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Administrative background - GERMANY
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Shared responsibility in Germany

* Inspection, monitoring, surveillance is within the responsibility of the
16 federal states (regional and local level).

* Their ministries and subordinate authorities
act on their own responsibility.

« The 16 federal states coordinate their work &} schleswio-
in working groups and invite the federal "°"°"e'"r“ -
authorities to contribute and cooperate. i S P e
8 ¥ Bremen "% Braidenburg
* Risk assessment and risk management }oye@m S} g pern
are not divided. Borniine. . B Swom-
Westphalia ./~ Anhalt 5 Saxbf;-y’
. &8 Thuringia
. EJHesse.
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Germany within the global food safety network

Risk Assessment Risk Management
Global FAO & WHO Codex Alimentarius Commission
expert committees & Member States
¥ * FVO
b " Food and
¥ 2
Europe " Efsa B3 Kk Veterinary
European Food Safety Authority Ez:xs:m Office
% Federal Ministry % Federal Office of
— BfR of Food Consumer Protection
Germany r 7( and Agriculture and Food Safety
Bundesinstitut fiir Risikobewertung
National Level » Risk assessment
» Risk communication » Risk management
» EFSA Focal Point » RASFF Contact Point
» Research
16 Federal States Inspection, monitoring, surveillance
Industry Self-monitoring, HACCP, GMP, GHP, QM
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Spanish Food Safety and Nutrition Agency (AESAN)

T
\
Risk Management
Scientific committee Risk Communication
Experts panels Legislation
Data bases Food register Webpage
Food consumption Codex secretariat Press office
Food composition RASFF/SCIRI Publications
Official control & Communication
coordination strategies
: " v EFSA FOCAL POINT
- -efsa- v RASFF FOCAL POINT
European Food Safety Authority ‘k « v INFOS AN —

~1RASFF EC

Rapid Alert System for Food and Feed




Microbiological risk assessment (MRA) —
general aspects
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Risk Analysis framework

Hazard identification
Hazard characterisation
Exposure assessment
Risk characterisation

-Science based-

an

Risk evaluation

Option assessment
Option implementation
Monitoring and review

-Policy based-
/ -

Risk Management

~

-

Risk Communication

~

\_

assessors and stakeholders

Exchange of information
about risk between

J
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Philosophy of Risk Assessment

» |dentify potentially hazardous situations
= Estimate the uncertainty associated with the analysis
= Provide alternative options to reduce a possible risk

» Estimate the adequateness of those options

= Application of the precautionary principle which means:

Particularly applicable during food-borne outbreaks
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Microbiological Risk Assessment (MRA) scheme

Statement of Purpose

l

\ 4

Hazard Identification

|dentification of agents capable
of causing adverse health
effects and which may be
present in a food

Exposure Assessment

!

Evaluation of the likely
intake of agent(s) via food

Risk Characterization

\ 4

Estimation, including
attendant uncertainties, of
the probability of occurrence
and severity of known or
potential adverse health
effects in a given population

Hazard Characterization

Evaluation of the nature of
the adverse health effects.
A dose-response
assessment should be
performed if data is
obtainable
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MRA using the EHEC crisis in Europe 2011
as a real example

A. Buschulte, 27.08.2019, Latin American Risk Assessment Symposium, Montevideo, URY = )C B'FR



E. coli O104:H4 outbreak Germany 2011 — at a glance

Cases: 3.793 (2353 hospitalized, 53 death) cases in Germany

and cases in 12 EU Member States, Switzerland,
Canada, USA (all with link to Germany)

Setting: Disseminated cases
(restaurants, hotels, canteens, household)

Evidence: Cohort-stud, and
network analyses (delivery chains of sprouts and seeds)

Causative food: Sprouted fenugreek seeds from Egypt

)
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Hazard identification

Activities in a foodborne outbreak:

Characterisation of the disease-causing microorganism

= v Characteristics of the outbreak strain
= v Occurence of the agent in different matrices
= v Tenacity of the agent and influence of food technology

- no knowledge; assumption: comparable to EHEC O157:H7
= v Treatment procedures for seeds

- not all of them able to inactivate EHEC

Hazard |dentification

A. Buschulte, 27.08.2019, Latin American Risk Assessment Symposium, Montevideo, URY




Hazard |dentification

Outbreak strain E. coli O104:H4 - characterisation |gentiication of agents capable

of causing adverse health
effects and which may be
present in a food

Hybrid pathogenicity characteristics EHEC/EAEC » ,EAHEC*
stx2a (Shigatoxin 2)-positive '
enteroaggregative (AAF/I fimbrial cluster) EAgg E. coli O104:H4

