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Participants

 Panel Members:

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

 Hearing Experts:

Not Applicable

 European Commission and/or Member States representatives:

Marina Marini (DG SANTE). Pamina Suzuki (DG SANTE, for item 6.4)

 EFSA:

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

AMU unit: Elisa Aiassa (for item 6.8)

 Observers: (In application of the guidelines for Observers
1
)

Not Applicable

1 http://www.efsa.europa.eu/en/stakeholders/observers.html
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 Others:

Not Applicable

1. Welcome and apologies for absence

The Chair welcomed the participants.

No apologies were received.

Marion Simmons and Giuseppe Ru did not participate in discussions on
selected items under agenda point 7.1 due to a Conflict of Interest being
identified for the agenda item.

2. Adoption of agenda

The agenda was adopted without 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.

4. Agreement of the minutes of the 103rd Plenary meeting held on
16-17th March 2016, Parma (Italy)

The minutes of the 103rd Plenary were agreed by written procedure on
18th April 2016.4

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
4 http://www.efsa.europa.eu/en/events/event/160316
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5. Scientific outputs submitted for possible adoption

5.1. Scientific Opinion on the growth of spoilage bacteria
during storage and transport of meat5

The last WG meeting was on 6 April 2016. The WG chair presented the
modelling results addressing the additional clarifications requested from
the EC. Most requests could be provided, however, it was not possible to
get temperature profile on “warm transport”. In agreement with EC, this
scenario was not modelled in the absence of data. The Panel suggested
adding a flow chart describing the products that are covered by the draft
opinion. The Panel discussed the difficulty of providing time-temperature
combinations for spoilage bacteria, similar to those in the previous
transport of meat opinions6,7, due to the effect of initial Pseudomonas
concentration and the high variability of the initial concentrations across
slaughterhouses which makes the inclusion of spoilage bacteria in
legislation difficult. The WG chair proposed to address the Panel’s
comments in the next version and present the draft opinion for adoption
in June 2016.

6. Scientific outputs submitted for discussion

6.1 Scientific Opinion on the update of the list of QPS
recommended biological agents intentionally added to
food or feed as notified to EFSA8

The last WG meeting took place on 20 April by web conference. The next
WG meeting will be on 20 June by web conference. The WG Chair
explained to the Panel the state of the art of the extensive literature
search (ELS). The second phase of this exercise, evaluation of selected
articles for possible safety concerns with pre-categorisation, is almost
finalised. The information compiled from the relevant references, related
to potential safety concerns, will be the basis for the revision of the QPS
recommendations and their qualifications. A follow up of the ELS will be
run for the period between November 2015 and May 2016. The Scientific
Opinion is to be finalised by December 2016.

6.2 Panel Statement on the update of the list of QPS
recommended biological agents intentionally added to

5http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00163
6 http://www.efsa.europa.eu/en/efsajournal/pub/3601
7 http://www.efsa.europa.eu/de/efsajournal/pub/3783
8 http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2014-00189
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food or feed as notified to EFSA 4: Suitability of
taxonomic units notified to EFSA until March 20169

The last WG meeting took place on 20 April by web conference. No more
WG meetings are planned for discussing this document. The four EFSA
Units for which the QPS assessment is intended (Feed, FIP, Pesticides and
Nutrition) were asked to update the list of microorganisms notified until
the end of March. Fifty nine new notifications were received from Feed
and FIP Units and none from Nutrition or Pesticides Units. From last
September, a total of one hundred twenty nine notifications were
received. From these, twelve of the respective taxonomic units are
included in the current statement. The current draft was presented for
thorough reading. The Panel Statement is to be finalised by June 2016.

