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Participants 

 Panel Members  

Jean-Louis Bresson
1

, Susan Fairweather-Tait, Marina Heinonen, Karen 

Ildico Hirsch-Ernst, Inge Mangelsdorf, Androniki Naska
2

, Monika 

Neuhäuser-Berthold, Kristina Pentieva, Yolanda Sanz, Alfonso Siani, Martin 

Stern, Daniel Tomé
3
, Dominique Turck (Chair)

4
, Henk Van Loveren, Marco 

Vinceti and Peter Willatts. 

 Hearing Experts5: 

Not Applicable 

 European Commission: 

Rafael Perez Berbejal
6
, Francesco Carlucci

7
 (DG SANTE) 

 EFSA: 

Nutrition Unit: Valeriu Curtui, Reinhard Ackerl, Janusz Ciok, Céline Dumas, 

Agnès De Sesmaisons-Lecarré, Krizia Ferrini, Wolfgang Gelbmann, Leng 
Heng, Emanuela Turla, Silvia Valtueña Martínez and Ermolaos Ververis 

 Observers: 

Not applicable 

1. Welcome and apologies for absence  

The Chair welcomed the participants.  

Apologies were received from Barbara Burlingame, Tara Dean, Harry J McArdle 

and Anders Sjödin. 

                                       
1  Participation on 14 December. 
2  Chair for Agenda items 5.7 and 5.8. 
3  Participation on 14-15 December. 
4  Chair the whole Plenary except for Agenda items 5.7 and 5.8. 
5  As defined in Article 11 of the Decision of the Executive Director on Declarations of Interest:  
 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf 
6  Participation by web-conference for items 5.5 and 5.6. 
7  Participation by web-conference for item 5.7.  

http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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2. Adoption of the Agenda  

The agenda was adopted with changes in the order of discussion. 

3. Declarations of Interest of Scientific Panel Members  

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes8 and the Decision of the Executive Director on Declarations of 

Interest9, EFSA screened the Annual Declarations of Interest and the Specific 
Declarations of Interest filled in by the Scientific Panel Members invited for the 

present meeting.  No Conflicts of Interest related to the issues discussed in this 
meeting have been identified during the screening process or at the Oral 
Declaration of Interest at the beginning of this meeting. 

4. Report on written procedures since 75th Plenary meeting 

The minutes of the 75th Plenary meeting held on 25-27 October 2016 were 

agreed by written procedure on 1 November 201610. 

The technical report on the outcome of the public consultation on the draft 

opinion on the Dietary Reference Values for thiamin (EFSA-Q-2015-00674) was 
endorsed by the NDA Panel by written procedure on 22 November 2016. The full 
text is available via this link: http://onlinelibrary.wiley.com/doi/10.2903/

sp.efsa.2016.EN-1138/full. 

The scientific opinion on the Dietary Reference Values for thiamin (EFSA-Q-

2011-01225) was adopted by the Panel by written procedure on 22 November 
2016. The full text is available via this link: http://onlinelibrary.wiley.com/doi/
10.2903/j.efsa.2016.4653/full. 

5. Scientific outputs submitted for possible adoption 

Applications pursuant to Article 14/13.5 of Regulation (EC) 

No 1924/2006 

5.1. Specialised Nutrition Europe (SNE) - “Vitamin C and 

protection of DNA, proteins and lipids from oxidative 

damage” (Art. 14, 00095_FR, EFSA-Q-2008-175) 

On 13 December, the draft opinion was discussed and adopted by the 
Panel subject to the incorporation of editorial changes. The full text will be 

published in the EFSA Journal in the coming weeks via this link: 
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2016.4685/abstract.  

                                       
8  http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf 
9  http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf 
10 http://www.efsa.europa.eu/sites/default/files/event/161025a-m.pdf 

http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00674
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2016.EN-1138/full
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2016.EN-1138/full
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-01225
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-01225
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2016.4653/full
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2016.4653/full
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2008-00175
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2016.4685/abstract
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
http://www.efsa.europa.eu/sites/default/files/event/161025a-m.pdf
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5.2. H.J. Heinz supply chain Europe B.V. – “Nutrimune 
(heat-treated fermented milk with L. paracasei CBA 

L74) supports the immune defence in the 
gastrointestinal and upper-respiratory tract of young 

children” (Art. 14, 0445_NL, EFSA-Q-2016-00008) 

On 14 December, the draft opinion was discussed and adopted by the 

Panel subject to the incorporation of editorial changes. The full text will be 
published in the EFSA Journal in the coming weeks via this link: 
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2016.4679/abstract. 

5.3. Draft technical report on the outcome of a public 
consultation on the draft scientific and technical 

guidance for the preparation and presentation of a 
health claim application (EFSA-Q-2016-00299) 

A technical report on the outcome of a public consultation on the above-
mentioned draft scientific and technical guidance, which summarises the 

comments received from the public consultation (which was open from 18 
July to 12 September 2016) and how the comments were addressed, was 

presented and discussed. It was endorsed by the Panel on 14 December 
subject to editorial changes.  

The technical report will be published together with the guidance (see 

item 5.4) in the coming weeks via this link: 
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2016.4680/abstract. 

5.4. Draft scientific and technical guidance for the 
preparation and presentation of a health claim 

application (EFSA-Q-2016-00285) 

The draft scientific and technical guidance, which takes into consideration 

relevant comments received from the public consultation (see item 5.3), 
was introduced and discussed. This guidance presents a common format 
for the organisation of information for the preparation of a well-structured 

application for authorisation of health claims which fall under Articles 
13(5), 14, and 19 of Regulation (EC) No 1924/2006. This guidance 

outlines: the information and scientific data which must be included in the 
application, the hierarchy of different types of data and study designs, and 
the key issues which should be addressed in the application to 

substantiate the health claim. The guidance was adopted by the Panel on 
14 December subject to the incorporation of editorial changes. 

The full text will be published in the EFSA Journal in the coming weeks via 
this link: http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2016.4680/
abstract. 

Novel Foods 

5.5. DSM Food Specialties - Draft opinion on Tolerase®  

(EFSA-Q-2015-00763) 

On 13 December, the draft opinion was discussed and adopted by the 

Panel subject to the incorporation of editorial changes. The full text will be 

http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00008
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2016.4679/abstract
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00299
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2016.4680/abstract
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00285
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2016.4680/abstract
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2016.4680/abstract
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00763
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published in the EFSA Journal in the coming weeks via this link: 

http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2016.4681/abstract  

5.6. Ametis JCS – Draft opinion on Taxifolin (EFSA-Q-2012-

00961) 

On 13 December, the draft opinion was discussed and adopted by the 

Panel subject to the incorporation of editorial changes. The full text will be 
published in the EFSA Journal in the coming weeks via this link: 
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2016.4682/abstract 

Infant Nutrition 

5.7. Nestlé Nutrition – “Scientific Opinion on the safety and 

suitability for use by infants of a follow-on formula with 
a protein content of at least 1.61 g/100 kcal” (EFSA-Q-

2016-00275) 
 

On 14 December, the draft opinion was introduced and discussed. 
For assessment of the safety and suitability of the proposed 

formula, in addition to the data submitted by the food business 
operator, the Panel also considered other data, such as: dietary 
protein requirements of older infants in the second half of the first 

year of life; protein content in breast milk during the first year of 
lactation; dietary protein intake of infants in Europe from breast 

milk, formula and complementary feeding; the overall contribution 
that a follow-on formula with a protein content of 1.6 g/100 kcal 
could make towards protein requirements in the target population.  

 
Considering the generic nature of the opinion, the Panel agreed to 

endorse the draft opinion for release for public consultation subject 
to the incorporation of editorial changes. The public consultation will 

be launched in the next few weeks via the following link: 
http://www.efsa.europa.eu/en/calls/consultations.  
 

5.8. Draft scientific and technical guidance for the 
preparation   and presentation of an application for 

authorisation of an infant and/or follow-on formula 
manufactured from protein hydrolysates (EFSA-Q-2016-

00276) 
 

On 13 December, the draft guidance was introduced and discussed. 
The guidance is intended to assist applicants in the preparation and 

presentation of well-structured applications for authorisation of 
infant formulae and/or follow-on formulae manufactured from 
protein hydrolysates and for assessing the product’s efficacy in 

reducing the risk of developing allergy to milk proteins. 
 

The draft was endorsed by the Panel for release for public 
consultation subject to editorial changes. The public consultation 

http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2016.4681/abstract
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00961
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00961
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2016.4682/abstract
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00275
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00275
http://www.efsa.europa.eu/en/calls/consultations
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00276
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00276
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will be launched in the next few weeks via the following link: 

http://www.efsa.europa.eu/en/calls/consultations. 

 

6. New Mandates 

No new mandate has been received since the last Plenary meeting. 

 

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

7.1.  Scientific Committee (SC) and other Scientific Panels  

The Chair of the NDA Panel provided feedback from the last Scientific 
Committee (SC) meeting, which was open to observers in Brussels.11  

Of relevance to the NDA remit, the SC discussed draft guidance 

documents related to: weight of evidence approach, biological relevance, 
and the risk assessment of substances present in Food Intended for 

Infants. 

The SC adopted the guidance on the use of the Benchmark Dose (BMD) 
approach in risk assessment. 

The Panel was briefed about the activities of the SC Standing working 
group on Genotoxicity.  

 

7.2.  EFSA including its Working Groups (WG)/Task Forces  
 
The Chairs of respective WGs reported back to the Panel:  

 WG on Claims – Draft opinions related to two Art. 13(5) and three Art. 

14 claims were discussed/elaborated. The “stop-the clock” procedure 
for requesting clarifications/supplementary information from the 

applicant was applied for three applications. Two opinions were 
submitted to this Plenary for possible adoption (Agenda items 5.1, 
5.2) and one for discussion (8.1). The WG also discussed and 

elaborated on the Draft scientific and technical guidance for the 
preparation and presentation of a health claim application, and the 

technical report on the outcome of a public consultation related to the 
afore-mentioned guidance (Agenda items 5.3 and 5.4). A sub-group of 
the working group discussed the case study related to ‘soy isoflavones 

and maintenance of bone mineral density (ID 1655)’ for the 
uncertainty exercise. 

 WG on Novel Foods - The WG discussed/elaborated on draft opinions 
on the following Novel Food applications: Tolerase® (item 5.5), 
Taxifolin (item 5.6), Alginate-Konjac-Xanthan Polysaccharide Complex, 

Hoodia parviflora, Cranberry extract, Betaine, N-Acetyl-D-neuraminic 
acid, and Hydroxytyrosol. 

                                       
11 https://www.efsa.europa.eu/sites/default/files/event/161116-a.pdf 

http://www.efsa.europa.eu/en/calls/consultations
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 WG on Infant Nutrition - The WG discussed/elaborated on: draft 

opinion on the safety and suitability for use by infants of a follow-on 
formula with a protein content of at least 1.61 g/100 kcal (see item 

5.7), and on a draft Scientific and technical guidance for the 
preparation and presentation of an application for authorisation of an 
infant and/or follow-on formula manufactured from protein 

hydrolysates (see item 5.8). 

 WG on DRVs for vitamins – The WG has been working on riboflavin. 

 WG on DRVs for minerals – The WG has been working on the draft 
protocol (applying the PROMETHEUS approach12) for the opinion on 
DRVs for sodium. 

The Panel agreed to request EFSA for an updating of the general principles 
for setting Dietary Reference Values published in 2010. The Chair of the 

NDA Panel will submit the request to EFSA. 

 

7.3.  European Commission  

Not applicable. 

 

8. Other scientific topics for information and/or discussion 

8.1.  Laboratoire Nurilia – “Condensyl®” and “decreases 

sperm DNA damage (sperm nuclear decondensation 
index and DNA fragmentation index). High sperm DNA 

damage (sperm nuclear decondensation index and DNA 
fragmentation index) is a risk factor for male 

subfertility/infertility” (Art. 14, 0450_FR, EFSA-Q-2016-

00665) 

The Panel considered that additional information from the applicant 

is needed in order to proceed with the scientific assessment of this 
application. Therefore, a request for additional information will be 
sent to the applicant and a stop the clock procedure will be applied. 

                                       
12 http://www.efsa.europa.eu/en/efsajournal/pub/4121  

http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00665
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00665
http://www.efsa.europa.eu/en/efsajournal/pub/4121
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9. Any other business 

 The status of the opinion on DRVs for sodium was presented (see 
also Agenda item 7.2). A protocol, which applies PROMETHEUS 

(Promoting Methods for evidence use in scientific assessments) to 
certain sections of the opinion related to sodium and health 

consequences, is being drafted. It is targeted to release the 
protocol for public consultation by autumn 2017. 

 The Panel was updated on the status of two Novel Food applications 

currently being discussed by the WG: ‘N-Acetyl-D-neuraminic acid’ 
and ‘hydroxytyrosol’. 

 Clarifications on the terminology used in risk assessment were 
presented, i.e. Margin of Exposure (MOE) versus Margin of Safety 

(MOS). 

 Valeriu Curtui provided feedback from his participation at the 38th 
meeting of the Codex Committee on Nutrition and Foods for Special 

Dietary Uses (5-9 December)
13

, and to a side event organised by 

FAO and WHO on 6 December on ‘Approaches in generating 

scientific advice for nutrition – A review of current practices codex 
meeting side event’. 

 The Panel was informed of an on-line survey which EFSA is 

launching with employers of scientists who serve or may serve as 

experts on the EFSA Scientific Panels. 

 The Panel was informed that the EFSA Management Board is 

discussing proposals to update its decision on the ‘Establishment 
and operations of the Scientific Committee, Scientific Panels and 

their Working Groups” (last reviewed in 2012), with a view to the 
renewal of the Scientific Panels and the Scientific Committee in 
2018. A revised decision is planned to be submitted for adoption to 

the Board in March 2017. 

 The 77th NDA Panel Plenary meeting will be held on 31 January-02 

February 2017 in Parma. 

                                       
13 Related documents are published at this link: http://www.fao.org/fao-who-codexalimentarius/meetings-

reports/detail/en/?meeting=CCNFSDU&session=38 

http://www.fao.org/fao-who-codexalimentarius/meetings-reports/detail/en/?meeting=CCNFSDU&session=38
http://www.fao.org/fao-who-codexalimentarius/meetings-reports/detail/en/?meeting=CCNFSDU&session=38