» Aggregative adherence (AA) means effective and long colonization of humans
» Production of Stx2a associated with effective and long intestinal colonization

v
High virulence

A. Buschulte, 27.08.2019, Latin American Risk Assessment Symposium, Montevideo, URY




Hazard |dentification

E. coli O104:H4 - occurence Identification of agents capable

of causing adverse health
effects and which may be
present in a food

Germany and Europe:

Food: none

Animals: none

Environment; none

Human: 1 case Finland (2010)
2 cases Germany (2001)
(2 cases Georgia (2009))

Very rare strain
Never found in animals or food so far
Assumption: reservoir in humans

A. Buschulte, 27.08.2019, Latin American Risk Assessment Symposium, Montevideo, URY - = B'FR



E. coli O104:H4 — occurence during outbreak Hazard Identiication

Identification of agents capable

of causing adverse health

Laboratory investigations effects and which may be

present in a food

Food samples Other samples
844 Cucumber 174 swab samples
805 Tomatoes 172 water (irrigation and
947 Salad processing)
170 Strawberries 16 environmental samples
165 Bell peppers
64 Asparagus Stage of sampling
154 Seeds _
1043 Sprouts * Food retalil
75 Milk *  Whole sale
3433 Other food » Outbreak locations, e.g.
restaurants, canteens
Total EU
10392 samples taken
Laboratory analyses at BfR N
41 samples stx positive
SampleType Sample Number 7 samples positive for 0104:H4
DNA 14
Isolates 27
Vegetables™ 73
Seeds 58 \ /
Sprouts 329
Water 41
Other 33

*Vegetables including cucumbers, tomatoes and lettuce
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Hazard Characterization

E. coli O104:H4 - dose response assessment g L
A dose-response
assessment should be
performed if data is
obtainable

Activities in a foodborne outbreak:

Characterisation of the hazard potential of the microorganism
and the pathogenesis with consideration of the intended use

(??
Infective dose of E. coli 0104:H4: unknown? [ ?
‘) ? 9 ?

EHEC 0157: )
» infection dose is very low and

= amounts to less than 100 germs

Assumption:
no multiplication in the environment
or in food needed to infect humans
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Hazard Characterization

E. coli O104:H4 - severity and duration of disease - valuation of the nature of

A dose-response
assessment should be
performed if data is

= Severe health impairments

= Symptoms: from bloody diarrhoea, renal failure with dialysis

dependency to severe long lasting neurological symptoms and death

» During the acute phase, the fatality rate of HUS is approximately 2%

= How long the damage to health continues, whether it leads to chronic
iliness (for example in the form of irreversible kidney damage) or whether
the damage is reversible and what long-term complications can occur,

could not be assessed
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Exposure assessment Evaluation of the likely

intake of agent(s) via foo

Activities in a foodborne outbreak:

Estimation of the exposure through the consumption of food

Goal

to determine the route, frequency, duration, and magnitude (amount) of exposure

v Production and distribution channels of the suspected seed batches

v Intended usage of the suspected seed batches — not complete known

v Influence of packaging units — see example

v Influence of eating habits - could not be limited to certain population groups ‘5'5:«3(’«‘@'5,
LN W

j / i"é:.i
. ': —
z -ﬁ——-x\‘b\':\f// . E‘J
7 = e — :ﬂ.ﬂ
-
s z
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Exposure Assessment

Influence of packaging units
. Evaluation of the likely
15 tons of seeds — target quantity intake of agent(s) via food

Seed distributors
(1:2 mixes)

: .
L 4

5',"\ 2 &
S ) :

| Packaging units: [ s
259 e

Self sprouting End consumer

5,4 million people .
= N\
*i “%

3 person houséhold
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Risk Characterization

Risk Characterisation attencart uncertainies. of

|s a process of determining the qualitative and/or quantitative estimation,
including attendant uncertainties, of the probability of occurence and severity of
known or potential adverse health effects in a given population based on hazard

identification, hazard charaterization and exposure assessment (CAC, 1999)

Activities in a foodborne outbreak:

Encompass summarised information on all relevant topics

A. Buschulte, 27.08.2019, Latin American Risk Assessment Symposium, Montevideo, URY "-7( B'FR



Risk Characterization

Estimation, including

RlSk CharaCte rlsatIOn attendant uncertainties, of

the probability of occurrence

and severity of known or
potential adverse health
effects in a given population

EHEC Outbreak 2011

Investigation of the Outbreak
Along the Food Chain

03/2012 ’.——-)rr B.FR

Bundesinstitut fiir Risikobewertung

Available at:
https://www.bfr.bund.de/cm/350/ehec-outbreak-2011-investigation-of-the-outbreak-along-the-food-chain.pdf
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Risk Characterization