6.3 Joint EFSA and EMA (European Medicines Agency)
Scientific Opinion on measures to reduce the need to
use antimicrobial agents in animal husbandry in the
European Union and the resulting impacts on food
safety10

The last WG meeting was held on 7 March 2016, jointly with the
corresponding EMA WG. Therefore no new WG meeting has taken place
since the last BIOHAZ Panel plenary meeting. The WG Chair updated the
Panel on the status of progress of WG activities. As requested by the
BIOHAZ Panel, the introduction of the draft opinion has been shortened.
The WG has drafted some preliminary conclusions and recommendations,
and will discuss these at the next WG meeting. The BIOHAZ Panel
provided some suggestions on the draft opinion for consideration of the
WG, in particular in relation to shortening of the document, and review
and removal of some duplication in relation to national strategies for the
reduction of the use of antimicrobials. The WG Chair highlighted the
general timelines for adoption of the draft opinion in the course of the
year: since the document will have to be discussed and endorsed/adopted
by different bodies (EFSA AHAW, FEEDAP and BIOHAZ Panels, and EMA
Committee for Medicinal Products for Veterinary Use (CVMP)), the
BIOHAZ Panel was invited to provide further comments on the draft
opinion as soon as possible. The BIOHAZ Panel requested that the draft
opinion is circulated at least one week in advance to the next Plenary
meeting. The next WG meeting is scheduled for 28-29 April 2016, in
Parma. The deadline to deliver the EFSA-EMA Joint Scientific Opinion is 20
December 2016. The BIOHAZ Secretariat informed the Panel that contacts
are being taken with the French Agency for Food, Environmental and
Occupational Health & Safety (ANSES) to mutually exchange information

9 http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2014-00697
10http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00216
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about ongoing EFSA and ANSES activities on possible alternatives to
antimicrobials in food-producing animals.

6.4 Request for a Scientific Opinion concerning the risks for
public health related to the presence of Bacillus cereus
and other Bacillus spp., including Bacillus thuringiensis
in foodstuffs11

The last WG meeting took place in Parma on 8 April 2016.The WG Chair
presented the complete draft opinion discussing all comments raised by
the Panel. Comments received from the Panel members will be addressed
during the next and last WG meeting which will take place as a web
conference on 4 May 2016. The Panel considered that the draft opinion is
in very good shape to be tabled for possible adoption at the next plenary
meeting on 8 June 2016. The Panel requested the WG to make efforts to
develop further the answer provided to ToR4 by providing more details
regarding any relevant information available on: (i) B. cereus and/or B.
thuringiensis dose-response aspects (including its toxins) and (ii)
behaviour characteristics for the B. cereus group (including B.
thuringiensis) e.g. minimum, maximum and optimal temperature and pH)
for their survival and growth. The deadline to deliver the Scientific
Opinion is 30 June 2016.

6.5 Request for a Scientific Opinion on hazard analysis
approaches for certain small retail establishments in
view of the application of their food safety management
system12

The third WG meeting took place on 26 April 2016. The WG chair
presented the progress and main outcomes of the WG meeting. The draft
opinion will provide an overview in hazard identification and ranking in the
framework of FSMS and suggest a new approach of ranking
products/processes as compared to hazard ranking. This will be linked to
processes in the production flow charts of the five small retail
establishments. The deadline to deliver the Scientific Opinion is 31
December 2016.

6.6 Scientific Opinion on Listeria monocytogenes
contamination of ready-to-eat (RTE) foods and the risk
for human health in the EU13

11http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00254
12http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00593
13http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00597
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There has been no WG meeting held since the last BIOHAZ plenary
meeting. The WG Chair shortly reminded the Panel about the approach
that would be used for answering ToR1 and ToR2. He informed that the
hearing expert Andy Hart would attend the next (third) WG meeting on
28-29 April 2016 in Parma to give support to the uncertainty assessment
as this mandate was selected as a case study to trial the revised draft
guidance on uncertainty in scientific assessment14. The fourth WG
meeting is scheduled for 20-22 June 2016 in Athens. The deadline to
deliver the Scientific Opinion is 31 July 2017.

