
BIOLOGICAL HAZARDS AND CONTAMINANTS UNIT

European Food Safety Authority • Via Carlo Magno 1A • 43126 Parma • ITALY
Tel. + 39 0521 036 111 • Fax + 39 0521 036 110 • www.efsa.europa.eu

Scientific Panel on Biological Hazards

Minutes of the 112th Plenary meeting

Held on 26-27 April, 2017, Parma (Italy)

(Agreed on 11 May 2017)

Participants

 Panel Members:

Ana Allende, Declan Bolton, Marianne Chemaly, Robert Davies, Pablo
S. Fernandez-Escámez, Rosina Gironés, Lieve Herman, Konstantinos
Koutsoumanis (apologies), Roland Lindqvist, Birgit Nørrung, Antonia
Ricci, Lucy Robertson (apologies), Giuseppe Ru, Moez Sanaa (by
webconference), Marion Simmons, Panagiotis Skandamis, Emma
Snary, Niko Speybroeck, Benno Ter Kuile, John Threlfall, and Helene
Wahlström (apologies).

 Hearing Experts:

Contractors from tender on “Closing gaps for performing a risk
assessment on L. monocytogenes in RTE foods, the comparison of
isolates from different compartments along the food chain, and from
humans using whole genome sequencing (WGS) analysis”: Eva Møller
Nielsen, Jonas T. Björkman, Kathie Grant, Tim Dallman, Laurent
Guillier, Norval Strachan

 European Commission and/or Member States representatives:

Marina Marini (apologies), Pamina Suzuki (for items 6.1, 6.3, 6.4),
Sylvie Coulon (for item 8.2.3) from DG SANTE.

 EFSA:

BIOCONTAM Unit: Ernesto Liebana, Valentina Rizzi, Winy Messens,
Sandra Correia, Maria Teresa da Silva Felício, Michaela Hempen,
Angel Ortiz Pelaez, Pietro Stella, Yves Van Der Stede, Frank Boelaert,
Raquel García, Domenico Deserio, Marta Hugas (Scientific staff).

AMU Unit: Marios Georgiadis (for item 6.1).
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 Observers: (In application of the guidelines for Observers
1
)

Not Applicable

 Others:

Not Applicable

1. Welcome and apologies for absence

The Chair welcomed the participants.

Apologies were received from Konstantinos Koutsoumanis, Lucy
Robertson, and Helene Wahlström.

Marion Simmons and Giuseppe Ru did not participate in discussions on
selected items under agenda point 6.2 due to a Conflict of Interest being
identified for the agenda item.

2. Adoption of agenda

The agenda was adopted without further changes.

3. Declarations of Interest of Scientific Committee/Scientific
Panel/ Members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes2 and the Decision of the Executive Director on
Declarations of Interest3, EFSA screened the Annual Declarations of
Interest and the Specific Declarations of Interest filled in by the Panel
Members invited for the present meeting.

For further details on the outcome of the screening of the ADoI or the
SDoI, please refer to Annex I. Oral Declaration of Interest was asked at
the beginning of the meeting and no additional interest was declared.

1http://www.efsa.europa.eu/en/stakeholders/observers.html
2http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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4. Agreement of the minutes of the 111th Plenary meeting held on
15-16 March 2017, Parma (Italy)

The minutes of the 111th Plenary were agreed by written procedure on 3
April 2017.4

5. Scientific outputs submitted for possible adoption

None

6. Scientific outputs submitted for discussion

6.1. Scientific Opinion on Listeria monocytogenes
contamination of ready-to-eat (RTE) foods and the risk
for human health in the EU5

The last WG meeting was held on 5 April 2017 by webmeeting. The Chair
of the WG presented the sections 1 (Introduction) and 2 (Data and
Methodologies) of the draft scientific opinion. The outcome of the Time
Series Analysis (TSA) using confirmed listeriosis cases was summarized
and this part of the scientific opinion can now be considered final. The
methodology and draft answers to some of the assessment questions
were presented and discussed. The deadline for endorsement of the
scientific opinion is end of July 2017; for adoption it is end of December
2017. The next WG meeting will be held on 10-11 May 2017 in Parma.

