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Abstract 

This report summarises the presentations and discussions during the Workshop 

on Novel Foods, held on 7 October 2014. The aim of the workshop was to allow 

an exchange of views between MEPs, the European Commission, stakeholders of 

the novel foods industry, NGOs, public administration and academia.  

There is general agreement that amendment to the Novel Foods Regulation is 

required to reflect scientific and technological advances. Following an outline of 

the current state of play, presentations focussed on certain aspects of the Novel 

Foods Regulation and in particular innovation, the importance of novel foods 

from the industry and consumer perspectives and whether the draft Regulation 

solves existing problems. The requirement for further amendments was also 

considered. The Workshop was chaired by MEP James Nicholson, ENVI 

Rapporteur for the Commission proposal for Novel Foods Regulation. 
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EXECUTIVE SUMMARY 

The workshop was held on 7 October 2014 at the European Parliament in Brussels to 

discuss European Commission proposal for a Regulation on novel foods (COM (2013) 894 

final of 18.12.2013) to amend Regulation (EC) No 258/97 of the European Parliament and 

of the Council concerning novel foods and novel food ingredients in the European Union.  

Currently (October 2014) the ENVI Committee is preparing its mandate for negotiations 

with the Council (Rapporteur: MEP James Nicholson, Shadow Rapporteurs: MEP Pilar Ayuso, 

MEP Pavel Poc, MEP Marit Paulsen, MEP Lynn Boylan, MEP Bart Staes, MEP Eleonora EVI). 

The workshop was organised to provide Members of Parliament (MEPs) and their political 

collaborators with expertise in the area of novel foods through receiving presentations from 

representatives of the member states, EFSA, industry and consumers in relation to the  

issues related to novel foods and Commission's proposal, and allowing an exchange of 

views between MEPs and invited speakers.  

The workshop began with a welcome and background introduction by the Chair (Mr James 

Nicholson, ENVI Rapporteur). This was followed by presentations providing a general 

introduction to the current status of novel foods within the EU, the status of proposed new 

regulations as proposed by the Commission, and the experiences of Member States and 

EFSA concerning implementation of current EU novel foods legislation. Following discussion 

further presentations were received from various stakeholders, including industry and 

consumers on current issues in the area of novel foods, their opinion of the Commission’s 

proposal and what improvements might be made to them. This was followed by another 

round of discussion. 

There was general agreement that the current regulation needs to be amended; both to 

reflect scientific and technological advances since the original regulation came into force as 

well as to address the failure to meet an agreement to update the regulation proposed by 

the Commission in 2008. Agreement could not be reached at that time due to the inclusion 

of cloned animals and food from cloned animals. These issues are now the subject of a 

separate proposal. A revised proposal on Novel Foods was issued by the Commission in 

December 2013.  

During the Workshop the invited speakers raised concerns about a number of issues. 

The need for clarification about the definition of novel food was highlighted. The categories 

of novel foods have been removed in the proposal. The intention of the Commission 

proposal was reported to be to clarify the novel food definition not to broaden it. Generally 

however the categorisation of novel foods is considered unclear and the need for the 

reintroduction of the previous product categories and the removal of a reference to food 

already covered by other legislation was expressed. Clarification concerning the implication 

of the date of 15 May 1997 is also required. The need for clear guidance documents on the 

definition of novel foods and the data required for scientific evaluation was also 

emphasised. Similar guidance is also particularly required in the area of traditional foods 

from third countries in relation to how these and history of their safe use are defined. 

These guidance documents are currently in the process of being compiled by EFSA. 

The streamlined application procedure, whereby all applications are processed by EFSA, 

rather than by individual member states, was generally welcomed. Questions were raised 

about the capability and resource of EFSA to cope with this increased workload. EFSA 

intend to utilise member states’ expertise and to issue a series of four year framework 

contracts to assist with the workload. At present most applications are processed by a small 

number of member states (predominately the UK and Ireland). The reason for this is 
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unclear. The need for the application process via EFSA to be open and approachable was 

highlighted. 

The streamlined approach also includes a revised approval process. Currently an application 

can take on average 35 months (ranging from 16 – 60 months). The new process 

envisages that applications can still take 24 – 36 months. The need to introduce deadlines 

was highlighted. Industry, it was commented, target a rate of return of 20 to 25% over the 

lifetime of a product to justify research and development. Delays therefore reduce the 

potential returns, hence the attractiveness of investment and also of innovation.  

A generic approval process is proposed however the need for adequate data protection 

provisions were discussed.  

The proposed regulation does not resolve the potential for overlap and duplication with 

other legislation, in particular that for new vitamins and minerals, which it was suggested 

should be removed from the novel food regulation. The potential for conflict with the 

separate proposed regulation on cloned animals and their offspring was also raised.  

Benefits were envisaged for small and medium enterprises by the removal of fees and by 

generic applications. Member States also envisage benefits in the reduction in 

administrative burden. 

In addition consumer acceptability and the demonstration of clear benefits for the 

consumer also need to be considered. 

Thus, whilst the need to amend the novel food regulation was recognised and benefits of 

the Commission's proposal identified, a number of issues still need to be resolved. 
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WORKSHOP PROCEEDINGS 

Opening remarks 

MEP James Nicholson, ENVI Rapporteur 

Mr Nicholson, MEP welcomed all participants and stated that the Novel Foods Regulation 

proposal is also the subject of discussion by the Committee on Agriculture and Rural 

Development which is responsible for the proposals for directives concerning cloning. There 

have been many developments in this area, both with respect to products requesting 

authorisation and methods. The original regulation is therefore in need of updating.  

The European Commission first put forward a proposal to amend the existing Regulation  

in 2008. In 2011 however agreement could not be reached due to the inclusion of cloned 

animals and offspring from cloned animals. These issues are now the subject of a separate 

proposal. A revised proposal on Novel Foods was issued by the Commission  

in December 2013. 

Mr Nicholson in his draft report has put forward amendments to the revised Commission 

proposal in relation to the definition of novel foods, the protection of intellectual property 

and the streamlining of the process. These aspects are considered to be the main focus of 

the amendments, which are also required to stimulate innovation and ensure  

consumer safety. 

The three main issues that need to be resolved, from Mr Nicholson’s perspective, are the 

definitions surrounding novel foods, the deadlines of application and data protection in 

order to stimulate, not stifle, innovation. 
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1. GENERAL INTRODUCTION TO THE REGULATION OF 
NOVEL FOODS IN THE EU 

1.1. The State of Play in Novel Foods in the EU 

Kate Trollope, Editor, EU Food Policy began her presentation by providing a brief 

background to the current situation in relation to the Novel Foods Regulation. Although 

agreement between the Council and Parliament could not be reached in 2011 over the issue 

of cloned animals some MEPs and member states have mentioned that they still want to 

include cloning in the Novel Foods Regulation. Although now the subject of a separate 

proposal, she queried therefore whether this topic would again present a problem to the 

amendment of the Novel Food Regulation. 

Reasons for the need to review the current Regulation, and possible remaining problems, 

were discussed. These included the risk assessment process; the definition of novel foods; 

traditional foods and evidence of safe use; health claims; the time involved in an 

application, EFSA’s role, data protection and delay as a barrier to innovation. 

Risk assessments currently involve the potential for duplication and delay since, when a 

member state conducts the first safety assessment and finds the novel food safe, other 

member states can object. This leads to the file being referred to EFSA who then produces 

its own opinion. In the revised proposal EFSA is responsible for the full risk assessment. Ms 

Trollope queried however whether EFSA has sufficient budget and resources to fulfil this 

role alone, and commented on the strong expertise that already exists in certain member 

states. The novel food application system in the UK, via the advisory committee on novel 

foods and processes (ACNFP), was described and it was explained how this is a very open 

process since the application, meeting minutes and documents and final opinion for public 

comment are all published. In addition the ACFNP also agrees to meet with applicants prior 

to submission. It is considered essential that EFSA would be equally as transparent in its 

proceedings. 

The definition of novel foods given in the proposed Regulation is reported to be too vague. 

The reintroduction of the categories from the existing Regulation into the proposal would 

solve this problem and the Commission has recognised this. Whilst keeping the 15 May 

1997 cut-off date for defining what a novel food is may seem confusing, changing it would 

lead to greater uncertainty. The amendments with respect to traditional foods from third 

countries were well intentioned but various aspects including the length of the period 

required to demonstrate safe use, how this is defined and how this would it be assessed by 

EFSA were queried. The example of the Saskatoon berry was given. This has been 

consumed in Canada for the last ten years but would require a full, expensive risk 

assessment in the EU. The Council are suggesting that third countries may be able to 

trigger a full assessment for traditional foods from the outset, rather than a notification, 

which appears sensible since member states have a long history of objecting to 

applications. The issue of harmonised applications and the appropriateness of novel food 

and health claim applications being made at the same time were also discussed. Companies 

can submit two applications at the same time for health claims and novel foods and the 

appropriateness of this was queried. As there are no fees for submission the need to ensure 

appropriate use of budgetary resource by EFSA was highlighted. Additionally deadlines on 

risk managers for authorisation decisions can be meaningless if there are no deadlines for 

votes to be made in the Standing Committee.  

Finally the issue of nanotechnology and whether more was required on its definition and 

risk assessment was raised. 
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1.2. Introduction by the Commission 

Mr Poudelet, Director of the Safety of the Food Chain, DG Sanco, European 

Commission provided a background to the Commission proposal and explained that the 

proposed revisions to the existing novel foods regulations resulted in two proposals being 

put forward – one on cloning and one on novel foods. In particular the Commission 

amendments to the Novel Foods Regulation were intended to make the application process: 

 Simpler - by avoiding national assessments;  

 Quicker - as a decision is required within 18 months;  

 Free of charge - as an incentive to small and medium enterprises.  

A deadline for a vote is not included so as not to encourage negative decisions due to short 

deadlines. 

Criticisms concerning the definition of a novel food and the scope of the new regulation, 

both of which are claimed to be unclear, were acknowledged by Mr Poudelet. He explained 

that the Commission’s responsibility is to ensure the safety of novel foods for the 

consumer. One issue concerning the use of nanotechnology, however, is not linked to 

safety but to the level of use in food ingredients and eventually food itself. 

He stated that currently there is not a parallel discussion with regards to the question of 

cloned animals. 

Mr Poudelet commented that the Commission would like to progress the novel foods 

regulation quickly.  

1.3. Member States authorities’ experiences with Novel Foods applications 

1.3.1 Italian Presidency 

Valeria D. Di Giorgi Gerevini, Italian Ministry of Health, Italian Presidency described 

Italy’s experiences of novel food applications. The competent authority (CA) in Italy is the 

Ministry of Health and in particular the Scientific Committee: Commissione Unica Dietetica e 

Nutrizione (CUDN). Since the Italian industry is comprised of many small and medium 

enterprises (SMEs), who cannot afford to submit a full novel food application, the Italian CA 

has processed a very limited number (two) of full novel food applications. Italy’s 

involvement has therefore mainly been in the assessment procedure of dossiers submitted 

to other Member States. They have however evaluated a lot of applications with respect to 

substantial equivalence. Dr Gerevini explained that their role involves guiding and assisting 

food business operators in the correct classification of the novel food and in dossier 

preparation and presentation. In addition they have arranged training courses for official 

control officers at central and regional level which have been found to be very beneficial in 

helping them understand what makes a novel food and their role in the implementation of 

the Regulation. They have found the central information on the guidelines on significant 

consumption and the novel food catalogue available online very useful.  

With respect to the proposed regulation Ms Gerevini commented that increased clarity is 

required to enable categorisation. It was stated that the proposed regulation provides for a 

faster authorisation procedure and for a generic authorisation, when there is no reason for 

greater data protection and which is not linked to a specific food business operator. This 

she said would aid both SMEs and competent authorities. The removal of an application fee 

would also aid SMEs. It also represents an easier process for products derived from 

traditional foods from third countries. 
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The Italian CA works closely with the committee in charge of scientific evaluation and with 

EFSA, the working group on novel foods and with other competent authorities. Since 

Member States have experience in novel food applications it was hoped that their 

involvement would remain high, in particular with regards to participation in the novel 

foods working group, guidance for food business operators and in continuing to work with 

EFSA. As the Italian Presidency they are willing to take on the role of coordination and 

cooperation.  

1.3.2 Food Safety Authority, Ireland 

Mr O’Mahoney, Chief Specialist, Food Technology, Food Safety Authority Ireland 

(FSAI) discussed Ireland’s experiences with Novel Food applications. The following 

problems with the current regulations were identified: they are complex and resource 

consuming for the applicant and for regulators alike, they are expensive, and the process is 

uncertain with regard to the time scale involved. Thus, as a small member state with 

limited resources that processes a number of novel food applications, he welcomed 

centralisation of authorisations. 

From 1997 to date there have been 157 (non-GMO) novel food applications of which 6 were 

rejected, 13 were authorised without objection, 20 withdrawn and 64 Commission Decisions 

authorising novel foods. Objections were raised to 83% of authorised novel foods and 

therefore few applications have gone through with no objections. The number of 

applications shows annual variation but is generally increasing with 15 applications being 

made so far in 2014. Twelve member states have handled most applications, 

predominantly represented by the UK (45), Ireland (22), Netherlands (21), Belgium (16), 

Finland (15) and France (14). This pattern is again reflected in pending novel food 

applications. The reason the UK and Ireland have received most applications is unknown 

but it was suggested this may be due to the ability to submit in the English language or due 

to different charging structures by the different member states. With respect to substantial 

equivalence opinions (non GM) however in 2013 France received most applications (55), 

followed by Finland (33), UK (25), and Ireland (21). 

Issues identified with the proposed regulation were considered. 

The scope of the proposed regulation and definition of novel foods need to be flexible and 

adaptable. For example cloning, nanotechnologies, insects and synthetic biology were not 

mentioned at the time of his first involvement with the Novel Foods working group in 2006. 

In some cases however a novel food application may be made for an existing food as a 

marketing tool. Conversely others have not applied and may still be placing products on the 

market illegally. The need for guidance to decide whether a food is novel or not was 

therefore also emphasised. 

Other issues highlighted included: the possibility for overlap with other regulations, such as 

food supplements and medicines; the requirement for member state involvement in the 

centralised application process and scientific input to EFSA assessments; generic 

authorisation – which are considered akin to the situation of substantial equivalence and 

thus would not be expected to prove to be a problem; traditional foods from third 

countries. 

In conclusion Mr O’Mahoney commented that successful implementation requires: the 

implementation of streamlined Novel Food legislation; strong leadership as shown in the 

Novel Foods working group; the provision of adequate guidance for all stakeholders (which 

was considered very important), along with the adoption of good science and a pragmatic 

approach (reasoned safety objections) by both member states and by EFSA, along with the 

ability to adapt to new challenges. 
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1.3.3 EFSA’s position on the Novel Foods Regulation 

Mr Valeriu Curtui, Head of Nutrition Unit, EFSA explained that EFSA is not involved in 

the development of legislation. He would therefore address EFSA’s involvement in the 

current novel food application process and in the new proposal; a consideration of novel 

foods vs health claims and food supplements; the preparation of guidance documents and 

the involvement of member states.  

Currently EFSA only reviews a novel food application when there has been an objection by 

a Member State. Approximately two thirds of applications are currently referred to EFSA. 

Since the application has already been assessed by the member state where the application 

was made there is therefore currently a duplication of effort. Under the new proposal EFSA 

would receive all applications directly with no prior involvement from the Member States. 

In the current system EFSA undertakes five to seven scientific assessments a year for 

which the deadline is negotiated. In the new proposed application process the deadline for 

EFSA to complete the scientific assessment is nine months which, Mr Curtui commented, is 

considered tight but feasible. In the case of applications concerning traditional foods the 

important criteria are the definition of ‘traditional foods’ and the evidence requirements to 

establish a history of safe use. EFSA wish to avoid a mass of applications for traditional 

foods and is therefore preparing guidance documents relating to the scientific evidence 

required for a traditional food application whilst the Commission is looking at the risk 

assessment requirement. Objections may be raised by member states or EFSA within  

four months.  

EFSA is aware that concern has been expressed about novel foods and health claims 

applications. Novel food and health claim applications, Mr Curtui explained, involve two 

different processes with no overlap. Although they are evaluated by the same scientific 

panel different scientific evidence is required. Furthermore, novel food applications are 

submitted via the Commission and are assessed with respect to safety. Health claim 

applications are submitted via the Member States and assessed with respect to efficacy. In 

the cases of novel foods and food supplements, there is however some overlap, the 

assessment is similar and the submission of one dossier for both is possible. 

A request was received from the Commission in May 2014 for the production of relevant 

guidance documents. EFSA is therefore currently working on the development of the 

following: 

 Guidance on the preparation and presentation of applications for the authorisation of 

a novel food.  

 Guidance on the preparation and presentation of applications for the authorisation of 

traditional foods from third countries.  

Following a public consultation planned for June 2015 it is expected that the documents will 

be finalised by the end of 2015, subject to the progress of the legislation. Training for 

applicants would then take place in 2016. 

In undertaking the requirements of the revised proposal EFSA also wish to take advantage 

of Member States expertise and, as such, to out-source the preparation of product 

datasheets by the means of four year grants. In addition they envisage a network to access 

expertise and are consulting with an advisory forum as to the form this should take. 

In summary; EFSA agree with the centralised, streamlined procedure and that this will 

speed up the novel food application process. It is recognised that the provision of guidance 

documents and definitions are very important and this is in progress. Whilst it is known 

that concerns have been raised, EFSA see no overlap with the scientific assessment for 

novel food applications and those of health claims or with a combined assessment of novel 
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foods and novel nutrient sources. Finally EFSA plan to utilise member states expertise and 

to develop a network (particularly in the area of traditional foods) to provide assistance to 

them. 

1.4. Questions & Answers 

A query was made by Mrs Giulia Moi, MEP concerning EFSA’s neutrality. The questioner 

commented that in the European Parliament there is a lack of awareness about how EFSA 

reports are drawn up, how the scientific panels work and their independent nature.  

Mr Curtui, Head of Nutrition Unit, EFSA responded indicating that there are strict rules and 

continual checking procedures to ensure the independence of the members of the expert 

panels. The scientific panels are also independent of the management board. 

Nigel Baldwin, Intertek commented on the complication that was created due to the 

existence of two sets of guidance, one for novel foods and one for vitamins and minerals, 

both of which, he stated, are now very old. The guidance on novel foods, he commented, 

was written with genetically modified food in mind however this was taken out of the 

regulation a number of years ago. Why, he asked, has it taken so long for there to be a 

request to rewrite the guidance documents? 

Mr Poudelet, European Commission, responded and commented that the experience with 

health claims applications demonstrated the need for clear guidance. He explained that 

such documents are not easy to prepare since many factors need to be taken into account 

in their preparation. They also need to be as clear as possible so that Food Business 

Operators (FBOs) know what data and information is required from them and how they 

need to provide this to EFSA. The provision of clear guidance will avoid the introduction of 

delay in the application process since it will enable FBOs to provide the required information 

from the outset and hence will reduce the need for EFSA to revert back to the applicant 

requesting clarification or additional information. 

Mr Curtui, Head of Nutrition Unit, EFSA added that the original regulation dated from 1997. 

At the time EFSA was created (2002) the current guidance documents and implementing 

measures already existed and there was no request for them to produce a guidance 

document. A request to produce guidance was received in May 2014 and is in progress.  

Mr Poc, MEP queried that the proposed legislation makes reference to that on cloning which 

does not yet exist. Additionally he asked whether there was the potential for possible 

interference with possible legislation on Botanicals? 

Mr Poudelet, European Commission, responded that they recognise that the issue of cloning 

is a controversial proposal but do not see the reference to cloning presents a problem. With 

respect to botanicals, he described the sector and some of the related issues. The 

Botanicals sector, he stated, is an active one involving many micro companies and SMEs 

but employing a significant number of people overall. Of 500 claims concerning botanicals 

considered by EFSA none were accepted with respect to scientific evidence of efficacy. 

Hence a particular botanical material may not be banned but the claim may not be 

permitted. In some member states, he commented, the same botanicals treated differently 

so that sometimes it is considered as a part of the product, sometimes as a novel food, or a 

traditional herbal product and sometimes as a supplement. The need for clarification and to 

define botanicals is recognised, along with the need for a decision as to what action to take. 

An Italian representative in the audience referred to the Court of Justice 2012 comment 

concerning a possible conflict of interest in Italy if EFSA is impacted by Italian political 

opinion, with representatives having no scientific qualifications. She asked how can EFSA’s 

impartiality be accepted? 
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Dr Gerevini, Italian Ministry of Health, Italian Presidency replied stating that she can not 

comment on political matters but to her knowledge EFSA’s experts are appointed on the 

basis of their scientific knowledge.  

The Rapporteur then thanked all contributors and invited the speakers for the next part of 

the workshop to come forward. 
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2. THE 2013 PROPOSAL FOR REGULATION ON NOVEL 
FOODS: ROOM FOR IMPROVEMENT? 

2.1. Potential impact of the 2013 Regulation on innovation in the food sector 

Patrick Coppens, Director International Food and Health Law and Scientific 

Affairs, EAS outlined the aims of the Novel Foods Proposal (COM(2013) 894 final) and 

then focused on the potential impact of the proposed regulation on innovation. It was 

important that decisions were binding and that they should be implemented in the same 

way in all Member States. Supporting innovation is one of the main aims of the proposed 

regulation and the development of novel foods is key with respect to the innovation of new 

foods and food based on new technologies. Mr Coppens then outlined the necessary 

requirements if the proposal is to promote innovation and went on to discuss each in 

further detail.  

Firstly, a clear definition of the scope is required and since the legislation has been in 

existence for 17 years there is experience with this. Originally the legislation specifically 

aimed not to cover all foods, defining what was included and focusing on specific risks 

whereas the new proposal refers to the definition of food and applies to all foods put on the 

market since 15 May 1997, removing the categories included previously. This means that 

the definition has the potential to apply legally to all foods put on the market since 1997. 

Potentially this has a high impact on innovation, costs and administrative burden without 

significantly improving consumer safety. The difficulties of demonstrating significant use 

before 1997 were discussed as well as the need for clarification on the definition of novel 

foods. It is accepted that the new proposed regulation needs to be expanded to include 

new developments and new categories, however these need to be well defined, based on a 

safety perspective, assessed on impact and introduced at the same time as the new 

regulation. Currently the proposal appears to cover all foods however, there is already 

legislation for foods generally. 

The centralised procedure, which is intended to reduce the time, costs and administrative 

burden involved, was considered. This procedure would aid innovation by the reduction of 

the administrative burden involved in applications; that the inclusion of generic 

authorisation would assist SMEs and that the data protection safeguards would maintain 

the incentive to develop innovative food products. The proposal also aims to reduce the 

time involved in the application procedure which is currently three years on average. The 

timelines for the current and proposed application procedures do not differ significantly and 

a required time scale of eighteen months was indicated. Even so these do not compare 

favourably with those for medicines where a decision is given in 15 days rather than 

months. On traditional foods from third countries, where a notification receives no reasoned 

objections from member states it should be assumed that the food is safe and can be 

placed on the market.  

Suggestions for further improvements to promote innovation were put forward including: 

Uniform implementation (with no possibility for Member States to have national approvals 

(e.g. as medicines); Appropriate incentives for innovation (with respect to data protection 

provision); Avoidance of duplicate procedures (for example the automatic inclusion of 

vitamins/minerals); Notification of traditional foods from third countries (definition and 

guidance). He referred the attendees to the complementary impact assessment carried out 

and reported previously where these further improvements were also highlighted.  
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2.2. The importance of the novel foods market in the EU – industry perspective 

Marta Baffigo, Cargill R&D Centre Europe speaking on behalf of FoodDrinkEurope 

began by outlining the structure of the food industry in Europe. She explained that with a 

turnover of €1,048 billion and employing 4.2 million people and a trade balance of €23 

billion the food and drink industry is one of the most important industries in Europe. 

Consisting of 286,000 companies it is however a fragmented industry, made up of many 

SMEs who constitute 51.6% by turnover; 64.3% by employment of the industry. Such 

SMEs need to be incentivised with respect to innovation. R&D expenditure in Europe in the 

food and drink industry (0.27% of output) is not the highest of all manufacturing industries 

in the EU or when compared to other countries such as Japan, US and Norway. When a 

product is launched a manufacturer expects a return on their investment of 20-25% over 

the life of a product to justify R&D costs. A delay in approval of 30 months or longer can 

reduce return on investment by up to 30%. The average time for the approval process 

(2000 – 2013) to be completed is 35 months, ranging from 16 – 60 months. Any delay can 

lead to a reduction in profits, a loss of competitive edge and a reduction in the 

attractiveness of investment in Europe. There was a decrease in innovation between 2011 

and 2013 and, whilst this was partly due to the economic downturn, it was also thought 

that the uncertainty in relation to the novel food regulation could have also played a 

significant role.  

Innovation, including investment in R&D, is a key driver for growth. By simplifying and 

streamlining the current regulatory framework and facilitating market access for novel 

foods The Novel Foods Regulation can and should stimulate innovation. Additional key 

elements that FoodDrinkEurope hope will be taken into account were outlined including:  

re-inclusion of the categories to clarify the scope; a reduction in administrative burden 

(including a reduced timescale for novel food applications), data protection and the 

conclusion of pending dossiers. 

Although the current proposal addresses certain aspects Ms Baffigo added that there is still 

room for improvement. The Novel Food Regulation was not intended to cover all ‘new’ food 

and food ingredients but only novel foods that fell within specific categories. The removal of 

these categories in the proposed regulation extends the scope and makes the date of 15 

May 1997 the only criterion. The re-introduction of a category based approach is therefore 

considered essential to provide legal certainty. The centralised procedure should provide for 

a shorter, more efficient application process but from the timescales given authorisation 

would still last 2-3 years and hence represent no improvement on the current situation. 

Reassurance is required that the approval process will be quicker and FoodDrinkEurope 

propose six months for EFSA assessment, 3 months for the Commission and a limitation on 

the discussion in committee. Adequate data protection is required for companies (large or 

SMEs) for a certain time period otherwise she suggests innovation will stop. Currently there 

is overlap with other legislation (vitamin and minerals, engineered nano-materials) 

resulting in a duplication of effort. Industry therefore favours a ‘one key one door’ 

approach. 

2.3. Does the draft regulation solve existing problems? 

Nigel Baldwin, Intertek Scientific & Regulatory Consultancy and the European 

Federation of Associations of Health Products Manufacturers (EHPM) discussed the 

proposed amendments to the regulation. Issues with the draft novel food regulation were 

identified including: the need for additional clarity relating to the classification of what is 

novel / not novel and the definition of terms such as ‘significant use’, which would avoid 

borderline issues; and on what is proprietary and confidential information and what is not; 
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the need for setting time limits in the submission procedure and the avoidance of national 

provisions.  

In particular the proposed regulation was discussed with reference to vitamins and 

minerals. The situation of vitamins and minerals was compared with the work undertaken 

in relation to the new food improvement aids (additives Regulation (EC) No 1333/2008; 

enzymes Regulation (EC) No 1332/2008 and flavourings Regulation (EC) No 1334/2008) 

and the common authorisation procedure Regulation (EC) No 1331 / 2008. New vitamins 

and minerals are classed as novel foods and two procedures currently apply whereby they 

require approval as a novel food and can only then apply for approval in specific food 

categories (food supplements, fortified foods, Food for particular nutritional uses 

(PARNUTS)/ Food for Specific Groups (FSG)). Both currently have their own sets of 

guidance and comitology and, although some steps would be simplified, these would 

remain in the new proposed procedure. Examples of other inconsistencies relating to 

enzymes and extraction solvents were also given. Many companies in this area are SMEs 

and, he commented, it was difficult for individual companies, especially when the approach 

was not harmonised, for example when legislation is implemented slightly differently in 

each Member State or where national rules apply e.g. medicinal decisions.  

The new proposal, Mr Baldwin suggested, did not help this sector and vitamins and 

minerals should be taken out of the scope of Novel Foods to avoid duplication and 

inefficient regulation. Food supplements, fortified foods and PARNUTS/FSG should be 

referred to the Common Authorisation Procedure. Guidance should also be harmonised as 

far as possible. Significant amendments to other legislation would be involved to amend 

procedures but the work on Food Improvement Agents had shown that it was possible and 

that excessive complexity of different approval procedures is unnecessary. 

2.4. The EU consumer perspective on novel foods 

Camille Perrin, Senior Food Policy Officer, BEUC (the European Consumer 

Organisation) explained that BEUC is an umbrella organisation of forty national consumer 

organisations from thirty one European countries. Their mission is to promote consumer 

interests in EU decision making and one of their work priorities is “Safe and healthy food for 

informed consumers”. Ms Perrin commented that BEUC has limited resources and that a 

robust legal framework is required for novel foods approval to ensure the compatibility of 

safety, consumer benefits and social/ethical/environmental concerns. Novelty / innovation, 

she stated, is attractive however the consumer still requires that the food is safe to eat, to 

know how it has been produced and what the benefits are. Benefits can range from those 

associated with improved nutrition to that of broader consumer choice. Innovation is only 

accepted if it is trusted by consumers. Concerns were raised about the scope and definition 

of novel foods in the proposed regulation commenting that legal certainty is in the interest 

of consumers and business alike. The definition of novel foods should be clarified in order to 

ensure the capture of all relevant products and a high level of consumer protection without 

creating any loopholes. In particular the retention of the cut-off date of 15 May 1997, the 

need for the reintroduction of categories, and clarification of the term ‘significant’ in relation 

to changes in the product and to levels of human consumption were highlighted. The 

proposal that all applications be processed directly by EFSA is welcomed although BEUC 

have concerns about how EFSA will cope with the workload. The need for additional 

guidance on the data required was highlighted. BEUC do not agree with substantial 

equivalence particularly in relation to nanotechnologies. The need for a balance between 

proprietary information and the availability to the public of toxicological data used for an 

evaluation of safety was identified. BEUC also consider that there should be post-marketing 

monitoring. 
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The required conditions for the approval of novel foods and in particular the benefit for the 

consumer, social/ethical concerns and the need for labelling to allow informed consumer 

choice were outlined.  The criteria to establish a history of safe use of traditional foods from 

third countries was queried. BUEC consider that the history of a number of years of 

consumption is no guarantee of safety since apparent historical ‘safe’ use could depend on 

factors such as the reporting requirements / capability within individual countries. Clear 

guidance was needed of the evidence requirements for traditional foods. 

With respect to nanotechnologies the definition given is for labelling not food safety 

purposes and therefore the threshold level should, in the opinion of BEUC, be 10% not 50% 

and there should be stricter definitions and guidance on their use to ensure safety. The 

need for the cloning and novel foods regulations to proceed in parallel was also discussed. 

Ms Perrin concluded that the success of food innovation required a robust and transparent 

procedure for food safety risk assessment, full consideration of consumer acceptability and 

the demonstration of clear benefits for the consumer. 

The Rapporteur then thanked the contributors and introduced the next part of the agenda 

which included a debate with shadow rapporteurs. 

2.5. Debate with Shadow Rapporteurs and Q&As 

Paul Brannen, MEP questioned Marta Baffigo concerning her comment that whilst the fall-off 

in novel food applications was partly due to the economic climate it might also be due to 

uncertainty relating to the Novel Food Regulation. He stated that he needs specific evidence 

and examples where a company deliberately did not do something because of the 

regulation. 

Ms Baffigo replied that it was difficult to give specific examples and numbers. The fall-off in 

the number of applications can be seen from the data provided. She had no further facts 

than those presented. She commented however that legal uncertainty is not conducive to 

good business or innovation. 

Mr Poc, MEP asked whether this legislation could be misused by industry or member states 

to influence the market somehow. If Yes – does the Commission have some measures that 

would be needed to tackle this? 

Martha Baffigo replied that she would not use the word mis-use. She explained that a food 

business operator needs to decide if a food is novel and if so what are the procedures that 

it needs to follow. Businesses, she said, spend a lot of time doing this and are making 

decisions every day with respect to safety. If a product is so novel then, she added, they 

would be pleased to go to member states or EFSA for a third party opinion and assurance. 

She could not see how the legislation would be misused. She commented that clarification 

of the definitions and procedures is required however to assist in the initial decision – Is it a 

novel food? 

Chantel Bruetschy, Head of Unit for Innovation and Sustainability (DG Sanco), European 

Commission also agreed that in the case of a novel food it is beneficial to have confirmation 

from EFSA with respect to safety and risk assessment and this also adds to consumer 

acceptability. She continued to outline the aims of the current proposal which she 

commented streamlines the application process and for which there has already been 

agreement to produce guidance and clarification of the definition of novel foods. The 

Commission proposal was not intended to expand the coverage of novel foods but to clarify 

it. There is the opportunity to speed up the procedure in relation to traditional foods from 

third countries but this, she stated, will not compromise safety. The intention of the 

proposed regulation is to increase innovation and to help SMEs. There is no intention for 
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this to be misused. Approval will be generic but with the potential for data protection. If a 

manufacturer puts ‘novelty’ in food it needs to be risk assessed. The proposal aims also to 

avoid duplication of effort and to be efficient. 

Ms Ayenso, MEP commented that Ms Perrin had stated that novel foods need to be shown 

to be not only safe but also to provide a benefit. She asked Ms Perrin to define this benefit 

further. 

Ms Perrin responded that the product should have some benefit to health and should not 

necessarily just provide the consumer with a wider choice. Their concern relates to when 

the product is marketed to consumers as having a benefit to those with a particular 

disease, which then also raises the issue of claims i.e. health claims. Primarily the 

consumers should not be misled.  Thus she confirmed that if the food is just replacing one 

that already exists on the market and is using the concept of ‘novel’ as a marketing tool 

then it needs to show a benefit.  

Nigel Baldwin, Intertek and EHPM commented that the standards set for establishing a 

health claim are similar to those for approval of a pharmaceutical. The same type of data is 

required with respect to novel foods but there is not the same process for risk vs. benefit.  

Mrs Giulia Moi, MEP commented that, in the new proposal, traditional foods from third 

countries will potentially have a faster application procedure. She queried that whilst 

industry may be frustrated with the speed of progress of applications is it feasible to 

increase the speed of processing the application with respect to balancing speed and 

safety? She stated that she was concerned that this would give easy access for potentially 

unsafe or GM foods e.g. from China and US especially considering the pending Transatlantic 

Trade and Investment Partnership (TTIP) deal. 

Chantel Bruetschy, Head of Unit for Innovation and Sustainability (DG Sanco), European 

Commission responded commenting that strict conditions have been added for traditional 

foods from third countries: They must be from primary production i.e. not new; have 

formed part of the main diet for a long time (>one generation, 25 years); they cannot be a 

food supplement; cannot form only part of the main diet. She confirmed that these 

traditional foods will not be GM as GM foods are covered by a different regulation, and are 

not novel foods. Nor can the traditional foods be from clones. The safety net of reasoned 

objections from Member States remains. If a business wanted to put such a food on the 

market it would need to go to EFSA for a full risk assessment. Such traditional foods, she 

stated are required to be as safe as those that originate from within the EU. 

Ms Boylan, MEP queried the Commission about the evidence on which the 50% threshold re 

nanotechnologies was based 

Chantel Bruetschy, European Commission responded that this is from the scientific 

evidence of the common recommendation definition of nanotechnologies where specific 

examples are given of particular categories e.g. food. The evidence was from various 

sources including EFSA. 

2.6. Conclusions by Rapporteur 

The Rapporteur thanked everyone who participated. He thought that it has been a very 

good workshop. Further discussions would now take place and he advised that the first 

reading agreement would hopefully take place in December.  
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ANNEX 1: WORKSHOP AGENDA 

Organised by the Policy Department A-Economy & Science Committee on the 

Environment, Public Health and Food Safety (ENVI)  

Workshop on Novel Foods  

Tuesday, 7 October 2014 -12.15 -14.30 European Parliament (Brussels), Altiero Spinelli 

(A1E-2)  

The event is open to the public and will be web-streamed:  

http://www.europarl.europa.eu/ep-live/en/schedule  

Interpretation EN-ES  

FINAL AGENDA 

12.15-12.20  Welcome by the Chair: James NICHOLSON, ENVI Rapporteur  

Part 1  General introduction of Regulation of Novel Foods in the EU  

12.20-12.30  The State of Play in Novel Foods in the EU  

Kate Trollope, Editor, EU Food Policy, Belgium  

12.30-12.35  Introduction by the Commission  

12.35-12.55  Member States authorities' experiences with Novel Foods 

applications Valeria Di Giorgi, Italian Ministry of Health, Italian Presidency 

Pat O'Mahony, FSAI, Ireland  

12.55-13.05  EFSA's position on the Novel Foods Regulation  

Valeriu Curtui, Head of Nutrition Unit, EFSA  

13.05-13.20  Questions & Answers  

Commission (DG SANCO) representatives will be present for questions: Eric Poudelet, Director 

of the Safety of the Food Chain; Chantal Bruetschy, HoU, Innovation and Sustainability; Sirkku 

Heinimaa  

 
 

http://www.europarl.europa.eu/ep-live/en/schedule
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Part 2  The 2013 Proposal for Regulation on Novel Foods: room for 

improvement?  

13.20-13.30  Potential impact of 2013 Regulation on innovation in the food sector  

Patrick Coppens, Director, International Food and Health Law and 

Scientific Affairs, EAS  

13:30-13:40  The importance of the novel foods market in the EU -industry 

perspective  

Marta Baffigo, Cargill on behalf of FoodDrinkEurope  

13:40-13:50  Does the Draft Regulation solve existing problems?  

Nigel Baldwin, CSci Director, Intertek, on behalf of 

EHPM  

13:50-14:00  The EU consumer perspective on novel foods  

Camille Perrin, Senior Food Policy Officer, BEUC  

14:00-14:25  Debate with Shadow Rapporteurs Questions & Answers  

14.25-14:30  Conclusions by the Rapporteur  
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ANNEX 2:  SHORT BIOGRAPHIES OF EXPERTS  

 
KATE TROLLOPE 

Editor, EU Food Policy  

 

Kate Trollope edits EU Food Policy, the leading online news service 

which reports on the latest developments in the areas of food safety 

and nutrition from Brussels. EU Food Policy covers Commission 

proposals, debates and votes in the European Parliament, and the 

deliberations in the Council as well as votes in the Standing Committee 

on the Food Chain and Animal Health. The service also takes a keen interest in the risk 

assessments by the European Food Safety Authority (EFSA), as well as some of the 

activities of the national food agencies, such as the French agency, ANSES, and the 

German Federal Institute for Risk Assessment (BfR).  

 

Kate reports on a wide range of topics from novel foods, food fraud and the horsemeat 

scandal to nutrition labelling, “growing up milks”, country of origin labelling and health and 

nutrition claims. She has more than 20 years experience reporting on food issues and 

graduated from Exeter University with a degree in English literature and worked in 

magazines and newspapers in the UK before reporting from Brussels.  

EU Food Policy is a subscription-only news service and publishes “breaking news” online on 

the major stories as well as a weekly newsletter.  

 

 

DR PAT O’MAHONEY Chief Specialist in Food Technology, Food 

Safety Authority of Ireland (FSAI)  

 

Dr. Pat O'Mahony has a B.Sc. in microbiology, a M.Sc. in biotechnology 

and a Ph.D. in plant molecular Biology. He has been the Chief Specialist 

in Food Technology with the Food Safety Authority of Ireland (FSAI) 

since September 2000. In his current role with the FSAI, Dr. O’Mahony 

has responsibility for a number of regulatory areas including novel food, 

GM food, nanotechnology, irradiated food, organic food, food labelling 

and the scientific detection of food fraud. Dr. O’Mahony represents the 

FSAI/Ireland on the EU Novel Food Working Group and has coordinated 

the assessment of more than 30 novel food applications and provided opinions on more 

than 40 substantial equivalence applications. Dr. O’Mahony is a member of the EFSA Expert 

Working Group on GMOs and the EFSA Scientific Network for Risk Assessment of 

Nanotechnologies in Food and Feed as well as the OECD Task Force for Novel food and 

Feed.  

 

 

DR VALERIU CURTUI Head of Nutrition Unit, European Food Safety Authority 

(EFSA)  

 

Dr Valeriu Curtui is Head of the Nutrition Unit at the European Food Safety Authority 

(EFSA), which provides scientific and administrative support to the EFSA Scientific Panel on 

Dietetic Products, Nutrition and Allergies. Prior to his appointment in February 2013, he 

worked, from 2008 onwards, as a scientific officer in EFSA’s Dietary and Chemical 

Monitoring Unit on subjects such as chemical occurrence in food and dietary exposure 

assessments.  
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From 2001 to 2008, Dr Curtui was an Assistant Professor at the Institute of Veterinary Food 

Science of the Justus Liebig University (Giessen, Germany), and from 1991 to 2001 he was 

an academic member of staff in the field of toxicology and medicinal plants at the 

University of Agricultural Sciences and Veterinary Medicine of Timisoara (Romania). His 

research activity was focused on chemical food safety.  

 

Dr Curtui was awarded a degree in Veterinary Medicine from the University of Agricultural 

Sciences and Veterinary Medicine of Timisoara (Romania) in 1991, and received a PhD in 

Toxicology from the same University in 1998. His scientific formation included scholarships 

at Universities in France, Germany and the UK.  

 

 

PATRICK COPPENS Director, International Food and Health Law 

and Scientific Affairs, European Advisory Services (EAS)  

Patrick Coppens has a Masterʼs degree in nutritional sciences and has 

work experience in the fields of scientific coordination, medical 

marketing, quality assurance, regulatory affairs and crisis management. 

For the last 15 years he is a leading expert in international food and 

health law, with particular expertise in food safety, health claims and 

nutrition policy. He has been chairing task forces in a number of 

European trade federations on the subject of health claims. In January 

2005 he joined Brussels-based EAS specialising in regulatory and 

strategic advice on nutritional products, where he is Director of International Food and 

Health Law and Scientific Affairs. In this capacity he advises a number of trade bodies, in 

particular Food Supplements Europe. He is a member of the Belgian Food and Health Plan 

Steering Committee. Mr Coppens has a great expertise of food law, in particular with 

regard to Novel Foods, Health Claims and Nutritional issues and has spoken at numerous 

international conferences on these topics.  

 

 

DR MARTA BAFFIGO Cargill on behalf of FoodDrinkEurope  

 

Dr Marta Baffigo is a Public and Regulatory Affairs freelancer.  

Since July 2014, Marta Baffigo has been supporting Cargill R&D Centre 

Europe on food regulatory issues. Until May 2013 she was Director 

Global Public and Regulatory Affairs at Kellogg’s. In her role, she was 

responsible for developing and leading the global external influencing 

strategy to support business objectives and growth. Marta was the company liaison 

worldwide between professional associations, government agencies and trade associations 

on nutrition health policy and advertising practices. Additionally, she had public affairs 

responsibilities for Kellogg Europe and headed the European Public Affairs office in Brussels.  

 

Before joining the Kellogg Company in February 2004, she worked for Kraft Foods as 

Manager European Affairs.  

 

She holds a doctorate in Food Science and Technology from the Università di Milano, 

Facoltà di Agraria, where she conducted an experimental thesis in biochemistry in the 

Department of Agrifood Molecular Sciences.  
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NIGEL BALDWIN CSci Director, Intertek, on behalf of 

European Federation of Associations of Health Products 

Manufacturers (EHPM)  

 

Nigel Baldwin has a wealth of knowledge and experience with 

international food, food ingredient, and specialty chemical 

regulations. He is a recognized expert in the area of novel foods and 

food supplements in Europe with extensive practical insight into the 

areas of food and feed additives, food enzymes, infant formula, functional foods and health 

claims. Providing invaluable expertise to international companies seeking to develop and 

implement strategies for gaining approvals for new products and health claims in Europe. 

Nigel has worked on more than 30 successful regulatory approvals world-wide.  

 

Mr. Baldwin has worked in technical and regulatory affairs for over 20 years, encompassing 

nutritional and chemical microbiology, analytical chemistry, food science, quality 

management and toxicology. Prior to joining Intertek Scientific & Regulatory Consultancy 

(formerly Cantox) in 2003, he was previously Corporate Regulatory Affairs Manager for a 

major international food ingredient company working on regulatory strategies for food 

additives and novel food ingredients.  

 

He was also European Director of Technical and Regulatory Affairs for a major functional 

food ingredient company during its initial development and market launches working 

extensively on novel foods, food supplements, health claims, infant formula and feed 

regulatory approvals and strategies. Therefore, Nigel Baldwin has firsthand experience with 

the technical, time and cost pressures facing new product development. Mr. Baldwin has 

worked on more than 100 regulatory submissions, including more than 30 novel food 

applications.  

 

Mr. Baldwin received his B.Sc. with honours in Biochemistry and Physiology in 1987 from 

the University of Central Lancashire, majoring in Microbial Biotechnology and Pharmacology 

and is a Chartered Scientist in the UK. He is also a member of the Institute of Food Science 

and Technology, and Society of Cosmetic Scientists.  

 

 

 

CAMILLE PERRIN Senior Food Policy Officer, European Consumer 

Organisation (Bureau Européen des Unions de Consommateurs, 

BEUC)  

 

Camille Perrin is Senior Food Policy Officer at BEUC, the European 

Consumer Organisation, where she deals with a variety of issues pertaining 

to EU food law, including European legislation on food hygiene and safety, 

labelling, etc. Before joining BEUC, she worked as Scientific & Regulatory 

Affairs Manager for a trade association from the agri-food sector, following 

EU and international (Codex Alimentarius) regulatory developments relating to food and 

feed law.  

She holds a M.Sc. in Food Science and Technology from the National School of Agronomy of 

Nancy (France) and a M.Sc. in Nutrition from Montpellier University (France).  
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ANNEX 3: SPEAKERS’ PRESENTATIONS  

 

Part 1:  The State of Play in Novel Foods in the EU Presentation  
Presentation by Kate Trollope  
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Part 1:  Member States authorities’ experiences with Novel Food 
applications  
Presentation by Valeria Di Giorgi  
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Part 1:  Member States authorities’ experiences with Novel Food 
applications  
Presentation by Pat O’Mahony  
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Part 1:  EFSA’s position on the Novel Food Regulation  
Presentation by Valeriu Curtui  
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Part 2:  Potential impact of the 2013  
 Regulation on innovation in the food sector 

 Presentation by Patrick Coppens 
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Part 2:  The importance of the novel foods market in the EU – industry 
perspective 
Presentation by Marta Baffigo 
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Part 2:  Does the draft regulation solve existing problems 

Presentation by Nigel Baldwin 

 
 

 

 



Workshop on Novel Foods 

 

PE 518.774 65 

 

 
 

 

 
 



Policy Department A: Economic and Scientific Policy 

 

 66 PE 518.774 

 

 
 

 

 
 



Workshop on Novel Foods 

 

PE 518.774 67 

 

 
 

 

 
 



Policy Department A: Economic and Scientific Policy 

 

 68 PE 518.774 

 

 
 

 

 
 



Workshop on Novel Foods 

 

PE 518.774 69 

 

 
 

 

 
 



Policy Department A: Economic and Scientific Policy 

 

 70 PE 518.774 

 

 
 

 

 

 

 

 



Workshop on Novel Foods 

 

PE 518.774 71 

Part 2: The EU consumer perspective on novel foods 
Presentation by Camille Perrin 
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