6.7 Request for an EFSA Scientific Opinion on the risk for
the development of Antimicrobial Resistance (AMR) due
to feeding calves with milk15

The second WG meeting took place on 18 April 2016 in Parma. The next
WG meeting, via web conference, is planned for 31 Mai 2016. The
deadline for the delivery of the Scientific Opinion is December 2016. The
WG chair reported from the progress of the WG on the assessment
section covered by the Draft Opinion: farming practices, antimicrobial
residues, occurrence and epidemiology of AMR, development of AMR, and
possible options. During the WG meeting, Robin Simons (APHA), invited
hearing expert, presented a model on the “Quantitative Risk Assessment
for the selection of Extended-Spectrum-Beta-Lactamase resistance in
calves in England and Wales by feeding waste milk containing antibiotic
residues”. The opinion has been selected for the “uncertainty guidance”
trial exercise in the BIOCONTAM unit. Andy Hart (WG Uncertainty in Risk
Assessment) will support the WG during this trial phase, and has already
participated in the WG meeting as a hearing expert, getting an overview
of the subjects covered and providing advice to identify uncertainties and
how to address them in the Opinion. The WG Chair raised the question
with the Panel members whether with the resources and data available it
would be feasible to attempt a quantitative answer to the terms of
reference. It was agreed that it is not possible to develop a new model or
adapt the APHA one within the timeframe given to deliver this opinion.
Therefore the Panel agreed that a qualitative approach would be fit for
purpose for this assessment.

6.8 Scientific Opinion on the evaluation of the safety and
efficacy of Listex P 100 for reduction of pathogens on
different ready to eat (RTE) food16

The WG Chair reminded the BIOHAZ Panel that this Opinion has been
selected for the testing phase of the PROMETHEUS project (specifically

14http://www.efsa.europa.eu/en/press/news/160321
15http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00611
16http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00428
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the assessment of the efficacy of the product). Two sub WG meetings
took place on 6 and 21 April 2016 by webmeeting. Both meetings were
attended by Andy Hart as hearing expert to discuss the data synthesis of
the efficacy assessment (ToR2), the draft protocol and the preparation for
the expert knowledge elicitation (EKE). The results of the meta-analysis
were presented. The WG Chair presented the updated draft protocol for
dealing with the efficacy assessment, which has now been completed. All
data have now been extracted, validated and appraised. The draft opinion
was discussed, in particular the sections dealing with ToR 1 (toxicological
safety) and 3 (potential emergence of susceptibility to biocides and/or
resistance to therapeutic antimicrobials). The EKE was discussed in
further detail and it was decided to proceed with this exercise. The next
WG meeting will take place on 4 May 2016 in Parma, mainly to perform
the EKE. The deadline to deliver the Scientific Opinion is 13 July 2016.

6.9 Scientific Opinion on the safety of a method for
processing animal fats intended for technical purposes
with the aim to establish the end point in the
manufacturing chain17,18

On 12 April 2016, EFSA received the letter from the European
Commission regarding the withdrawal of this mandate. The EFSA Register
of Questions has been updated accordingly.

7. New Mandates

7.1 Request for a scientific opinion on genetic resistance to
TSEs in goats19

On 31 March 2016, a new mandate for a Scientific Opinion has been
received by EFSA from the European Commission and it has been
allocated to the BIOHAZ Panel. The terms of reference were discussed in
detail. An ad hoc WG will be established. Emma Snary was appointed by
the Panel Chair to take the role of Chair of the WG. The deadline for
adoption of the scientific opinion is 31 March 2017.

7.2 Self-task mandate on requirements for the
development of microbiological criteria20

The new self-task mandate proposed by the BIOHAZ Panel for a Scientific
Opinion on the requirements for the development of microbiological

17http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00351
18http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00352
19http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00268
20http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00227
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criteria has been accepted by EFSA’s Executive Director on 12 April 2016.
Birgit Nørrung was appointed by the Panel Chair to take the role of Chair
of the WG. The set-up of the ad hoc WG helping with the preparatory
work in the development of this Scientific Opinion is ongoing. Panel
members’ expressions of interest for membership will be considered by
the WG Chair. The first WG meeting is planned to take place before the
summer break and the deadline for adoption of the Scientific Opinion is
31 October 2017.

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

8.1.1 Scientific Committee

The 78th Plenary meeting of the Scientific Committee took place in Parma
on the 20 April 2016.21

8.1.2 Scientific Committee Working Group on
Uncertainty in risk assessment

None

8.1.3 Scientific Committee Working Group on Biological
Relevance

None

8.1.4 Scientific Committee Working Group on Weight of
Evidence

H. Wahlström updated the Panel members on the status of progress of
the WG activities.

8.1.5 Scientific Committee standing WG on Guidance
review

None

21http://www.efsa.europa.eu/en/events/event/160420a
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8.2 EFSA including its Working Groups /Task Forces

8.2.1 Scientific Network on BSE-TSE and MRA

The BIOHAZ secretariat informed the Panel about the MRA Network
meeting which was held in Parma on 12/13 April 2016. Members of the
Network gave presentations on Toxoplasma, MRA shell eggs, Tick-borne
encephalitis, MRA raw milk, AMR in fishery products, Alaria alata in wild
life, Hepatitis E in wild boar, Microbiological criteria for indicators,
Salmonella trends, and recent developments in Campylobacter. The
presentations are made available on the document management system.
The next MRA Network meeting will take place on 11/12 October 2016 in
Parma and will have a dedicated session on the various BIOHAZ opinions
on Salmonella with specific focus on S. Infantis and S. Stanley. In
addition, there will be a joint session with the EFSA Scientific Network on
Zoonoses Data Monitoring.

8.2.2 Joint interagency antimicrobial consumption and
resistance analysis (JIACRA) report-follow up-
request for data analysis from 2013 and 201422

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

8.3 Joint session with AHAW Panel

A two-hour joint session of the BIOHAZ and the AHAW Panel was held.
The Panel Members introduced themselves and explained their areas of
expertise. This was followed by two general presentations on the remit
and activities of the Panels by the respective Chairs. The session
concluded with discussions on possible future joint activities. Issues
suggested for collaboration were the use outcome-based measures in risk
assessments, sharing of methodologies (e.g. stochastic models) used in
the respective Panel’s opinions and experience in their application, and
holistic risk assessments.

8.4 European Commission

22 http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00029
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None

9. Other scientific topics for information and/or discussion

9.1. Self-task mandates of the BIOHAZ Panel

EFSA’s secretariat informed the Panel on the comments received from DG
SANTE on the proposal for a self-tasking mandate for a Scientific Opinion
on the public health risks associated with Hepatitis E Virus (HEV) as a
food-borne pathogen. The Chair informed the Panel that EFSA’s internal
procedure for the approval of this self-task mandate is ongoing. The Panel
agreed on the establishment of an ad hoc working group for helping with
the preparation of this opinion. R. Girones was suggested as the Chair for
this new WG. Panel members interested to be involved in this activity
expressed their interest.

The presentation on the Terms of Reference of the proposal for a self-
tasking mandate for a Scientific Opinion on methodology and impact of
current and new methods for controlling Campylobacter from farm to fork
was postponed to the next Plenary meeting.

10. Any other business

The Panel was informed about a Joint ECDC/EFSA rapid outbreak
assessment “Multi-country outbreak of Shiga toxin-producing Escherichia
coli infection associated with haemolytic uraemic syndrome in Romania
and Italy” that was published by EFSA and ECDC on 6 April 2016.
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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 Processes23 and the Decision of the Executive Director on
Declarations of Interest24, 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 7.1
by the concerned scientific group.

23 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
24 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf


