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Regulatory experts 
at the forefront

 �Can you describe your business 
activity  in a few words? Does it 
imply only regulatory activities or 
other types of services too 
(technological watch and/or 
ingredients)?

de Vecchy Conseil : Our purpose is to provide the 
industry with technological and regulatory support  
so as to help them develop dietary supplements and 
health-oriented products which comply with the regu-
lations while also being innovative. For me, this tech-
nical and regulatory responsibility is important as it 
allows us to participate in the process of validation 
and authorization of innovative ingredients at a very 
early phase of the chain. In my opinion, in the absence 
of technical skills, it is difficult to provide support in 
the case of complex files such as those pertaining to 
plant extracts for instance. Hence, the need to dou-
ble my training, as a pharmacist and legal adviser.  

EAS: EAS is specialized in the regulation on foodstuffs 
and so-called nutritional products, at a European and 
international level. We provide regulatory and stra-
tegic consultancy to the companies, enabling them 
to better succeed in marketing their products. With 
the help of a team comprising legal advisers, politi-
cal science experts and nutritional and biological en-
gineers, we are fully aware of the specific needs of 
the companies acting in the food-processing industry 
and of the needs of the authorities which seek the 
support of experts coming from different professio-
nal and cultural horizons. Over the last 16 years, EAS 
has focused on the watch and analysis of regulatory 
and political updates. We have also supported the 

The current (and complex) regulatory context has 
determined the raise of a multitude of demands addressed 
to the regulatory experts. Their trade is to help the 
industrialists “draft” their allegation files and find their 
way through the labyrinth of national and communitarian 
legislations. But not only. Sometimes, they are also 
scientific experts, and provide strategic consultancy to the 
companies. Well known agencies or mono-enterprises, these 
experts back up from the brands or manufacturers for 
which they develop activities. Let us dive into the universe 
of a strategic business at the core of future development 
thanks to five questions they have answered. 

companies to develop new products and to succes-
sfully launch them on an increasingly global market. 
We have also helped the governments analyze regu-
latory trends and the impact of regulatory changes. 
Our services include: regulatory and strategic consul-
tancy adapted to the development and marketing of 
nutritional/functional products, dietary supplements, 
ingredients intended for nutritional or physiological 
purposes, plant-based products and health foods in 
over 40 countries on an international scale;  analysis 
reports drafted by experts with a view to reviewing 
regulatory trends and assess the impact of regula-
tions on the food-processing sector and the govern-
ments; training workshops in the field of food-pro-
cessing and regulatory authorities focusing on the 
key issues affecting this sector; the assessment of 
active ingredients, of their intake, of their complete 
composition formulas and labeling; a complete and 
detailed analysis of the latest developments affecting 
foodstuff nutritional policies. 

MS Conseil : We have developed two types of ser-
vices: regulatory services but also services focusing 
on product development. This double activity enables 
us to go to the upstream, to quickly advance in our 
development projects and obtain the regulatory va-
lidation of active ingredients and additives. In other 
words, our aim is to validate the formulas developed 
by important players but also to work with smaller-
size companies and to validate their labeling projects, 
for instance.
Our activities also include the drafting of files for 
Fraud Control. We have also developed projects for 
the validation of dietary supplements, beforehand or 
afterwards their distribution. 

claims
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Naturalpha: Naturalpha is a consultancy company 
and an R & D specializing in healthy nutrition. Devel-
oping activities that pertain to the food-processing 
and medical universe, Naturalpha’s mission is to pro-
vide evidence on the health benefits of drugs, dietary 
supplements, functional ingredients and foodstuffs. 
The team, made up of doctors, researchers, nutri-
tional engineers, dietitians/nutritionists and clinical 
study experts, supports our partners through three 
types of activities: consultancy (regulatory and scien-
tific watch and consultancy), laboratories (laboratory 
validation of the health effects via in vitro and in vivo 
tests) and clinical trials (the design and management 
of clinical trials).
Relying on scientific and regulatory skills, expertise 
enables us to support the industrialists through each 
stage of their development. On the one hand, by 
possessing a thorough knowledge of the regulatory 
framework (horizontal and vertical legislations) and 
controlling its impact on upstream activities and on 
all the stages of product development until its launch 
on the market. On the other hand, by adding scienti-
fic methodology and rigor to the management of the 
laboratory studies and trials conducted on humans 
in order to backup the health benefits of the tested 
products.  

Nutratech Conseils: We are a consultant company 
with competencies mainly in industrial field, because 
of our training background as food engineers. We 
work with companies with a R&D and innovation ap-

proach. For this purpose, we prefer a global approach 
of the projects and we try to bring our expertise on 
different points : marketing, market and of course 
regulatory. Our expertise lies mainly on nutritional or 
health ingredient and on its application in dietary sup-
plements, PARNUTS, energy products, etc. but also 
in health food products, more traditional, or in feed 
products, which are facing the same problems. 
Our scientific approach allows us to give comments 
on a project possibility, thanks to our internal resour-
ces. In few words, we build a scientific state-of-the art. 
Finally we bring also our skills in term of technology: 
we are sometimes contacted to organize technical 
assays in extraction, drying, ingredients in powder 
form production. The regulatory aspects are integra-
ted in this global approach of the projects.

Nutraveris Conseils: We are a Scientific and Regu-
latory Consultancy Agency that accompanies manu-
facturers in the development of scientific innovations, 
formulations and argumentations, as well as in the 
regulatory validation of their products (composition 
and allegations) in France and abroad. We meet our 
clients’ demands thanks to our 2 established depart-
ments. Nutraveris’Legis is the regulatory department 
(regulatory expertise and validation). It serves three 
purposes: it finds solutions for the validation of de-
velopments at an international level, it supports the 
clients in notifying their products and obtaining the 
mutual recognition of their products from the Euro-
pean administrations, and at an international level, it 
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drafts and submits files with the EC to obtain EFSA’s 
validation for the products falling under the scope of 
Article 13.5 and 14 of Regulation 1924/2006 (we 
are a leader agency in this field). 
Nutraveris’Iris is the scientific department. We have 
created the Nutraveris’on-line database, a unique 
tool in Europe dedicated to the formulation and de-
velopment of dietary supple-
ments and fortified foods which 
lists and analyses on a week 
basis the relevance of all types 
of information: regulatory infor-
mation (ingredient marketing 
authorization and claims for al-
legations submitted to the EC 
(European Commission), claims 
under assessment or which 
have already been assessed by 
the EFSA (European Food Safety 
Agency);  scientific information 
pertaining to the efficiency and 
safety of over 1200 ingredients 
authorized in Europe within 132 
segments belonging to different 
markets. One click and the data-
base enables you to search by 
segment, ingredient, key-word… 
whether an ingredient is autho-
rized, whether claims have been 
submitted for it, and which are 
the published scientific studies that might support 
you in the development of new products and rapid 
drafting of files that back up the allegations. We are 
also specialized in drafting files for DGCCRF’s subse-
quent controls, allegation backup files and technical-
commercial argumentations. We also help our cus-
tomers to develop formulations: to choose the active 
ingredients, to justify their doses, to validate their 
choice of raw material suppliers, to conduct galenic 
developments and clinical and toxicological trials. 

Pharmanager Development : Pharmanager Develo-
pment is a specialized company developing scienti-
fic and regulatory activities in the field of cosmetics, 
food-processing and pharmacy. It is important to of-
fer a global perspective to our clients insofar we are 
no longer dealing with scientific or regulatory issues, 
but rather with a whole. The clinical support of health 
allegations and the European regulation governing is 
such an example. Technological watch, regardless of 
its type, is one of the main missions of Pharmanager 
Development and we have developed a structure and 
tools (mainly pharmanager-ingrédients website) spe-
cifically adapted to these stakes.

RNI : RNI Conseil is a regulatory and legal advisory 
agency specialized in all types of dietary products 
(dietary supplements, dietary products, dietary foods 
for special medical purposes, fortified foods…). Our 
global services include three key stages in the life of 
a product: the validation of its formulation (active in-
gredients, additives, Novel Food files), the validation 
of its claims (labeling, communication, claim file), its 
registration with the authorities (statement, notifica-
tion, registration). These services are available in all 

the countries: RNI Conseil aims to be a bridge that 
enables and supports the circulation of products and 
clients from one state to another, from one conti-
nent to another. Our services are technical-regula-
tory oriented as they also include a scientific aspect 
such as the drafting of Novel Food and novel additive 
marketing authorization files, novel claim files and 

dietary food for special medical 
purposes files under regula-
tion 1924/2006. Our team is 
made up of scientific and legal 
experts. 

VDMj Conseil : My activity does 
not relate only to dietary supple-
ments as I also work with files on 
foodstuffs for particular nutritio-
nal uses, medical devices, OTC 
drugs… In order to do that, I rely 
on my pharmaceutical experien-
ce of more than 25 years during 
those I developed drugs and 
dietary supplements. In my opi-
nion, it is an important aspect. 
But my expertise encompasses 
also consultancy on marketing 
and product positioning, quality 
audits and the development of 
innovative products. This some-
times leads me to encourage 

my clients to develop patent applications for certain 
products. Once again, I believe that the expertise in 
the field of patents associated with the development 
of products at an international level are two key as-
pects of my activity.

 �Is it important to possess networks 
(including informal ones) in other 
countries (not only in Europe, but 
also in Asia, USA, etc.), even if the 
companies for which you work have 
no commercial activities there?

de Vecchy Conseil. Historically speaking, I have wor-
ked mainly in France and to a small extent in Belgium. 
When the need arises, I outsource part of the files to 
other consultancy colleagues. But since I am a spe-
cialist in plants and their extracts, it is rather the op-
posite that occurs: most frequently, it is manufactu-
rers from abroad that want to penetrate the French 
market that turn to me.

EAS. We operate in a global scientific, regulatory and 
marketing environment. Understanding the Euro-
pean framework is essential, but a global perspective 
is also necessary as it provides new experiences and 
new ways of thinking. This is the reason why EAS has 
set up in Asia a second office that provides the same 
strategic and regulatory services as EAS Europe.  

Naturalpha: The food-processing market is not only 
French but also European and even international. In-
sofar Europe is concerned the regulatory framework 
has become increasingly harmonized over the last few 
years with a view to facilitating cross-border exchanges; 
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however, certain legislative dispositions are still to be 
defined or cleared up and while waiting for a European 
consensus, certain national regulations are still in for-
ce. This is the case of the administrative approaches 
to be made with the ethics committees / competent 
authorities beforehand carrying 
out the clinical studies underlying 
an allegation file. These stages 
depend on the national legislation.  
In a similar way, the regulatory 
framework that applies to health 
products differs from one region 
to another (Europe, USA, and 
Japan). Because of all these, it is 
good to possess local networks in 
order to understand and facilitate 
the approaches with the Health 
Authorities. These networks 
can lead to the creation of par-
tnerships with sub-contractors or 
experts identified by the Compe-
tent Authorities. For example, in 
order to facilitate the creation of 
contacts, we have set up an office 
in Cambridge (MA –USA) and we 
are ready to meet every custo-
mer demand regarding the FDA.

MS Conseil: We actually have 
contacts in Europe, Japan, Ca-
nada and the USA, players that 
I have personally met. However, 
this network is rarely activated 
insofar there are few demands 
and I have not tried to develop 
this activity.

Nutratech. We work with a 
network composed by industrials, 
union organizations. We have 
contact lists which allow us to 
contact many people and in fine to find the right name. 
We are in a process to increase such a contact data 
base.

Nutraveris. We have actually set up networks in most 
of the countries where we conduct our development ac-
tivities, offices that provide both regulatory (administra-
tions, trade unions, lawyers...) and scientific (networks 
of experts, mainly EFSA and other opinion leaders) ser-
vices that enable us to issue accurate and exhaustive 
opinions, while regularly performing updating activities 
although it is us who directly perform all the registra-
tions for our clients. 

Pharmanager Development : Indeed, it is impossible to 
possess all the details pertaining to international legisla-
tion from France. This is why it is crucial to be able to rely 
on a network of consultancy agents that possess a tho-
rough knowledge of the legislation in their countries, the 
position of the competent national authorities and the 
evolution of the legislation… It is Pharmanager Network’s 
role to develop an international network of regulatory 
experts in different sectors of activity and to manage 
the whole flow of information (www.pharmanager.com). 

RNI. At RNI, the importance of networks is given by 
the importance of every single network. We have es-
tablished networks with local authorities and national 
scientific experts, in Russia, Asia, Africa, and in the 
Middle East, we possess and we develop contacts 

that are essential for our regu-
latory files. Moreover, getting to 
know the international dietary 
regulation and the Codex Ali-
mentarius enables out team to 
better understand and anticipa-
te the evolution of the European 
regulation. 

VDMj Conseil: It is a key word for 
me insofar 60% of my activity is 
conducted abroad. I have there-
fore participated to the registra-
tion of products in over 30 coun-
tries. This international vision is 
important in the European regu-
latory context of dietary supple-
ments, which will have a positive 
effect in term of harmonization 
but at the same time will pena-
lize the products range. 
The regulation evolution will in-
volve a standardization of the 
composition and of the products 
claims. In this context, for the 
less innovative products, the 
so-called  “me-too” in the phar-
maceutical industry, a few com-
panies will be advantage : those 
which have the highest fame, 
the highest communication bud-
get and also those which are 
the most present in other coun-
tries policy. Some key questions 
then are arisin, such as “ which 
product in my range will be pro-

moted ?”, “how to sell it ?”, “what is its international 
potential ?”. This is why being based abroad and pos-
sessing a network of contacts is essential in this field. 
This applies to existing products but also to new pro-
ducts : a product has to be developed within a logic of 
innovation and of internationalization – which could 
fit with niche products development. This can go also 
with the development of a licensing policy, speeding 
an international launching. 

 �According to the first opinions 
issued by EFSA (Article 14 or generic 
drug claims), the experts have raised 
the bar quite high. How will this 
affect your work? 

de Vecchy Conseil. Last year, I braked heavily and I 
refused to submit files under Article 14. Simply be-
cause I know for example, what a drug marketing au-
thorization file should contain. On the contrary, in the 
case of allegations, even if we had guidelines, we did 
not know which would be the level of requirements 
for these files. A risky situation, in my opinion. Some 
of the “hot-head” manufacturers took their chances 
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and submitted the files, with the well-
known consequences. Now we know 
how it goes. 
Moreover, let us not forget that the 
allegations, whether accepted or not, 
are published in the Register of al-
legations. If so (the latter), I wonder 
about the damages this can bring to 
the company, especially if it wants to 
engage into export activities. 
One thing is sure: we have to give se-
rious consideration to these aspects. 
Very often, the medium-sized compa-
nies which are actually involved into R 
& D do not meet the standards. Pe-
rhaps they should focus on generic 
allegations…

EAS. EFSA will definitely become the 
world reference in terms of risk as-
sessment and scientific consultancy 
on foods and nutrition. From this per-
spective, their allegation assessments 
will naturally become increasingly 
strict and only the companies able 
to provide evidence for the efficacy of 
their products will be granted positive 
opinions. However, as we have stated 
on several occasions, EFSA should not 
use the same criteria in the assess-
ment of allegations under article 13 if 
compared to the allegations under Ar-
ticle 14. The regulation makes it clear 
that the approaches must be differ-
ent. If we do not take the appropriate 
measures, the European Union might 
become a genuine “marketing chaos” 
where allegations worn by foodstuffs 
for years or even dozens of years 
might be removed from the labeling 
and other communication supports. If 
this is the desire of the 27 Member 
States of the EU, the awakening will 
be difficult when the application prob-
lems related to illegal allegations will 
reach levels unknown before. 

MS Conseil. For a consultant it is 
always a dilemma to propose to his 
client an allegation file while knowing 
that the risk of being rejected by the 
European authorities exists. More-
over, it is even less pleasant to draft 
the file, as the manufacturer invests 
important funds in the clinical studies 
(Editor’s note: from 100 000 to 200 
000 euros) which must be approved 
(by the Afssaps for instance). 
Very familiar with the field of clinical 
studies, I can tell from the start which 
claim will be easier to prove. An impor-
tant aspect: it is necessary to know 
what we search in order to find it.
Many files have been rejected be-
cause the cause and effect relation 

was not significant for the EFSA ex-
perts. Another difficulty relies in the 
fact that we address to apparently 
healthy subjects, with no declared af-
fections, on whom we have to prove 
the activity of a product.

Naturalpha. We had expected a 
high raise in terms of requirements, 
but finally, EFSA’s approach is very 
similar to that of FFSA, which means 
very strict. It is quite clear that EFSA’s 
current orientation brings closer the 
fields of pharmacy and nutrition in 
terms of scientific rigor, which might 
be surprising; especially insofar as the 
health allegations under Article 13 
are concerned. However, we had an-
ticipated this rigor and taken in-house 
measures - before EFSA published the 
guidelines on the assessment grids – 
to assess the quality of clinical param-
eters in the case of allegations. We 
will therefore continue on this direc-
tion and supplement EFSA’s opinions 
with detailed analysis tools in order to 
identify the key aspects of any file and 
thus appropriately guide our clients. 
We have realized that many appli-
cants neglected certain key aspects 
of the file requirements, “details” 
such as the bibliographic research 
of data, approaches that many of the 
industrialists lack experience in. We 
are therefore currently associating 
the results of scientific research with 
the systematic assessment criteria 
outlined by EFSA and the formulation 
of allegations, in order to asses the 
“weight” of the file of our clients’ prod-
ucts, and reduce the risks of negative 
opinions. 

Nutratech Conseil. We had have 
integrated this parameter in our ap-
proach of the regulatory files. We all 
knew that the scientific level would 
be very high. And what is happening 
now concerning the published advices 
is what had to happen. In fact a so 
high scientific requirement is justi-
fied : when we want to play a game 
we had to follow the rules. We have 
always considered that the industri-
als would have to follow the published 
guidelines.

Nutraveris. EFSA panels of experts 
include academic researchers, it is 
therefore not surprising that for a 
scientist the level of the submitted evi-
dence must be statistically and clinical-
ly conclusive. Thus, the requirements 
regarding a file submitted to EFSA 
relate to evidence and scientific rigor. 
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After a brief analysis of the issued opinions, thanks to 
our expertise we have quickly identified several flaws 
regarding the submitted studies or even the drafting 
of files. A negative opinion was to be expected in such 
cases. Our vision on the EFSA files and our initial strat-
egy has been confronted for 1 year and a half with the 
drafting of many files and we have gained experience 
from our exchanges with the EFSA experts. We have 
therefore been able to analyze the relevance of the sci-
entific data, the accuracy of the 
requested allegation messages 
with a view to submitting the fi-
nal file. We have developed an 
interactive pre-diagnostic which 
indicates to our clients the level 
of acceptability of their studies 
for such a file and the evidence 
still to be collected, which also 
enables us to propose them sup-
plementary protocols and clinical 
trials essential for the final suc-
cess of their file. 

Pharmanager Development : 
Briefly, this is what Pharmana-
ger’s customers expect from 
us: anticipation. Thanks to our 
scientific and regulatory activi-
ties, our customers had already 
been informed in 2006 about 
the allegation regulation pro-
ject. In 2007, we were the first 
to draw the alarm in our field on 
the radical changes to be brou-
ght to this regulation regarding 
the scientific support of health 
allegations. Finally, by recruiting 
(2008 JL Berta : Expert Doctor, 
former human nutrition respon-
sible within the FFSA, co-editor of 
the Nutrition and Health National 
Program. 2009 - A groubert : 
Pharmacist, former Pharma-
copoeia expert), Pharmanager 
knew how to make evolve its 
company so as to meet the new requirements im-
posed to our clients. 

RNI. The conditions required to obtain a new alle-
gation authorization are high and copied from the 
pharmaceutical universe. The manufacturers have 
therefore reacted to this situation in three different 
manners: they have either waited for the publishing of 
the authorized allegation register and adapted their 
products and communication to those of the products 
that have been granted positive opinions; they have ei-
ther joined a trade union in order to try to lower the 
level of scientific requirements and make them adapt 
to a “nutritional” reality; or, despite all these, they have 
still submitted their applications for authorization and 
focused their developments and files on a few flagship 
products of their ranges. The regulatory mission cur-
rently relates, therefore, to allegations, communica-
tion and labeling and tends to include the three strate-
gies presented above adopted by the companies. 

VDMj Conseil : It’s been several months since I have 
noticed an evolution in the manufacturers’ requests. 
Many of them have understood that their delivery 
came from developing abroad, outside Europe, and 
this for their existing products as well as for their 
new ones. This somehow “imposed” evolution (by 
EFSA) will enhance the demand for serious agencies 
and/or consultants seriously working on the deve-
lopment of innovating products in an international 

vision. 

 �So far, the current 
regulations have 
allowed you to 
follow an upward 
trajectory. Are 
there any clouds 
that could darken 
the development of 
your business? 

de Vecchy Conseil : The begin-
ning of the year was a subdued 
one. I felt that the companies 
were still in a phase of questio-
ning regarding the claim files. 
But neither the general context 
was very favorable. The gloom 
seems to have ended now and 
companies are renewing their 
interest in development pro-
jects. I think that both for us and 
our customers, the regulatory 
activity will be difficult for 2 or 3 
years. The transition period will 
surely trigger certain delays.

EAS. In our sector, we have 
worked a lot in order to become 
market leaders in regulatory con-
sultancy and we are still working 
hard to maintain ourselves to the 
top. It is our expertise, our knowl-
edge and broad skills that attract 
the clients who decide to work 

with us. We believe that if we continue to capitalize 
our efforts in this direction, we will step confidently into 
the future as it is the future that motivates us.

MS Conseil. I do not worry for consultancy activities 
as ours. I’m rather worried for the industrialists. 
Many of them will have to use a few generic drug 
claims published in 2010. Some of them will resort 
to the expertise of consultancy agencies; other ones, 
due to budgetary reasons, will only refresh their pac-
kaging.

Naturalpha. Within our activity in the field of nutrition 
and health we have opted, since the very beginning, 
for an interdisciplinary approach that combines re-
gulatory and scientific aspects. The implementation 
of the European directive and mainly the drafting of 
the files pertaining to Article 13 have triggered a 
high demand for specific consultancy. However, they 
have also triggered a change of perspective among 
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manufacturers, who are questioning their strategy 
of development in the field of nutrition and health. 
We have therefore assisted to a real evolution in the 
demands of our clients, passing from a quantitative 
model that favored the submitting of allegation files 
in the shortest of terms, to a qualitative model that 
included scientific evidence. Our regulatory and R &D 
positioning makes us able to live at the height of the 
evolution of the demands, and this is the reason why 
are optimistic about the future of our activity. 

Nutratech Conseils. Now what is important is what 
will happen in a concrete way. Until the publication of 
the allowed claims lists in January 2010 we are in an 
in-between step. Then our task will be to participate 
to the good management of these claims. The regu-
latory experts had met in the past such a situation 
with the Novel foods legislation. There are some si-
milar points with what happens now with the claims. 
In 1997 indeed the bar was raised very high also. 
Several industrials thought that it could have not be 
possible to innovate. But what do we observe ? This 
has never stopped the new ingredients development 
nor their launch on the market. And if until now the 
will of the industrials are slightly slowed down, what 
will happen could be the same with the claims. Finally, 
concerning our consultancy activity in legislation we 
must not forget that there are several files in which 
we can collaborate with the industry. For example, 
food colours and additives legislation or dietetic pro-
ducts. These files will not be done without our help.  

Nutraveris. Ever since our creation, more than 3 
years ago, we have permanently anticipated the 
needs of the market, implemented various know-how 
tools and capitalized on human resources with a high 
level of training, experience and requirements (Doc-
tors in pharmacy, physiology and physiopathology, 
food-processing engineers, masters in nutrition and 
health, dieticians…) that possess a wide complemen-
tary vision of any issue, enabling us to immediately 
treat with enthusiasm, relevance and success any 
such issue. We have also established partnerships 
with many complementary players in order to pro-
vide comprehensive services from the design of the 
product and until its launch on the market. 

Pharmanager Development : The scientific and regu-
latory environment of our clients is getting increasingly 
complex and their expectations increasingly varied, we 
are therefore adapting out company to this evolution. 

RNI. The EC legislation in terms of products and food-
processing safety is far from being concluded. Several 
regulatory modifications and new texts shall be pub-
lished, and they will require further juridical analyses of 

the products and their adaptation. Beyond the issues 
related to the economical context, the Regulatory Af-
fairs specialists, whether employed, consulting agen-
cies or trade unions, will always be well quoted trades.  

VDMj : Just as the sector of dietary supplements will 
undergo a real evolution, with the disappearance of 
laboratories which will not be able to justify their so-
metimes too exaggerate allegations, the sector of re-
gulatory consultancy will undergo its own revolution, 
too. They were used to be regulatory consultancy 
agencies that kept their clients informed and made 
their work easier by providing them with smart tips. 
To my mind, such an approach will disappear. Similar-
ly, in our primary regulatory consultancy activity, the 
questions pertained to the doses of vitamins or mi-
nerals to be incorporated into formulations. Hence-
forth, the manufacturers will be able to rely on clear 
and straightforward texts. And when the doses are 
published, everyone will be able to consult them. In 
fact, I think that this “primary” activity is being threa-
tened and will increasingly lose ground.  On the other 
hand, the consultancy activities on the development 
of solid products marketed at an international scale 
will register much progress.

 �Will your trade have evolved within 
5 years’ time? In what sense? 

de Vecchy Conseil: If I look back over the last few 
years, our business has evolved. In terms of technolo-
gies, materials etc... But if we go right to the heart 
of the matter, we realize that we still have to meet 
the concerns of professionals and give them the best 
possible answers. And this will never change.

EAS. We have several projects in store for our busi-
ness activities and we are currently developing num-
ber of them. It is clear that our activity will remain 
dynamic and bear its fruit, providing added value to 
our clients, whether they are companies, govern-
ments or associations. Any person that works at 
EAS and with EAS must be aware of the fact that 
she/he is working with a strategic player in terms 
of regulatory developments, solutions and actions.  

MS Conseil: Yes, certainly because we can imagine 
a decrease of the number of dietary supplements 
laboratories without a decrease in the market. The-
refore it will not be enough work left for all the consul-
tants presents in this market. The evolution could 
also trend to an internationalization of this activity.  

Naturalpha. The regulation on health allegation con-
tinues to evolve, if taking into consideration only the 
publishing of the authorized allegations under Article 
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13, the nutritional profiles… Other directives or regu-
lations are under development or shall be modified, 
i.e. novel foods, dietary supplements…. These differ-
ent texts will set the limits of the regulatory frame-
work and precisely define the necessary prerequi-
sites for the development and valorization of different 
foodstuffs. Thus, once the regulatory framework will 
have been set, the industrialists will be able to imple-
ment product development strategies in line with the 
standards, such as the ones already implemented in 
the case of OTC drugs and prod-
ucts. Within this context, the 
scientific file underlying the ben-
eficial effects of the products will 
represent once again the core 
of our trade. The major stakes 
of the evolution of our activity will 
be, within the context of accom-
panying the drafting of regulato-
ry files, to own and enhance this 
double scientific and regulatory 
expertise.

Nutratech Conseils : Just on 
this claims subject, it is clear 
that we will have things to do and 
to say. What is preparing on the 
European level is going in the di-
rection of a needed clarification 
concerning the products claims. 
This will contribute to clean up 
in some industrial areas. For us, 
as well as for the industrials with 
whom we are working for, it will 
be important to follow the line.

Nutraveris. The regulation is permanently evolving, 
the scientific affairs less, but they have to adapt to 
the needs and limits of the former, and our advan-
tage relies in our two departments that stimulate the 
exchange of information in order to better meet any 
needs and constrains. 

Pharmanager Development : Yes, our multidiscipli-
nary team (cosmetics, food-processing, dietary sup-
plements, pharmaceuticals) is currently comprising 
9 persons (health engineers, pharmacists, doctors) 
and through our watch activities we are able to an-
ticipate the future regulations and already prepare 
(as we have made in the case of the allegation re-

gulation) our future expert recruitment. For us, as 
well as for our clients, “forecasting is being able to 
outline the future and prepare it; forecasting is taking 
action”. [Henri Fayol].

RNI. A regulatory expert must always be in line with 
the regulatory evolutions but especially with the 
manufacturers’ evolution. RNI Conseil’s competency 
and services have evolved for several years accord-
ing to two parameters: scientific skills for allegation 

files, technical skills for Novel 
Food files, skills in International 
& Comparative Law for export 
activities. Regarding the new 
regulatory texts and the future 
objectives of the European Com-
mission or the European Coun-
cil objectives (such as the safety 
of plants and of their mixtures), 
the demands will focus around 
two supplementary directions: 
the toxicity and safety of prod-
ucts. At the time being, Europe 
is one of the last continents that 
do not require explicit evidence 
for the harmlessness of the 
mixtures at the registration of 
products, an element which is 
essential in many other coun-
tries. RNI Conseil has already 
anticipated this trend and has 
already established relations 
with well-known toxicological 
experts. Finally, the allegation 

regulation and the problems related to mutual rec-
ognition in Europe will spur the industrialists to col-
laborate more closely with their in-house or external 
regulatory experts and their marketing and R & D 
teams. The development of nutrition products will 
turn to enhanced collaboration and the organization 
of the different services within an enterprise. The 
regulatory expert will become increasingly involved 
earlier and more in the upstream into product de-
velopment.

VDMj : I think that we will witness a serious evolution 
of the companies. Major groups will be formed but 
also very innovating small-sized companies will deve-
lop. The universe of regulatory consultancy will follow 
a similar evolution and will experience a symmetric 
revolution through the set up of powerful agencies 
based in several countries. At their side, smaller 
structures able to provide an innovating insight and a 
taylor made answer will continue to exist.

Regulatory experts / De Vecchy Conseils. 
Hélène de Vecchy / EAS. Estelle Marais / MS 

Conseil. Michel de Sarrieu / Nutratech. Rodolphe 
Merlet / Nutraveris. Cédric Bourges / RNI 

Conseil. Violaine Chaumont / VDMj. Jacques 
Vandermander

Regulation and science
Launching a product on the market depends on 
2 crucial questions that require 2 inseparable ty-
pes of expertise. Regulatory: what can we do? And 
scientific: what should we do?
In fact, a formula depends on the choice of 
authorized ingredients and doses that justify the 
claimed health benefit for the target population. 
Thus, it is obvious that within the industrial fra-
mework of health nutrition, regulatory expertise 
cannot be separated from scientific expertise 
(source Nutraveris). 

Europe does 
not require, for 

the moment, 
explicit 

evidence 
for the 

harmlessness 
of the mixtures

claims
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