission services and Gfgef
Veterinary Officers (CVOs), within 24 hours of confirmed primary outbreaks. Annex 1 of
this Directive lists the animal diseases subject to notification. With regard to third countries,
this usually occurs through the EU via notification to the OIENUA (World Animal Health
Information Database) interface. While further details on ADNS/ADIS as an information tool
are provided in Theme C, this EQ examines the communication and information flows
between MS.

The improvement in cooperation/coordinatiogtween countries is expected to be paralleled

by improvements in the communication flow. Although this has generally been the case, as
discussed below, there is still scope for improvement, particularly between MS that have not
as yet developed a traditiof cooperation and with third countries.

As also reported undétQ A/3 and EQ A/4, over the last decade significant progress has
been made to reinforce cooperation/coordination activities between MS CAs, as a
consequence of the lessons learnt from ribgative impacts of the lack of cooperation/
coordination. An initial iday conference on coordination between MS CAs, including
communication during epizootics, has been identified as a potential suitable improvement
(see recommendation 5, Theme A). Iseaf epizootics, regular reports are also published in
the SCoFCAH website within 24 hours from the end of emergency session of the SCoFCAH,
which provides the framework for the COM to work in cooperation with the affected MS
(and where needed with neighlring third countries), so as to ensure the maximum
transparency on the evolution of disease outbreaks.

A number of recent positive cases of cooperation/coordination actiiogdseen MS
confirming this encouraging trend have been provided in ThentQAA(3). In particular, as
mentioned in EQ A/4 (indicator 1), the recent Schmallenberg outbreak has provided the
opportunity to finetune the mechanism of risk communication between the affected MS and
the COM. Several incentives have been undertaken wiaglke improved the information
flows between the MS, such as the creation of a specific website with all the relevant
information on SBV2, the organisation of a etegy scientific seminar on the "Management

of the Schmallenberg Virus", and the sharingheflatest scientific findings with the OIE.

On the communication side, several elements have been, however, identified by some MS
CAs, as well as by EU stakeholders in need of improvement, such as increasing the speed and
transparency of the informatidlow, avoiding or overcoming the conflict of interest between

the economic and health interests, and establishing principles regarding the communication
flow across EU MS and with relevant stakeholders.

In terms of additional tools to improve communioatiflows between MS, one MS indicates
that it would be good if the COM encourages MS to improve the level and detail of their
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databases providing also input to ADNS/AB]|®/hich in case of emergencies can be used to
provide data to other MS and the COM.

Although cooperatiofetween MS and neighbouring third countdes improved over the
years (with several positive examples identified in EQ A/3), communication has sometimes
proven more difficult for some MS due to a lack of commitment or communication of
neighbouring third countries.

Beyond the communication in the context of cooperation initiatives between specific MS and
neighbouring third countries, communication with third countries on animal health issues is
mainly conducted at MS and EU level ‘e OIE. Over the years, the EU has developed a
number of instruments and incentives in the animal health field which have increased its pro
active, transparent, and timely role in cooperation/coordination with neighbouring third
countries during emergers.Some of these instruments directly involve the development of
animal disease CPs, others are related to cooperation activities which cover specific element
of contingency planning (e.g. vaccine bank for FMD, and BTSF training). In particular, the
following initiatives are currently running:

f In the context of the European Neighbourhood Policy (ENRh individual ENP
Action plan, including approximation to EU animal health legislation, is drafted
jointly by the COM and the partner state. Also for tastern Partners (Armenia,
Azerbaija, Belarus, Georgia, Moldova aridkraine) one initiative has been started
by the COM in 2008 and inaugurated in Prague in 2009. Its main goal is to provide
these countries with an institutionalised forum for discussieg frade deals and
strategic partnership agreements with the EU's eastern neighbours. In the trade field,
Deep and Comprehensive Free Trade Agreements (DCFTA) are foreseen to be
negotiated with different eastern partners, where a special SPS chaptdmaclu
animal health is envisaged. DCFTAs are a part of broader Association agreements
foreseen to be negotiated and signed with some of these countries. Ukraine is ready to
sing a DCFTA this year, while the COM is planning to start negotiations on such as
agreements with Georgia and Moldova next year.

1 Support to draft CPs: This activity currently takes place in the context of twinning
programmes or EU advisory groups in Ukraine, Georgia, Armenia and Moldova.

1 BTSE training of officials and veterinaries ihitd countries. The initiative includes:
field, laboratory and diagnostic training andlext training (e.g. on ASF in Ukraine).

1 Cooperation between the EU and neighbouring third countries on specific di&eases
several examples of cooperation on FMD, ASFSF, rabies and PPR. Under the
EuFMD’® several actions, including the supply of FMD vaccines by the EU vaccine

® This MS has recently developed an Animal Disease Informatigste®n which gathers all information on
outbreaks, suspect or confirmed cases by specifying date, place and number of infected animals. All local and
national authorities have direct access to this database.

" This covers East European countries and Magdntiellle East (Algeria, Armenia, Azerbaijan, Belarus,
Egypt, Georgia, Israel, Jordan, Lebanon, Libya, Moldova, Morocco, the Occupied Palestinian Territory, Syria,
Tunisia and Ukraine).

8 See also GHADs for Europe- Regional Activity Report 2010/2011. The GF TADs (Global Framework for
the progressive control of Transboundary Animal Diseases) is a joint FAO/OIE initiative

" The EuFMD is a regional body specialised in supporting membentriesi (currently 36) in the European
region to prevent FMD, through actions-aalinated with those of the EU through EEANCO. The EuFMD
Commission supports risk reduction in the Ewaip neighbourhood, under the @alination mechanism of the
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bank to the Caucasian region (e.g. Turkey and Georgia); cooperation with eastern
European third countries on A8Fcooperation activities orabie$’; on CSF, EU

project in Western Balkans under the EU-poeession mechanism; on PPR, EU
support to Turkey for animal identification & mass vaccination;

Early Warning systenmdisease notification is made directly to SANCO;

TAIEX: workshops and exgt missions at the request of the trading partner. A
TAIEX expert mission was carried out in September 2011; another mission is
foreseen in Armenia in 2012. Also, a workshop on future challenges for veterinarians
in the EU and neighbouring countries vaaiganised in Budapest in April 2011 by the

EU presidency and TAIEX;

1 Potsdam Groupn the context of the European Council, this Group deals with certain
veterinary agreements with third countries. It is made up of MS that, for particular
reasons, have consolidated relations with TC partners and they represent all 27 MS in
negotiations.

T
T

The expectation of both MS and of the COM is that communication can improve further, as
bilateral and multilateral relations improve, promoitg@r alia by an approximation between
the EU27 and neighbouring third countries in the context of the abiiagives.

7.2.3 Communication between the CAs of MS and third country trading partners (EQ
Fl4)

F/4 To what extent is the MS CA communication on epizootics with the CA of trading
partners (to which animals or risk products has been exported) appropriate and kat
additional measures should be taken?

Indicators 1 and 2: Current information flows with trading partners during epizootics

As already discussed under EQ F/3 in relation to communication with neighbouring third
countries, primarily this role is letb the EU. As a routine, DG SANCO informs all DGs
concerned and certain third countriethe candidate MS, countries with which the EU has
concluded trade and cooperation agreements, and the other main trading $pafthers

West Euram FMD Roadmap which aims to achieve FMD control by 2020 in 14 countries which have endemic
FMD in all or part of their territories. It has developed the Progressive Control pathway (PCP) for FMD to assist
national and regional actions in this region. Bhe=MD implements projects in the Caucasus, Turkey, Syria,
Iran and Egypt aimed at progressive FMD control and thereby reducing risk to EUFMD member countries.

8 EU VET mission in Ukraine (Aug. 2010); EU BTSF sustained training missions in November 2011 in
Belarus, Ukraine and Moldova; EU BTSF laboratory training workshop in Vilnius, Lithuania, for Russia,
Ukraine, Moldova, Belarus, Georgia and Armenia (December 2011); EU ASF Risk research programme (Ended
September 2011).

81 EU eradication projects are going in the countries boating the EU to the northast, and w-going EU

project in Western Balkans.

%2 Within the COM, there is a division of competences between DG SANCO and DG TRADE for export
matters. When a veterinary agreement or an agreement wiiP@rchapter exists (i.e. currently with the US,
Chile, Canada, Russia, New Zealand), DG SANCO has full competence, including communication. Veterinary
agreements help ensuring a waHuctured dialogue between the EU and third countries. When the export
competence is with DG TRADE, this DG is also competent for the communication. In both cases, use is also
made of the EU Delegations in third countries to ensure proper communication with the third country CAs and
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