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Terms of Reference . efsam

European Food Safety Authority

1.A preliminary analysis of the likely epidemiological scenarios that could be
observed in the next months, based on the existing knowledge on viruses of
the Simbu virus serogroup and other vector borne epidemics in the region -
6 February

2.An analysis of the epidemiological data already available, taking also into
account the expected seasonal pattern of virus circulation. This analysis
should also include the information on the transmission routes for the virus -
31 March, regular updates every two months

3.Guidance on data to be collected in Member States. This may include the
development of a case definition, data sets at both individual and herd level
and minimum reporting guidance on epidemiological investigations to
facilitate a future assessment of the impact of the infection and the risk of
Spread.

4. A report on the overall assessment of the impact of this infection on
animal health, animal production and animal welfare together with a
characterisation of the pathogen - 31 May.
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MS Adult animal Offspring
DE N/A Increased occurrence of malformations of the arthrogryposis hydranencephaly
syndrome (AHS) in calves and lambs
NL Acute diarrhoea, dip in milk production, fever or any | Any malformed calf, goat-kid or lamb
other clinical suspicion naotified by farmers who ask for
exclusion of SBV (as cause of the clinical problems) by
diagnostic testing of (blood) samples.
BE Bovins avec forte température, chute de la production | Ovins, caprins, bovins: taux anormalement élevé de mortinatalité ou
laitiere et diarrhée d'avortements, malformations a la naissance telles que malformations des
articulations, hydrocéphalie
UK N/A Arthrogryposis or profound congenital nervous signs (obtundation (“dummy”
presentation), blindness or marked paresis / paralysis) in a ruminant neonate or
foetus and, in addition, for neonates and foetus from ruminant dams imported
from mainland Europe in 2011, any stillbirth, weakness or disease with nervous
signs.
FR N/A Cas clinique suspect dans le bandeau nord-est : Alsace, Lorraine, Nord Pas de

Calais, Picardie, Champagne, Ardennes

Premier cas de bovin, ovin ou caprin, (i) avorton ou nouveau-né, malformé
(arthrogrypose, raccourcissement destendons du jarret, déformation de la
machoire, hydranencéphalie, torticolis...) ou (i) nouveau-né présentant
destroubles neurologiques (paralysie flasque, mouvements exageérés,
hyperexcitabilité, difficulté a téter, ataxie,...).

Cas clinique suspect sur le territoire métropolitain hors bandeau nord-est

Deuxieme cas (ou plus) de bovin, ovin ou caprin (i) avorton ou nouveau-né,
malformé (arthrogrypose, raccourcissement des tendons du jarret, déformation
de la machoire, hydranencéphalie, torticolis...) ou (ii)nouveau-né présentant des
troubles  neurologiques  (paralysie  flasque,  mouvements exagéres,

hyperexcitabilité,difficulté a téter, ataxie,...), survenant dans une méme
exploitation au cours d’un trimestre.
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NL DE BE UK FR
Cattle 3 7 4
Sheep 85 263 75 11 50
Goat 5 10 1
Moy R North of France:
Westphalia, )
Lower Saxon AEME, AULE:
Schleswia- Y| Most Calvados, Haute-
All WIg provinces Norfolk, Marne, Meurthe-
: Holstein, .
provinces : with a | Suffolk, East | et-Moselle,
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« SBV infection is responsible for the clinical
syndromes reported.

e Clinical signs similar to the ones caused by
Infection by other Simbu serogroup virus eg
Akabane and Aino - Impact on animal health and
welfare

 SBV is similar to Akabane and induces strong
Immunity in infected animals.

 SBV is like other Simbu serogroup virus a vector
transmitted infection
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Animal species |Infection  April |Infection August|Infection
2011 2011 October 2011
Lambs August 2011 December 2011 |February 2012
Calves November 2011 |March 2012 May 2012
Goat Kids August 2011 December 2011 |February 2012

Considering an average gestation period of 150 days
INn sheep and goats and 280 days in cows it could be
expected that the majority of the deformed lambs
would be born from December to February and the
majority of deformed calves after March
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Likely epidemiological sce

* A: Areas where a recent incursion might have occurred in a
naive population causing clinical disease in adult animals and
malformation in lambs and calves.

*B: Areas where incursion occurred in the past and part of the
ruminant population is immune and where congenital
malformations are not observed or observed at a low level
(mainly not reported).

*C: Areas where no virus incursion has occurred and a
susceptible population is present.
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Representation of the transmission process and its relation with the basic

reproductive number. P is referring to a primary case and S to a secondary
case.

O Susceptible
‘ Immune

® cinca

The threshold conditions that determine whether an infectious disease will
spread in a susceptible population when introduced are characterized by
the so called RO (basic reproduction number)

oif RO < 1, the modelled disease dies out

if RO > 1, the disease spreads in the population
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Hypothetical SBV spread sc

Rationale behind the use of BTV8 information and
model to construct epidemiological scenarios:

BTV8 Is an exclusively vector transmissible disease as are
other Simbu group viruses

*BTV8 and SBV are circulating in the ruminant population

sInformation is available regarding BTV8 in Europe whereas
there has only been one case report for viruses of the Simbu

group in Europe.
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In order to generate possible epidemiological
scenarios in relation to the spread of the virus,
several modelling assumptions were made:

*The EU ruminant population is susceptible.

*SBV infection is assumed to be exclusively vector-
transmitted and the transmission is similar to that of BTVS.

*Vectors are evenly distributed over the whole of Europe.
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Scenario | - spread of SBV, nl vectors per

host, average temp 10 Mav_@ g3 viraemiall~

n1 Vectors

- spread unlikely
- spread likely
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Scenario Il - spread of SBV, N efsam
host, average tem
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h3 Vectors

I:l spread unlikely
- spread likely
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h2 Vectors

I:l spread unlikely
- spread likely

a i Committed since 2002
~#/ to ensuring that Europe’s food is safe 13




»*
x
L
¥

efsam

European Food Safety Authority

Uncertainties

Viraemia duration in naturally infected animals and the range of suscepti species
is currently unknown

Other routes of transmission such as direct transmission cannot be excluded and
the epidemiological role of transplacental transmission is unknown

Risk factors related to animal production and management such as exposure to
vectors or gestation period at the time of infection are also not fully understood

Antibody detection is restricted to the virus neutralisation test and indirect immune-
fluorescence test, no high throughput antibody detection serological tool for large
scale surveys is not available.

Our knowledge on the geographical distribution of the disease is based on the
reported cases, mainly of lambs, calves and kids showing malformations of the AHS
type with laboratory confirmation of SBV infection by RT-gPCR.

It cannot be excluded that a much larger geographical area is affected due to
under reporting
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Recommendations

oIt is recommended that close monitoring of possible public health impact is
continued by ECDC and EFSA and the situation reassessed in light of any
further scientific/epidemiological findings.

In order to assess the impact and spread of SBV infection at EU level
surveillance data should be collected and shared between Member states.
This should include data from serological surveillance in areas where SBV
has yet not been reported.

eIt is recommended that a harmonized case definition is used in all MS in
order to facilitate data comparison and analysis at the European level.

anfive,
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More information is needed on;

v'Serodiagnostic tests to detect past exposure to SBV in animal populations
iIn Member States

v'Evaluation of immunity status, including an assessment of whether adult
animals exposed to infection develop a strong and long-lasting immunity to
SBV

v Transmission routes, including improved estimates of viraemia duration,
vector competency and vertical transmission in vectors, as well as direct
and transplacental transmission in ruminant hosts
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sFactors that could influence the spread of the disease

eSerological surveillance data in areas where SBV has yet not
been reported

Data on animal health and welfare impact of SBV
eQuantification of the numbers of newborn malformed animals

and its relation to the number of infected mothers during the
gestation period

e
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Case definition proposal

Foetuses and neonates

Suspect case : Arthrogryposis hydranencephaly syndrome (AHS) in ruminants
(stillbirths, premature births, mummified fetuses, and dysfunctions or deformities
of foetuses or liveborn neonates including arthrogryposis, hydranencephaly,
ataxia, paralysed limbs, muscle atrophy, joint malformations, torticollis, kyphosis,
scoliosis, behavioural abnormalities and blindness )

Confirmed case : Confirmation of viral infection by RT-PCR, Viral isolation or
other method of pathogen detection

Past Infection cases in dams

Suspect case : Ruminants with pregnancies resulting in AHS

Confirmed case : Confirmation of viral infection by ELISA or other method of
indirect detection.

Adult animals
Confirmed case : Confirmation of viral infection by RT-PCR, Viral isolation, ELISA
or other method of pathogen or indirect detection.
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Reporting period: August 2011 to the date of transmission of data
Animal species: Ruminants

Unique herd identifier: Anonymised, unique at country level
Geography : Country and region

Time point: Date of first suspicious report

Risk factors: production system and animal movements

Herd/flock level statistics: number animals, females of breeding age,

pregnant, live births, still births, abortions, dystocia, ahs cases, acute
symptoms, deaths, animals tested, animals positive

anfive,
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xEx PRAPeR/MRL workspace : IT WG : Advisory Forum : BIOHAZ Workspace : Statistical Network : Library and Archives : Scientific Cooperation

x . Workspace : PRAPeR Workspace : Proofreading Task Force : Mission Order & Reimbursement, Chrono-In Workflow : Joint Science Workspace :

» Assessment Methodology Workspace : DOI Survey Community : NOYEL INFLUENZA ¥IRUS : Administrative information : Executive Directorate :
o efsa - 02.5CUBA DI¥ING : Future Challenges to EFSA : Information Exchange Platform : GIS Community : Expert Database Efsa : INTRAMNET :

Eu n Food Safety Authority You are here : PRAPeR /MRL workspace > MRL Enforcement

Pilot for XML Data Submission

Access the Data Collection Framework (DCF)

The DCF Is a secure web portal which supports the
submission and validation of datasets transmitted
to EFSA for use In risk assessment

20
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7l..»A B c D E F G - I J K L M XML Source v x|
i8 herdiD B2 countryBd| NUTScode B NUTSregiBd speciesBd| speciesTBE production Bl animalm B4 firstR B4 firstREd| firstRBd animals B femaleBreed B ML maps in this workbaok:
2 0001 I 1mos2 Parma 581 Cattle (bov N N w2 2 s 50 48 |_| [sprerd_map v
3 |ITooo2 IT ITD54 Modena 6581 Cattle (bov N Y 2012 2z 6 123 120 = ﬁ “EvHerd =
4 1T0003 T 1TD5 Bologna 10061 Sheep N N 2012 < ] ) 20 =15 Herds =
5 [IT0003 1T ITD5 Bologna 10061  Sheep N N 2012 2 6 234 200 % herdID | -
6 .l : il — "|" )_.,|_

_7 | To map repeating elements, drag the

=

4 » M| Herd dataset . lookup nuts %3
Ready | I |

XML schema mapped within workbook
Drop down list for controlled terminologies

XSD available to support automated data transfers

i
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= e - - JE SchmallenbergHerdLevelTemplatexls [Compatibility Mode] - Microsoft Excel Tabl

[ e

Home Insert Page Layout Formulas Data Review Wiew | Dieveloper Add-Ins l De
. 3 Record Macro | @ B gpmperties
% % @ Use Relative References = gl View Code
Wisual Macros Insert Design
Basic _'E Macro Security - Mode # Run Dialog

Code ‘Controls
Al v fe | herdiD

3 IToc02 T ITD54 Modena 6581 Cattle {(bov N Y 2012
i IToo03 IT ITDS Bologna 10061 Sheep M M 2012

Click on the export button in the Developer tab of Excel and select the
location on the local PC to save the XML file
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;\t;.l'} [ _ htkp: ffdcf-Frontend0z : G0a0) dcf -war fdc ﬁ' - C".'l [i‘* Google

ﬁ Maosk Visited D Getking Starked @ Latest Headlines D ArcGIS Manager D Bugzilla _ dcf D EFSA European Food ... D EF

x>

.
* ttf
- eTSdm
European Food Safety Authority
Data Collection Framework

Welcome. Please, log in to your account.

Username |richaja

Fazsword |||||||||||| |

[Forgot your password® Click 2678 to request a new one.]

URL for DCF: https://dcf.efsa.europa.eu/dcf-war/dc
Login with user name and password

aPNive,
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| 4o - RichardsonDP v | Hello Jane RICHARDSON! EFSA

Data Upload
i pload |

= —Jdata collections AData Collection Data
-] PESTMATRIX0g =
[ FIMAL_MOFEF._ng-DICF [transmitted ﬁlss] [close] [new transmission] i
gg?;%ﬁfig?;@?;ﬂ Herd/flock level data reporting table for SEY
] A e ®ED SBV Herd/flock level
F- ] Countryog
) SEDCATALOGUES [search ] [download data]
(J TRAIN_MOPER_og_DCF
#- (] TICK_DISEASE_DISTRIBUTIOlN |ID DATA D TEX_ID controlMeasure  foodChain z;
E-CJSBV_12

“[) transmissions
(J TRAIN_MOPEE._10
' [JEMO ARTHREOPOD ARUNDA
# JNTO_Arthropod_Codes
CJPEST EXP_SURVEY
(] SAMPMDog
# [ PARAMPFPOO

1) Click on + button to view data collections
2) Click on SBV_12
3) Click on “new transmission”

i
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| 4o - RichardsonDP | Hello Jane RICHARDSON! EFSA
%; Data Upload |
‘_Jdata collections Diata Collection Data /Lipload page
(] PESTMATEIX00

% () FINAL_MOPER, 0o-DCE

[ TICK_PATHOGEM_CODES

(CJCT_PEST_EXP_SURVEY Filename Input file File Type
I:lCuuntryug SBY_HERD -
[ SSDCATALOCGUES Herd/ flock
) TRAIN_MOPER_og DGF level data \Hismallenbergi¥sDiTe| Sfoglia.. J|1{ML-1{ML flo ) edschema
(I TICK_DISEASE_DISTRIBUTION |rEporting

ISBV_12 table for SBV

") transmissions
[ TRAIM MOPEE. 10
1 GMO_ARTHROPOD ABUNDA
I NTO_Arthropod _Codes
) PEST_EXP_SURVEY
[ SAMFMDag
[ JPARAMFFEOG

1) Locate file on local PC with browse button
2) Select XML file type
3) Click on “send”
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| 6¢ - RichardsenDP v | Hello Jane RICHARDSON! EFSA

J Data Upload |

= =jdata collections Ny transmissions
[ JFESTMATRIXOg
(JFINAL_MOFER_n0g-DCF [open] lcancel] [close] delete | | delete data ldonwload] [donwload allJ
[ TICK_PATHOGEN _CODES
[JCT_PEST_EXP_SURVEY transmission Set id transmission date original filenamy status acc
Count
e 7ee O «237347 06/02/2012

(] SSDCATALOGUES
) TRAIN_MOFER_og_DCF
) TICK_DISEASE. DISTRIBUTION | L 0 7347 8722 06/02/2012 TestData
BBV 1z

[ ) transmissions
() TRAIN_MOFEF_10
] GMO_ARTHROPOD_ABUNDA
COWTO_Arthropod_Codes
() PEST_EXP_SURVEY

Proposed, Valid, Current,
rd.xml Inserted, Fk Validation ok, Richar
BR validation OK

1) Click on transmissions to see all files submitted by your organisation
2) Check status of transmission

3) In case of validation errors contact EFSA data managers
SBV.AHAW @efsa.europa.eu
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Regular updates
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Areas affected
Confirmed cases in
holdings by date of first
suspicion

Morbidity and mortality
rates

Refinement of
epidemiological scenarios
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Case level — linked results for dams of AHS births
and resulting AHS cases, birth cohorts

To faclilitate future epidemiological research
Including a better understanding of morbidity, the
case fatality rate, duration of symptoms, risk period
for infection during pregnancy, role of
transplacental transmission and other risk factors.
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DCF can act as a data hub for sharing validated
epidemiology datasets

Access according to national data access
policies
All affected holdings must be anonymised
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Harmonised case definitions

Links to other EU datasets (EUROSTAT, TRACES)
Case level data

Access rights

Official reporting organisations
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