6.2. Request for a scientific opinion on genetic resistance
to TSEs in goats6

The progress of the WG was presented by the Chair. The reviewed version
of the tool for assessing genetic resistance was presented along with the
draft answers to ToR 1, 2 and 3. The preliminary conclusions of the
opinion were well received by the Panel and no specific objections or
comments were made. The WG will have an extra webconference mid-
May and the final physical meeting in June. The chair and EFSA
Coordinator proposed the Chair to consider the possible adoption of this
opinion in July rather than in September, as initially planned, given the
advanced state of the opinion. If this option was to be agreed, in the next
plenary (7-7-8 June 2017) the scientific opinion would be submitted for

4http://www.efsa.europa.eu/en/events/event/170315
5http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00597
6http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00268
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thorough instead of for first reading. The deadline for adoption of the
Scientific Opinion is 30 September 2017.

6.3. Self-task mandate on requirements for the
development of microbiological criteria7

The WG Chair reported back to the plenary on the progress made during
the 5th WG meeting which took place on 16-17 March 2017 in Parma.
Comments were provided by the Panel and DG SANTE on the shared
preliminary draft opinion. These comments will be discussed with the WG
during the next WG meeting on 15 May 2017 (web conference). It was
agreed to: (i) move upfront to the beginning of the document the answer
to ToR4 highlighting the different roles of risk managers and risk
assessors in the scope of this mandate and (ii) move into appendices all
summary tables prepared to answer ToRs. The deadline for adoption of
the Scientific Opinion is 31 October 2017.

6.4. Self-task mandate on public health risks associated
with hepatitis E virus as a food-borne pathogen8

The last WG meeting was held on 14th March 2017. The WG chair
presented the draft opinion. The panel commented that there are many
repetitions which need to be removed. It was also suggested to include in
the abstract and summary the increase in the number of human cases
that are not travel-related and the importance of pigs and, to a lesser
extent, wild boar as reservoirs of HEV. The draft conclusions and
recommendation will be provided at the next panel meeting. The next WG
meeting is on 11th May 2017. The deadline for adoption of this opinion is
end of June 2017.

6.5. Request for a scientific opinion on BSE cases born
after the total feed ban9

The draft of the scientific opinion was presented to the BIOHAZ Panel for
thorough reading. The suggestions made by Panel members during the
first reading had been addressed and now there is an appendix with a
table showing the summary data of the analysis of the 60 BARB cases
using the data from the questionnaire survey. The advanced draft of the
answers to the ToRs was presented and was well received by the Panel,
with only minor comments made. The final WG meeting will take place as
a webconference in mid-May. The scientific opinion will be submitted for
adoption to the Panel in the next plenary (7-8 June 2017). The deadline
for adoption of the Scientific Opinion is 30 June 2017.

7http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00227
8http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00315
9http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00350
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6.6. Request for a joint ECDC, EFSA and EMA scientific
opinion on a list of outcome indicators as regards
surveillance of antimicrobial resistance and antimicrobial
consumption in humans and food-producing animals10

This WG works in close collaboration with respective WGs of ECDC and
EMA. The WG Chair updated the Panel on the progress made by the WG
during the fourth meeting (20 April 2017), and that a new interagency
Coordination WG has been scheduled for the 3rd May 2017. The BIOHAZ
Panel were presented with a refined proposal for primary and secondary
indicators, and with the results of a test run using the latest official
surveillance data. A thorough discussion took place about the correlations
observed between the different indicators. Due to the complexity of the
data set, and after an exchange of views the Panel concluded that a
sensitivity analysis of the proposed indicators is not necessary. The next
meeting of the EFSA WG will take place on 15 May 2017.

6.7. Request for a scientific opinion on Chronic Wasting
Disease (CWD) (ToRs 4 and 5) 11

The Chair of the WG informed that the work of Phase II has not started in
earnest yet but some preliminary work has already started. In fact a
literature review on CWD diagnostic methods has been designed, and the
manufacturers of licenced diagnostic kits for CWD in the USA have been
contacted asking for data on test performance. The first WG meeting has
been scheduled as a web-conference for the 6 June 2017. It has been
planned to have the first physical WG meeting late in July. The deadline
for adoption of the Scientific Opinion is 31 December 2017.

6.8. Self-task mandate for Scientific opinion/statements
on the update of the list of QPS-recommended biological
agents intentionally added to the food or feed as notified
to EFSA12

An ad hoc WG to help with the preparation of the draft Opinion and Panel
Statements was established. The first WG meeting was held on 28 March
by web conference. The next WG meeting will be held on 23/24 May in
Parma. The sixth Panel statement will be presented for possible adoption
in June. It will include the assessment of the 11 taxonomic units notified
to EFSA which were not yet included in the QPS list. During the meeting,

10 http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00638
11http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00411
12http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00684
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the approach to follow for the scientific Opinion was thoroughly discussed,
including an improvement of the previous document structure and of the
procedure for the next extensive literature search (ELS). AMU is
supporting the WG on this latter activity as well on developing a “machine
learning technique” pilot trial for screening references related to possible
new safety concerns. In parallel, the chair and EFSA secretariat raised
some questions to be addressed during this mandate (for example, the
definition of body of knowledge, role of AMR, genetic modifications and
WGS concepts in QPS concept). The deadline proposed for this mandate
and this opinion is December of 2019.

6.9. Application received from the Austrian Competent
Authority for evaluation of a “New alternative biodiesel
process for rendered fat of Category 1 (BDI-RepCat
Process, AT)”13

A new application was received from the Austrian CA on a new
“alternative biodiesel process for rendered fat of Category 1 (BDI-RepCat
Process°, AT)”. In the follow up of the completeness check, some
information was found to be lacking and a request for missing data was
sent to the applicant. After the official reception of the missing data, EFSA
will evaluate it and will reply for the validation of the application. From
this date, EFSA will have 6 months to finalise the evaluation and adopt a
scientific opinion as foreseen by Regulation (EU) No. 142/2011. It was
requested to recognise this process as equivalent to the already existing
and approved biodiesel process in Chapter IV Section 2 D of Annex IV of
Regulation (EU) No. 142/2011. The process consists of a conversion unit,
where esterification and transesterification with methanol takes place,
followed by water/ methanol recovery and distillation of the products
biodiesel and glycerine. An ad hoc WG to help with the preparation of the
draft Opinion is being established.

7. New Mandates

None

8. Feedback from the Scientific Committee/Scientific Panels,
EFSA, the European Commission

8.1. Scientific Committee and/or Scientific Panel(s) including
their Working Groups

13http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2017-00136
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8.1.1 Scientific Committee

The 83rd Plenary meeting of the Scientific Committee took place in Parma
on the 26/27 April 2017.14 It was attended by the BIOHAZ Panel Vice
Chair K. Koutsoumanis) who will provide feedback to the Panel at the next
Plenary meeting (7-8 June 2017).

8.1.2 Scientific Committee Working Group on
Uncertainty in risk assessment

None.

8.1.3 Scientific Committee Working Group on Biological
Relevance

G. Ru guided the BIOHAZ Panel during discussions on the Draft Scientific
Committee Opinion, now under public consultation, and the Panel
concluded with the following general remarks:

Due to the document being very much anchored in the toxicological field
it is difficult to find a general applicability of the guidance for the area of
biological hazards. The focus of the guidance is mainly on
experimental/toxicological/intervention studies, the same emphasis
should also be made on observational/epidemiological studies. Sufficient
attention has not been given to effects like survival time, or «risks»
(either relative or absolute) that are usually reported in epidemiological
studies.
Regarding the terminology used in the draft document: many terms are
introduced without providing clear definitions, or are not consistently used
throughout the document.
The example chosen from the BIOHAZ Panel (zoonotic potential of
scrapie) is not well suited to clarify how the methods proposed in the
draft guidance should be applied in future BIOHAZ mandates.
The Panel would welcome a simpler document summarising the basic
principles that would also guide the future users in its practical
application.

8.1.4 Scientific Committee Working Group on Weight of
Evidence

H. Wahlström prepared a presentation to guide the BIOHAZ Panel during
discussions on the Draft Scientific Committee Opinion, now under public
consultation, and the Panel concluded with the following general remarks:
The Panel expressed the need for a clear distinction between the concepts

14http://www.efsa.europa.eu/en/events/event/170426-0
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of uncertainty, weight of evidence and biological relevance. A separate
document describing the interaction and overlap of these three concepts
would be welcomed. The Panel also felt that the weight of evidence
approach is only partially applicable to the type of mandates the Panel
receives. It is more tailored to an application in the field of chemical risk
assessments than to biological risk assessments.

8.2. EFSA including its Working Groups /Task Forces

8.2.1 Scientific Networks on BSE-TSE and MRA

The Scientific Network on BSE-TSE will have its 12th meeting on 16-17
October 2017, in Parma. The next meeting of the MRA network is planned
for 10-11 October 2017, in Parma.

8.2.2 Joint interagency antimicrobial consumption and
resistance analysis (JIACRA) report-follow up-request for
data analysis from 2013 and 201415

As a follow up to a previous mandate to EFSA, a second report aimed at
analysing the relationships between antimicrobial use and resistance in
humans, animal and food addressing available data for years 2013, 2014
and 2015 is required by the EC. The deadline agreed for completion of
this activity is the end of June 2017. An interagency working group
(EFSA, EMA, ECDC) has been established. The Panel was presented with a
brief update on progress of the analysis.

8.2.3. Request for scientific and technical assistance on
proposed EU minimum quality requirements for water
reuse in agricultural irrigation and aquifer recharge16

The 3rd WG meeting took place on 6 April, when critical agreements were
made to finalise the contents and structure of the technical report. The
next and final WG meeting will be on 5 May (webconference). DG
Environment, JRC and SCHEER are invited to all WG meetings as
observers and close and regular communication with JRC and DG
Environment will ensure that both are aware as early as possible of
recommended changes to the JRC draft report. EFSA has received
recently the first preliminary draft opinion which is being produced by
SCHEER and has been invited to join their next WG meeting for a timeslot
on 12 May (webconference) to allow a mutual update on progress of
work. The deadline for this request is end of May 2017.

15http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00029
16 http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00819
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8.2.4 Emerging Risks

None

8.3. European Commission

8.3.1. Request for clarification on CWD surveillance

The Secretariat informed the panel of the two letters shared with Panel
members prior to the Plenary. The former first letter was sent by the EC
on 21 March requesting clarification on the CWD surveillance scheme
proposed by the EFSA opinion. The EC is interested in knowing how
conclusions could be drawn about CWD occurrence if the number of tests
is finally as proposed by the MS, and what the impact of adding animals
fit for human consumption to the surveillance requirements would be. The
latter second letter was sent by EFSA in reply on 21 April 2017. As a
consequence of this correspondence, EFSA proposes to split phase II into
two and deliver two different opinions: one including the answer to ToR5
and the clarifications requested in the EC letter to be delivered by 31 July
2017; and a second with the answer to ToR4 and with the original
deadline of 31 December 2017. The EC had not yet provided a response
to the proposal at the time of the discussion.

8.3.2. Request for advice received on Technical zero animal
proteins in feed

The Secretariat informed the Panel of a letter received from the EC on 21
March 2017 requesting EFSA’s views on a "technical zero" method for the
detection of ruminant protein in feed samples, according to the proposal
of the EURL-АР. The new method is based on the extraction DNA with a 
standard method and performing PCR on a well-defined aliquot of the so-
extracted DNA, and proposes a new level of detection based on the
number of DNA copies (300), different from the level of detection of 0.1%
(mass fraction) of ruminant PAP content, currently applied. This is in
anticipation of a potential mandate to update the 2011 quantitative risk
assessment (QRA) of the risk of BSE posed by processed animal proteins
(PAP), in the case that the output of the evaluation to be conducted by
EFSA was positive. The EC encourages EFSA to initiate a close
collaboration between EFSA and the EURL-АР on this issue at this stage. 
EFSA will seek external expertise to conduct the evaluation of the method
and its applicability to the QRA l used in 2011.

9. Other scientific topics for information and/or discussion
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9.1. Self-task mandates of the BIOHAZ Panel: proposal for
a mandate on the public health risks associated with
foodborne parasites

The panel discussed and agreed on the terms of reference. The mandate
will now be proposed to EFSA’s Executive Director as a self-task of the
BIOHAZ Panel.

9.2. Presentation on Closing gaps for performing a risk
assessment on Listeria monocytogenes in ready-to-eat
(RTE) foods: activity 3, the comparison of isolates from
different compartments along the food chain, and from
humans using whole genome sequencing (WGS) analysis

Representatives from the contractor consortium of this tender gave a
presentation to the Panel, which was followed by discussion of the main
findings. The objectives of this activity were to: (i) do the molecular
characterisation of a selection of L. monocytogenes isolates from different
sources, (ii) analyse WGS data to explore genetic diversity and assess
epidemiological relationships, (iii) identify putative markers conferring the
potential to survive/multiply in the food chain and/or cause disease and
(iv) do a retrospective analysis of outbreak strains to investigate the
suitability of WGS as a tool in outbreak investigations. A unique EU-wide
WGS dataset with associated metadata of L. monocytogenes human and
food isolates has been produced that can be used for further studies. The
phylogeny of the isolates has been investigated, providing the framework
for further analysis on genetic diversity and potential epidemiological
associations. An optimised method for routine high throughput WGS of L.
monocytogenes has been established and eevidence has been provided to
support the use of WGS analysis for L. monocytogenes surveillance and
for outbreak detection and investigation across Europe. Further details are
available at: http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2017.EN-
1151/full

9.3. Presentation on the European Union summary report
on antimicrobial resistance in zoonotic and indicator
bacteria from humans, animals and food in 2015

EFSA’s secretariat gave a presentation to the Panel, which was followed
by a discussion on the main findings.

10. Any other business

None.
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Annex I

Interests and actions resulting from the screening of Annual
Declarations of Interest (ADoI) or Specific Declarations of

Interest (SDoI)

CONFLICT OF INTEREST: In the ADoI and SDoI filled for the present
meeting Dr. M. Simmons declared the following interest: Consultancy
support provided at the request of the European Commission to the
design and interpretation of the Cypriot studies into genetic resistance in
Cypriot goats, and Dr. Giuseppe Ru declared the following interest: Based
on a specific mandate from the Italian Ministry of Health he was involved
in drafting a scientific dossier titled "The K222 allele of the goat PRNP
gene as candidate for selective culling in scrapie outbreaks and for future
breeding programs for TSE resistance in Italian goat breeds".

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes17 and the Decision of the Executive Director on
Declarations of Interest18, and taking into account the specific matters
discussed at the meeting in question, the interests above were deemed to
represent a Conflict of Interest.

This results in exclusion of the experts from any discussion, voting or
other processing of the above mentioned reports under agenda item 6.2
by the concerned scientific group.

17 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
18 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf


