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EFSA’S SCIENTIFIC PROCESS

▪ Request 

▪ from 

▪ outlines what is being 
asked of EFSA
▪ e.g. the issue, the terms of 

reference, the timeframe 

▪ Assessment
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EFSA’S SCIENTIFIC PROCESS

▪ Adoption ▪ Publication
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REMIT BIOHAZ PANEL

▪ This covers 

▪ animal diseases transmissible to humans

▪ transmissible spongiform encephalopathies 

▪ food microbiology

▪ food hygiene and associated waste management issues

▪ The BIOHAZ Panel provides 
scientific advice on biological 
hazards in relation to food safety 
and food-borne diseases 



EU summary 
report and 
baseline survey
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MONITORING OF ZOONOSES AND FBO

▪ EU system is based on the Directive on the monitoring 
of zoonoses and zoonotic agents (2003/99/EC)

▪ obliges EU Member States (MS) to collect data on zoonoses, 
zoonotic agents, antimicrobial resistance (AMR) and food-
borne outbreaks (FBO)

▪ EFSA examines these data and publishes the EU annual 
Summary Reports (EUSR)

▪ Data collection mandatory for 8 zoonotic agents

▪ Salmonella, Campylobacter, Listeria monocytogenes (Lm), 
Brucella, Tuberculosis due to Mycobacterium bovis, 
Verotoxigenic Escherichia coli, Trichinella, Echinococcus
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REPORTED CONFIRMED HUMAN ZOONOSES, EU, 2017
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REPORTED CONFIRMED HUMAN ZOONOSES, EU, 2017
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TREND IN LISTERIOSIS CASES, EU/EEA

▪ In 2008–2017, a 
statistically significant 
increasing trend of 
confirmed human 
listeriosis cases was 
observed in the EU/EEA 
(p < 0.01)

▪ Also in the last 5 years 
(2013–2017)
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Lm FOOD SAFETY CRITERIA FOR RTE FOODS

▪ Different Lm food safety 
criteria (FSC) have been 
laid down for RTE foods

▪ Non-satisfactory results 
were consistently higher 
at the processing stage 
compared with retail 
and highest in fish and 
fishery products 
followed by soft and 
semi-soft cheeses and 
other dairy products

Reg (EC) No 2073/2005
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EU-WIDE BASELINE SURVEY

▪ Conducted in 2010 and 2011 

▪ Estimation of the EU 
prevalence (and contamination 
levels) of Lm in three RTE food 
categories at retail

✓ packaged (not frozen) smoked or 
gravad fish: 10.3%

✓ packaged heat-treated meat 
products: 2.07%

✓ soft or semi-soft cheese: 0.47%



BIOHAZ Self-task 
mandate
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TERMS OF REFERENCE

The BIOHAZ panel is requested by EFSA to issue a 
Scientific Opinion on Lm contamination of RTE foods 
and the risk for human health in the EU. In 
particular, the BIOHAZ Panel is requested:

ToR 1 - To summarise and critically evaluate the most recent 
information on Lm in RTE foods, and in particular from: 

▪ the EU-wide baseline survey and monitoring data 

▪ the three ongoing EFSA outsourcing activities 

ToR 2 - To discuss and evaluate the factors related to the 
contamination in the food chain and the consumption patterns 
that may contribute to the reported trend of listeriosis 
incidence in the EU
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OUTSOURCING ACTIVITIES

“Closing gaps for performing a risk assessment 
on Lm in RTE foods”

Activity 1: an extensive 

literature search and 
study selection with data 
extraction on Lm in a 
wide range of RTE foods 
▪ NP/EFSA/BIOCONTAM/2015/04–CT1

▪ 3/11/2015-2/10/2016

Activity 3: the comparison 

of isolates from different 
compartments along the food 
chain, and in humans using 
Whole Genome Sequencing
▪ OC/EFSA/BIOCONTAM/2014/01–CT1

▪ 7/10/2014-7/10/2016

Activity 2: a quantita-
tive risk characterization 
on Lm in RTE foods; 
starting from the retail 
stage 
▪ OC/EFSA/BIOCONTAM/2014/02–CT1

▪ 1/10/2014-31/01/2017
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OPENNESS AND TRANSPARENCY

In line with EFSA’s policy on openness and transparency

▪ Public consultation of the endorsed draft opinion from 24 
Jul - 29 Sep 2017

▪ Stakeholder meeting on 19 – 20 Sep 2017 during the public 
consultation; presentations available 
https://www.efsa.europa.eu/en/events/event/170919-2

https://www.efsa.europa.eu/en/events/event/170919-2
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APPROACH TO ToR
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HAZARD IDENTIFICATION

✓ The RASFF food product categories ‘meat and meat products other than 
poultry’, ‘fish and fish products’ and ‘milk and milk products’ accounted for 
87% of the 690 RASFF notifications related to Lm in RTE food (2008–2016)

✓ Strong-evidence food-borne outbreaks caused by Listeria (EU/EEA, 2008–2015) 

This finding reinforces the fact that these food categories continue to have public 
health significance from a food safety perspective

What foods are involved in human listeriosis?
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THE LISTERIOSIS TREND

Have the human listeriosis cases in the 
EU/EEA increased (2008-2015)?

▪ At an aggregated level, human listeriosis cases 
pattern with strong seasonality & presence of auto-
correlation, but no significant trend

▪ At a disaggregated level (i.e. age-gender 
subgroups) significant human listeriosis cases trends
in following groups: F25-44, F75+, M75+

▪ Highest incidence rates in the 75+ group with an 
incidence rate of 2.2 & 1.3 cases per month per 
million persons for the males & females in 2015 
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EXPOSURE ASSESSMENT

To what extent is the consumer exposed to 
Lm by consuming RTE foods?

✓ ELS: The median of the prevalence was < 10% for all 
subcategories, with some exceptions 

✓ Lm concentration >  2 log10 CFU/g in ~ 80% and 65% of 
RASFF notifications

✓ Cooked meat and heat-treated sausage had the most 
consumed servings per person and year in the EU/EEA

✓ ~ 55 million servings contaminated with > 100 CFU/g
may be consumed by the ≥ 75 yo group per year in EU/EEA

✓ Unsafe practices are not uncommon within the elderly group

✓ Temperature of domestic refrigerators is highly variable 
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EXPOSURE ASSESSMENT

▪ Growth of Lm = risk determining step. Storage times-T, antimicrobials 
& competition → control the risk

▪ At retail, cross-contamination of RTE foods from other products/retail 
environment = important risk factor

What is the impact of different factors on the 
exposure? 

▪ Cooked meat (863) > sausage (541) > gravad fish (370) 
> cold smoked fish (358) > pâté (158) > soft and semi-
soft cheese (19) and hot-smoked fish (7 cases) 

▪ Estimated risk/106 servings in general highest for the 
pregnant population > elderly > healthy population

▪ Most cases predicted in the elderly (48%) > pregnant 
population (41%) > healthy population (11%) 
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LM GENERIC QMRA MODEL

Cold-smoked fish, hot-
smoked fish, gravad fish

Cooked meat, sausage, 
pâté

Soft and semi-soft cheese

The gQMRA model used to explain the trend in 
listeriosis cases

▪ Developed upon

▪ Consistent with TSA 
analysis: same 14 age–
gender groups

▪ Implementation in R

▪ Seven RTE food categories

Cold-smoked fish, hot-smoked fish, gravad fish, cooked meat, sausage, pâté, soft and semi-soft cheese
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EVIDENCE TO EXPLAIN TREND

Factors considered as likely (66–90%)

An increased proportion of susceptible persons in age groups > 45 
yo for both genders (other factor as well) 

An increased population size of the elderly and susceptible population 
(except for the 25–44 female age group) 

This factor would only contribute to the number of listeriosis cases 
but not the increase in incidence 

Factors considered as likely as not (33–66%)

An increased consumption (number of servings per person) of RTE 
foods in the EU/EEA

An improved surveillance of human listeriosis in the EU/EEA
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EVIDENCE TO EXPLAIN TREND

Inconclusive factors

Due to data limitations the present evaluation was based on 
only three RTE categories which is a limitation of the 
assessment

Lm prevalence and concentration in the three considered RTE 
food categories at retail

Lm virulence potential

Storage conditions after retail
(time and temperature)



Ongoing work
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MANDATE

EFSA is asked to issue a 
scientific opinion on the public 
health (PH) risk posed by Lm 
and if considered relevant by 
EFSA other pathogens that may 
contaminate fruit, vegetables 
and herbs (FVH) which are 
processed (e.g. blanched) prior 
to be placed on the market 
frozen. 
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TERMS OF REFERENCE

ToR 1 - to provide an estimation of the PH impact of Lm 
contamination, and if considered relevant of other pathogens of 
frozen FVHs blanched before freezing 

ToR 2 - to assess the main risk factors of contamination and 
growth of pathogens in frozen FVH during all stages from 
processing (excluding at primary production) until consumption 
(including e.g. storage after thawing food preparation and 
consumption habits)

ToR 3 - to provide recommendations:
▪ on possible control options that may be implemented by food business operators during 

the production process of frozen FVH and assess their efficacy to reduce PH risks

▪ on routine monitoring for Lm in frozen FVH taking into account Good Hygiene Practises 
and procedures based on the HACCP principles
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