Assessment of data quality attendant uncertainties, of

= The quality of the data relating to the outbreak strain was highly insufficient

= Microbiological testing of fenugreek seeds from Egypt for E. coli O104:H4 was

marked by great uncertainty and could not be conclusively assessed

» The information on the subsequent distribution stages and on intended uses of

the fenugreek seeds was incomplete

= BfR was therefore unable to assess what quantities of the seed batches were

returned, destroyed, sold or eaten

A. Buschulte, 27.08.2019, Latin American Risk Assessment Symposium, Montevideo, URY -"7( B'FR



Challenges for risk assessment and risk management

Hazard identification
Hazard characterisation
Exposure assessment
Risk characterisation

o e

-Science based-

) 4

Risk evaluation

Option assessment
Option implementation
Monitoring and review

\ -Policy based-

/

__Risk Management

~

-~

Risk Communication

~

\_

Exchange of information
about risk between
assessors and stakeholders

=~
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Chronology through the eyes of BfR

BfR: update opinion;
declaration internal crisis

BfR/RKI: Opinion
preliminary results

FAQ of BfR

May

20

21

22

23

1stinfo by Robert
Koch-Institute (RKI)

T

Hamburg message:
EHEC on cucumbers

BfR/ANSES: press release
test system ident. EHEC

BfR: update opinion

T

HH message: different
EHEC strains on cucumber

Consumption recommendations: JEATCINETCEERETI ] TTERT G Re [CETEEIERES

A. Buschulte, 27.08.2019, Latin American Risk Assessment Symposium, Montevideo, URY = B'FR



Consumption recommendation of 25 May 2011:
regarding raw cucumbers, tomatoes, and green salads

State of knowledge about the food source:
Results of a case control study conducted in Hamburg:

- cases have eaten raw tomatoes, cucumbers, and green salads significantly
more often than healthy persons.

* Vehicle is eaten predominantly by adults and mainly in northern Germany.

| s

[ g

7 - BfR
www.bfr.bund.de r

Bundesinstitut flur Risikobewertung

EHFEC: Canciimeare tna cantiniie ta refrain fram eatina tanmatnece cuciimhbers and green

" Questions to be answered:
s Vehicle (all of them, only one, others?) .. continue

to 0 o 0 C o :e, which con-
ce @”g”l a”d d|St||bUt|O|| ‘ as long as the
inv

Source of infection?
Ac f new cases of

disease continues to rise, above all in Northern Germany. It has, therefore, to be assumed
that the source of infection is still active. The detection of EHEC in cucumbers in Hamburg,
which were, amongst others, imported from Spain, resulted in several warnings through the
European Rapid Alert System. It has not yet been proven that the EHEC subtype on the ana-

A. Buschulte, 27.08.2019, Latin American Risk Assessment Symposium, Montevideo, URY ,.'-7(‘
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Chronology through the eyes of AESAN

-
Senator statement

-

ndl Clousure and withdrawal of the alerts

No cases of HUS/STEC in Spain
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Risk management

22"d May 2011:

Notification by Germany to the EWRS (alert and early response system) on a
significant increase in the number of patients with HUS and diarrhea caused by

verotoxigenic E. coli.
23rd-26th May 2011: KD (" A

..}{’.

v' Some news appeared in the media.
v AESAN informed the Public Health Authorities of the
Autonomous Communities.

ke
7y 1770 /3

/4

w

= ELPAIS SOCIEDAD

Alemania culpa a los pepinos espaiioles de una bacteria
mortal

Una peligrosa cepa ha causado la muerte de tres personas y decenas de infecciones intestinales en el
norte del pais

00®

JUAN GOMEZ | BERLIN
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Risk management

26t May 2011 :

v A senator from Hamburg made a media statement in Germany, implicating Spanish
cucumbers from Andalusia as responsible for the German outbreak.

v Commission’s phone call to AESAN.- Advance information. Germany informed
through RASFF that the cucumbers origin of the outbreaks came from Spain.

v' Coordination at national level. Request for additional information to the German
Authorities and Press release in Spain and statements to the media.

Up until this moment, there was still no notification
in RASFF
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Risk management

27t May (11:39h): Official Notification through RASFF (2 alerts)

Shaser

FOOD "~
VERY URGENT - TRES VRGENT
ALERT xormc.xigg.\';_’l)_i'l.oﬂuz
ORIGINAL )':Q HEICATION

SUBJECT: L\EROPL&EMO@KAMC{:E&C[{ERICH]A
CUCUMBERS FROM SPAIN, PACKAGED IN|

Sasrr

FQOD -
YERY URGENT. ﬁ S URGENT
ALERT xormc,\ygfx‘.x‘lu_l_l.mnj

()RIC-D'AIS'Q- TETCATION

ENTEROHAFMORRHACIC ESCHERICHIA COLTIN

ORGANIC ('L‘C'LL’HEE.RE}'KDM SPAIN

ENTEROHAEMORRHAGIC ESCHERICHIA COLI IN
CUCUMBERS FROM SPAIN, PACKAGED IN GERMANY:
v" Non-organic cucumbers

v' Batch L1803TD-TF

v" 13 Greenhouses in Almeria

ENTEROHAEMORRHAGIC ESCHERICHIA COLI IN
CUCUMBERS FROM SPAIN, PACKAGED IN GERMANY:
v' Company of Malaga

v’ Ecological cucumbers

v" Almeria’s Greenhouses
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Risk management
28t and 30 May 2011

* German analytical results of Spanish cucumbers positive to E. coli enterohaemorragic

* New declaration in the media by the Hamburg senator reporting that the pathogen causing
the outbreak were not in Spanish cucumbers.

* Analytical results of the samples taken (ground, irrigation waters and cucumbers):
All of them negatives to EHEC!

There are no cases of HUS /STEC in Spain.
Daily Audioconferences with DG SANCO, ECDC, EFSA,MS

15t June (20:00):
The Commission Services announced through the RASFF
the withdrawal of one alert and the closure of the other.
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Adopted measures - Spain

v Immobilization of cucumbers

v'Investigations of traceability

v' Sampling and analysis in the warehouses and greenhouses.
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Traceability

26th-27th May 2011

CMR
LS l EMPRESA
RASFF 04/05/2011
09/05/2011 23.109 KG
23.728 KG :
13 Greenhouses (ALMERIA)
(ALMERIA) 5i e 23.109 KG ; Company
Brushing, shrink wrapping, (COLON'A)
packaging
SAMPLES:
- From 3 Greenhouses LABORATORY
- Irrigation water from 13 2 (ATARFE-GRANADA)
greenhouses PCR
- ground 13 greenhouses
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Analytical results

SAMPLE Ne RESULTS LABORATORY

NEGATIVE TO E. COLI AGRO ALIMENTARIO

CUCUMBERS 15 ATARFE, Lab. Lugo, AINIAYY
Sl2IN TECNOLAB

TOMATOES (SAMPLE TAKEN BY BIO NEGATIVE TO E. COLI

FRUNET) 5 PRESENCE AINIAY TECNOLAB

MACHINERY SURFACE(SAMPLE TAKEN NEGATIVE TO E. COLI

BY BIO FRUNET) 4 PRESENCE fURL.Y TECNOLAB

AGRO ALIMENTARIO
SOIL (OFFICIAL SAMPLE) 13 ::ESAETI\Il\éIIEE ¥O-EnGOL ATARFEY LABORATORIO
DE LUGO (4 MUESTRAS)

IRRIGATION WATER (OFFICIAL NEGATIVE TO E. COLI AGRS ALIMENTARIO
13 ATARFE Y LABORATORIO
SAMPLE) PRESENCE ' sl




Chronology through the eyes of BfR

BfR/RKI/BVL: consumptions
recommendations

BfR: opinion

BfR: press release

BfR/RKI:

BfR/RKI: opinion BfR: press releases BfR: updated FAQ

press release |

Juni

BfR: press release

BfR: press release

v

DE: Task Force

Consumption recommendations:

NI consumer advise
regarding raw sprouts

Outbreak clusters traced
back to one sprout producer

raw tomatoes, cucumbers and green salads

A. Buschulte, 27.08.2019, Latin American Risk Assessment Symposium, Montevideo, URY -"7( B'FR



Consumption recommendation of 10 June 2011:

regarding raw sprouts

EHEC: Current State of Knowledge
Concerning llinesses in Humans

16/2011, 10.06.2011

Joint Declaration BfR, BVL, RKI

-

Conclusions

Consumer Protection and Food Safety (BVL) and Robert Koch Institute
(RKI) have come to the joint conclusion that the existing general
recommendation not to consume cucumbers, tomatoes and leaf lettuce in
northern Germany no longer has to be complied with.

and RKI are recommending that sprouts should not be consumed raw.
Households and catering businesses are advised to destroy any sprouts
that may still have in stock along with any other foods with which they may
have come in contact.

jith sprouts

accordance
idences.

Sprout distribution

Irant was associated with an 8.6-

samples from food operators nor

BELLLE SARLLLISUR AN M4 R4l =i A d ) I

Questions to be answered:

Source of contamination (seeds, humans, animals, water)?

Other vehicles?

. Buschulte, 27.08.2019, Latin American Risk Assessment Symposium, Montevideo, URY 7-7( B'FR



Chronology through the eyes of BfR

BfR/RKI/BVL: opinion and updated FAQ and statement of BfR
joint press conference FAQ of BfR (risk assessment)

L

July

12 |13 | 14 | 15 >

EFSA: technical report Commission implementing decision

July 16 |17 (18 | 19 | 20 | 21 |22 | 23 |24 | 25 | 26 | 27 | 28 | 29 | 30 | 31

T

BfR: RKI: declares end of outbreak
updated FAQ and BfR dates statement up

raw sprouts including home-grown raw sprouts and germ buds

BfR, BVL, RKI:
consumption
recommendation

Consumption recommendations: W fenugreek seeds imported from Egypt and sprouts and
germ buds grown from these

A. Buschulte, 27.08.2019, Latin American Risk Assessment Symposium, Montevideo, URY - 4



Consumption recommendation of 21 July 2011:
regarding fenugreek seeds from Egypt

EHEC: BfR, BVL and RKIl issue
specified consumption
recommendations for uncooked sprouts
and shoots (germ buds)

23/2011, 21.07.2011

Consumers should continue to refrain from consumption of raw fenugreek
seeds, sprouts and shoots imported from Egypt ed typeS_

leds
DI'S.

most finished.

According to the German federal authorities, further information made imples from food operators nor

available by the Federal States has provided no grounds to continue to
recommend that consumers generally refrain from the raw consumption of
sprouts and shoots in order to protect against EHEC O104:H4 infections.
The current investigation results provide no indications that other types of
seeds besides fenugreek seeds are related to EHEC infections. However,
consumers should continue to refrain from the consumption of fenugreek
seeds imported from Egypt as well as sprouts and shoots (germ buds) that
have been cultivated from these. After the trace back measures have been

Questions to be answered:

Intended uses of suspected fenugreek seeds?

Source of contamination in Egypt (humans, animals, water)?
Outbreak over?

A. Buschulte, 27.08.2019, Latin American Risk Assessment Symposium, Montevideo, URY -'-7C B'FR




What about risk communication?

\

Risk Communication

Exchange of information
about risk between
assessors and stakeholders

N~

A. Buschulte, 27.08.2019, Latin American Risk Assessment Symposium, Montevideo, URY



THE TIMES OF INDIA
At least 39 dead from killer bacteria outbreak: Germany Tl‘lE Ll][:ﬂl

AFF | Jun A7, 2011, 02 44am 15T SWEDEN'S NEWS IN ENGLISH

science & technology

Sign up for the editor's
Or weekly newesletter

Justice Entertainment Tech  Health Living Trawel Opinion iReport Money: Sports

CUTBREAK
At least 2 more people die in German E. coli
outbreak 17 June 2011 epiTions: cHin Bl | evrore B

June 08, 2011 | By the CRN Wire Staff

CHINADAILY

& & a ¥ Harme | China | US | World | Business | Opinion | Lire| i 1DOg show sp

SN

a

it

V\;elsh EHEC outbreak

Published: 16 Jun 11 11:10 CET

Politics

Low risk of EHEC outbreak in China

pdated: 2011-06-07 22:19

Examples from the
DATABLOG BEE NEWS international press

guardian.co.uk

EUROPE
E coli outbreak: the different effects 5 June 2011 Last updated at 0301 GMT
through the world
E coli figures show the effects of the bacteria through Signs that E. coli cases are Stabi“sing, say doctors

- Get the data

0&/10/2011 O4:24 PM

E. Coli Qutbreak

it st e, Scientists 'Find EHEC Bacteria at Sprout Farm'



Media: example from the press — first information

Hamburger Institut fiir Hygiene und
Umwelt identifiziert Salatgurken als
EHEC-Trager

66 HUS-ERKRANKUNGEN IN HAMBURG - VERDACHT AUF 0104 IM
EHEC-STAMM DURCH HU BESTATIGT

26. Mai 2011

| 66 HUS-cases in Hamburg - Suspicion of 0104 in EHEC
strain confirmed by HU

A. Buschulte, 27.08.2019, Latin American Risk Assessment Symposium, Montevideo, URY

26th May 2011



Media: example from the press - reactions

T | “The Spanish salad cucumber is to blame”

TODLICHE DARM-KEIME

EHEC: Spanische
Salatgurke ist schuld

HAMBURGER HYGIENE-INSTITUT HAT DAS GEMUSE ALS TRAGER
DER KEIME IDENTIFIZIERT

26. Mai 2011
STERN: Gurken aus Spanien sind als Trager der Ehec-Keime

dentifizien “Cycumbers from Spain have been identified as carriers
of the Ehec germs”

Spanische Gurken sind unschuldig
Die Welle gefahrlicher| . . ’s
ceine Ubereinstimmur  Oppa@nish cucumbers are innocent

irick. Forscher fanden
yorne los.

A. Buschulte, 27.08.2019, Latin American Risk Assessment Symposium, Montevideo, URY -"7( B'FR



Media: example from the press — reaction from BfR

"Weltweit groBter Aushruch von EHEC" ) We have indeed found a SO'
called EHEC pathogen on
cucumbers.

But that doesn't mean they're

responsible for the entire
outbreak now."

Prof. Dr. Dr. Hensel on TV (morgenmagazin, 30.05.2011 08:40)

A. Buschulte, 27.08.2019, Latin American Risk Assessment Symposium, Montevideo, URY = B'FR
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Communication: Media

Pepinos espafioles provocan un
brote letal de ‘E. coli’ en Alemania

» La infeccién ha causado al menos tres muertos y cientos de hospitalizaciones
» Las autoridades europeas apuntan a dos empresas andaluzas como responsables

EL==MUNDO

Lunes 06/06/2011. Actualizado 10:56h.

Lider mundial en espafiol
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Enviar a un amigo
Valorar

Imprimir

En tu mavil
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Ademds
& Tres muerios por el

brote de una bacteria
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Salud
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ORIGEN | Tres muertos

Un analisis relaciona el brote
infeccioso en Alemania con una
partida de pepinos espanoles

Los cinco enemigos de la piel en verano

Ver lista completa

de la civdad de Hamburgo | Reuters | Morris Mac Matzen

Pepinos en un supermerc:

Un andlisis sefiala estas verduras como origen de al menos parte de los casos
Estarian contaminadas con una cepa especialmente agresiva de 'E. coli
"No se descarta que otros alimentos estén también detras de la infeccion®

En Espaiia no se han registrado infecciones. La AESAN pide tranquilidad
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Alemania culpa a los pepinos espaiioles de una bacteria

mortal

Una peligrosa cepa ha causado la muerte de tres personas y decenas de infecciones intestinales en el

norte del pais

0O

JUAN GOMEZ | BERLIN

La bacteria que ha causado tres muertes en Alemania salié de pepinos esparioles,

segtin las investigaciones de Instituto de Higiene de Hamburgo. La senadora
(ministra) de Sanidad de Hamburgo, la socialdemdcrata Cornelia Prufer-Storcks
(SPD), ha explicado que los cientificos hansedticos encontraron evidencias de
contaminacién en tres pepinos importados de Espafia. Uno de ellos era de los
llamados "organicos”. La cepa peligrosa de Escherichia coli es una de las
denominadas Ehec, toxica para el ser humano. Ha hecho enfermar en unos 10
dias a unas 600 perscnas en Alemania, de |las cuales alrededor de 140 padecen el
peligroso sindrome urémico hemolitico, mas conocido por el acrénimo inglés
HUS. El Instituto de Higiene de Hamburgo tiene un cuarto pepino contaminado
cuya procedencia es, de momento, desconocida. Los resultados dados a conocer
hoy deberan completarse con nuevos estudios. La senadora advirtié ademas de
que "puede que otros productos estén también infectados”
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Contaminacion por estiércol

R.S
Es una de los cientos de cepas
de la ‘Escherichia coli’, bacte-
ria intestinal habifualmente
inocua en el estémago de ru-
miantesy quese contagiaatra-
vés de 1a leche o Ias heces. Pro~

duce una potente toxina que .

ocasiona el sindrome urémico
hemolitico, con dolores intes-
tinales agudos, diarrea sangui-
nolenta, y en el transcursoe de
pocas horas insuficiencia re-
nal o anemia. La particplari-
dad de esta cepa es la rapidez

de su desarrollo y transmisién.
El Instituto Robert Koch de
Berlin considera que se esta
transmitiendo a través de ali-
mentos crudos abonados con
estiércol, lo que apunta a los
productos bio.

No obstante, los expertos de
este centro de investigacion
han subrayado que por el mo-
mento no estd clara ia causa
del contagio. En este séntido,
un portavoz ha subrayado que
podria haber otras vias de con-
tagio, como el agua.
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The real crisis

EHEC CRISIS: CASES NUMBER EHEC
EHEC CRISIS: MEDIA IMPACT

E Coli Crisis by Number of Reported Cases (4 June 2011)
E Coli Crisis by Media Impact Index (2 June 2011)
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Conclusions regarding investigation and risk assessment

High requirements:
 clear competences and communication paths
* multidisciplinary outbreak investigation team
« joint analysis of investigation results
» adequately qualified staff
« adequate laboratory capacities
« appropriate analysis methods

 appropriate information management systems

MRA is a challenge in the light of data lacks,
an ongoing outbreak and the media pressure

A. Buschulte, 27.08.2019, Latin American Risk Assessment Symposium, Montevideo, URY -"7( B'FR
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Conclusions or: What went wrong?

v" Loss of confidence in RASFF
v" Politics
v' Media driven crisis

v’ Difficulties to identify this pathogen
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Impact and Consequences

Consumers:

v’ Loss of confidence in the competent authorities because of the different messages provided
by Spain and Germany.
v" Low consumption of salads, cucumbers and raw tomatoes regardless of their origin.

Sector:

v/ Damage of the image of the fresh vegetable products (MARCA ESPANA)
v' Economic losses up to millions of euro per day

v" Thousands of jobs lost

v

Andalusia and, in particular, the province of Almeria, was the most affected region, which
exports more than 62% of its fruit and vegetable production and sells more than 40% of the
vegetables exported by Spain.

Trade:
v' Massive trade restrictions for European vegetables : Russian Federation, USA, Ukraine and
Saudi Arabia banned the trade of vegetables.
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Impact and Consequences
SECTOR: Exceptional measures
47 millions of euro:
e Andalucia (32, 97 millions), ) Noticias » Economa
* Murcia (7,68 millions), La UE concede a Espana 3,5 millones de euros adicionales por

 Valencia (4,61 millions), d CrisiIs ae pepino

»El dinero financiard la mitad de los programas de promocién

e Navarra (706_448 eu ros), »Se animara a consumir alimentos con denominacion de origen
 Extremadura (279.246 euros), T e
e Canarias (260.751 euros),
e Baleares (236.015 euros),
e Castilla-La Mancha (137.178 euros),

e Cataluina (33.131 euros),

e Aragon (2.761 euros), y Castillay Ledn (2.515 euros).



Lessons learned at European level — sprouts related

Implementing Regulation (EU) No 208/2013 ... on
traceability requirements for sprouts and seeds
intended for the production of sprouts

Regulation (EU) No 209/2013 ...
as regards microbiological criteria for sprouts

Regulation (EU) No 210/2013 ...
on the approval of establishments producing sprouts

Regulation (EU) No 211/2013 ...

on certification requirements for imports into the
Union of sprouts and seeds intended for the
production of sprouts

Missions from de HFAA unit of the Commission to
gather information about sprouts productions

COMISION EUROPEA
e GEME L DX WAL MG AN AL
| po————
DSFORME FINAL DE UNA AUDITORIA
REALIZADA BN
ESPARA

DEL 22 DE MAYO DE 2
CON OBJETO DE

EVALUAR EL SISTEMA DE CONTROLES OFICIALES RELATIVOS A LA
“JON PRIMARIA DE ALDMENTOS CE

SEGURIDAD MCCROBIANA DE LA PRODUCC
ORIGEN NO ANDMAL

DG(SANTE) 20186381

18 AL 1 DE JUNIO DE 2018

COMMISSION REGULATION (EU) No 210/2013
of 11 March 2013

on the approval of establishments producing sprouts pursuant to Regulation (EC) No 852/2004 of
the European Parliament and of the Council

(Text with EEA relevance)

THE EUROPEAN COMMISSION,

Having regard to the Treaty on the Functioning of the European
Union,

Having regard to Regulation (EC) No 852/2004 of the European
Parliament and of the Council of 29 April 2004 on the hygiene
of foodstuffs (%), and in particular Article 6(3)(c) thereof,

Whereas:

(1)  Regulation (EC) No 852/2004 lays down general rules
for food business operators on the hygiene of foodstuffs,
inter alia, for primary production and associated oper-
ations. That Regulation provides that food business
operators are to ensure that establishments are
approved by the competent authority, following at least
one onsite visit when approval is required under
national legislation, under Regulation (EC) No
853/2004 of the European Parliament and of the Coun-
il () or under a decision adopted pursuant to Regulation
(EC) No 852/2004.

on microbiological criteria for foodstuffs (%), Commission
Regulation (EU) No 211/2013 () and Commission
Implementing Regulation (EU) No 208/2013 (") were
adopted

(5) In addition to the measures laid down in those acts,
establishments producing sprouts should be subject to
approval in accordance with Regulation (EC) No
852/2004. Such approvals, granted following at least
one on-site visit, would ensure that such establishments
comply with the relevant hygiene rules, thereby ensuring
a high level of protection of public health. The approval
of such establishments should be conditional upon their
compliance with a number of requirements in order to
ensure that the possibility of contamination within the
facility where sprouts are produced is reduced

(6)  The measures provided for in this Regulation are in
accordance with the opinion of the Standing
Committee of the Food Chain and Animal Health,

HAS ADOPTED THIS REGULATION,

A. Buschulte, 27.08.2019, Latin American Risk Assessment Symposium, Montevideo, URY
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Lessons learned at European level

v' EFSA prioritized the work on the risk of pathogens in food of non-
animal origin (FoNao) in coordination with ECDC (Listeria)

v" Regular use and standardization of Rapid Outbreak Assessments
(ROA) by EFSA and ECDC

v" Publication of several scientific opinions of FoNao

T ias3
v ~ efsam “ecd
European Food Safety Authority [ EERER
N 6
~ef
. 4
e Sa - i JOINT ECDC-EFSA RAPID OUTBREAK ASSESSMENT
European Food Safety Authority EFSA Journal 2013110113075 \ -
E - -
*x
SCIENTIFIC OPINION gl O efsa 5
European Food Safety Authority EFSA Journal 2014;12(6):3706

Scientific Opinion on the risk posed by pathogens in food of non-
origin. Part 1 (outbreak data analysis and risk ranking of food/pz
combinations)'

SCIENTIFIC OPINION
EFSA Panel on Biological Hazards (BIOHAZ)Y"*
Scientific Opinion on the risk posed by pathogens in food of non-animal

European Food Safety Authority (EFSA), Parma, Ttaly origin Part 2 (qﬂbﬂﬂﬂﬂllﬂ and Norovirns in berries)'

EFSA Panel on Biological Hazards (BIOHAZ)

European Food Safety Authority (EFSA), Parma, Italy
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Lessons learned at European level

Training

Grern

v BTSF trainings on Food borne outbreaks.

ercis®
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v
u\r—EE\

-(\at
ofatoin® o ionand rood
vt i
Rrep® N

¢ Prof
. co“s“‘mf.‘ G ermany

v' BTSF on hygiene of primary production e T

av &

Analytic

v’ Efforts on the development of the analytical technics for pathogens in Food of non-
animal origin (proficiency test, methods and validation by the EURLs)

v WHOLE GENOME SEQUENCE Data molecular database to link human, food and animal
isolates

Whole genome sequencing in food safety: the
state of play

EFSA has published two reports which provide a picture of how whole genome sequencing (WGS)
can be used in food safety and how extensively such techniques are used in Europe.
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21.2.2019 Diario Oficial de la Union Europea L 50/55
. . . . L DECISION DE EJECUCION (UE) 2019300 DE LA COMISION
v Commission lmplementlng Decision de 19 de febrero de 2019
20 19 / 300 ) tO esta b I iS h a ge nera I p I an por la que se establece un plan generallpara 1a ges{i(m ‘de crisis en el dmbito de la seguridad de los
. . . A alimentos y 0S plensos
for crisis management in the field of R

safety of food and feed.

v' Reactivate the EU crisis coordinator group (periodical meetings, audios to share good
practices, etc.).

v’ Intersectorial preparedness exercises on outbreak coordination and response involving
Public Health and Food Safety (EDESIA y JIFEE).



Lessons learned at national level

-

1
Revisions of the national rules on Additional Nomination of the University
cooperation between health and food of Santiago de Compostela as National
control authorities Reference Laboratory (NRL) for E. coli
New federal-Lander agreement Updated of the national Crisis
for crisis management Management and Communication
Update of consumer Procedures
recommendations Reinforcing the collaboration
Further development of software tools agreements between national Public

Ring trials and proficiency tests Health and Food safety authorities

Research projects on pathogens in
plant based food

Improvement of detection methods

A. Buschulte, 27.08.2019, Latin American Risk Assessment Symposium, Montevideo, URY ,-'7’(‘ B-FR
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Thank you for your attention

Dr. Anja Buschulte (BfR) and Dr. Milagros Nieto (AESAN)

German Federal Institute for Risk Assessment

Max-Dohrn-Str. 8—10 e 10589 Berlin, GERMANY !:TAAEANS
Phone +49 30 - 184 12 - 24102 RISK ASSESSMENT
anja.buschulte@bfr.ound.de e www.bfr.bund.de/en



