
Novel Food Applications so Far: 
Success Stories and Else

Dr Javier Morán
Food Consulting-San Antonio Technologies

javiermoran@foodconsulting.es

mailto:javiermoran@foodconsulting.es


Some (important) preliminary 
questions



Is “tomatina” a novel process to extract
tomato?



EU citizens can eat novel foods in third 
countries?



Can I eat Sarmale in Romania?



EU citizens can bring novel foods when they 
return home?



Can develop some novel foods on 
smuggling?



Can I have a novel food only for my 
personal use?



Seriously …………



“Eating is an extremely risky
activity”

Julian Mellentin



Potato as example

• The introduction of potatoes 
around 1500 AD in Europe was 
done without risk analysis 
although the family 
Solanaceae contains 
undesirable toxic substances. 

• According to a literature 
review 2000 cases of potato 
glycoalkaloid poisoning with 
30 deaths have been 
addressed in 1984. 
Furthermore it is argued that 
some cases remain unreported 
as they are diagnosed as 
gastroenteritis. 



�”Food shall not be 
placed on the market if it 

is unsafe”.�
Regulation (EC)

No 178/2002



Introduction of new potato varieties

• Many different potatoes 
varieties exists and the 
composition of these 
varieties differ (i.e. 
glycoalkaloids). 

• Glycoalkaloids are 
potentially toxic to human it 
is desirable that 
glycoalkaloid levels are 
evaluated before new 
potato varieties are 
released for consumption.





The optimum regulatory environment 

“The optimum regulatory 
environment provides for 
consumer product safety, 
protects consumer health 

and delivers the 
availability of new (novel) 
products that better meet 
consumer needs, without 
acting as a disincentive to 
industry to bring products 

to the market”.



“This White Paper makes 
proposals that will 

transform EU food policy 
into a proactive, dynamic, 

coherent and 
comprehensive instrument 

to ensure a high level of 
human health and 

consumer protection”.�

Chapter 2

White Paper on Food Safety 
European Commission 2000



Approaches for obtaining products 
approval

No 
procedures

Ordinary foods

Processing aids

Enzymes

Food contact
materials

Pre-market
approval

Novel foods

GM foods

Additives

Food
supplements

Others (plastics, 
extraction

solvents, …) 

Notification

Similar to other
novel foods



Regulation 258/97. Criticisms 
and comments



In addition to the 
vague definitions, 

it is creating 
obstacles for 

innovation in the 
European food 

market and 
hindrances for 

third countries and 
applicants





Significant degree before May 15th 1997

• Novel foods can be 
categorized into four, 
formerly six groups. 

• These groups have in 
common that the food 
products and food 
ingredients have not been 
used for human 
consumption in the 
European Community to a 
significant degree before 
May 15th 1997.



15th of May 1997

• NFR sets a timeline, the 15th of May 
1997. All food on the European 
market can be considered as safe, 
traditional food. 

• However, the European Community is 
not static. In 2004 ten and in 2007 
two new Member States joined the 
European Union, increasing the 
European market and adding 
respectively new traditional food to 
the European Union. 

• There was a fear that some 
companies might try to use these 
new Member States as a loophole to 
avoid the authorization procedure.



It is especially important for plants



How it can be demonstrate that a product 
is marketed before May 15, 2007?

• Import permission?.

• Customs certificate?.

• Invoices?.

• Administrative 
certificates?.

• ………………..



New formulations

• Most new food products are 
simply new formulations using 
familiar ingredients obtained by 
conventional means and having a 
history of safe use, and as such 
do not fall within any of the novel 
food categories. 

• This is the reason the majority of 
new food products that enter the 
market in the Community every 
year are not regarded as novel 
foods.



What is “significant degree”?

• Some critiques focus on the term 
“significant degree" in the definition 
of novel foods (Article 12), stating 
that all foodstuff consumed to a 
significant degree until 15 May 1997 
is traditional food and thus not falling 
under the scope of this regulation. 

• Some discussion papers argue that 
this term is too subjective and leaves 
too much space for interpretation. 
Especially the import of traditional 
food from third countries is 
influenced by this definition, deciding 
whether a food has to undergo the 
application procedure or not. 



Lepidium meyenii (“Maca”)

• Lepidium meyenii is an ancient root of the 
Central Peruvian Andes. It has been 
imported to the European Union from the 
16th century on. Offcially documented in 
1996 are shipments to Spain and Italy and 
the Belgium authority also claimed that 
Maca was on the market pre 1997. 

• In 2003 some countries, withdraw the 
root from the market through the rapid 
alert system for food and feed falling 
under the NFR. 

• In an official paper to the WTO the 
European Union claimed, that Maca was 
not on the European Market before 1997

• Nowadays it is clearly stated in the Novel 
Food catalogue, that Maca is allowed to 
be distributed in the European Union. 



Aspects to consider to evaluate 
“significant degree”

• Documentation.

• Geographical aspects.

• Quantity of use.

• Intended purpose.

• Specific population groups.

• Context of use.

• Use of other forms.

• Parts of a food.

• New technologies.

• Availability (how, where and 
for how long)…



CLA as example (SCFCAH 2005 and 2006)

 



“Generally recognized”

• “Generally recognized" and 
“substantially equivalent“ 
(Article 3.4) deciding whether 
the novel food has to undergo 
the authorization procedure or 
just the simplified notification 
procedure are not clear, 
standardized criteria. 

• The decision is based on a 
Member State's competent 
authority opinion and thus 
makes it imbalanced for the 
applicants.



“History of safe food use”

• Regarding the term “history of 
safe food use" in the novel food 
category. There is no further 
explanation thus leads to various 
decisions by different institutions. 

• The French Food authorities had 
no safety concerns towards 
“Nagai nuts" whereas the 
Standing Committee denied any 
consumption, because for them 
the data presented were way too 
insufficient.



The same situation occurs recently with 
Stevia



“Food with tradition of use”

• Phytostanols have been introduced to the 
Finnish market in 1995. Phytostanols are 
plant stanol esters produced from plant 
sterols. These ingredients have a cholesterol 
lowering eect of approximately 10 percent. 
The company Raiso launched the product 
Benecol, margarine with added plant stanols. 
Clinical trials confirmed the cholesterol 
lowering effect if a certain amount is 
consumed on a daily basis. 

• The example of the phytostanol tradition in 
Finland goes along with the challenges of 
Member States joining the European Union 
after May 1997, the time border between 
traditional and novel. What if a food with 
tradition in a future accession country is a 
rejected food in the European Union by the 
NFR?



“Significant changes”

• Terms like “significant 
changes" in the novel 
food category are 
leading to unclarities, 
because mostly every 
production process 
involves changes in the 
structure of the 
product.



Columbus eggs

• Columbus egg has a 
fatty acid composition 
that differs from eggs 
traditionally consumed 
because of the 
differences in feed.



Mycryo

• For example Mycryo was 
introduced as a powdered 
form of cocoa butter. 
Mycryo is produced by a 
cryogenization process.

• Though cocoa butter has 
already been used for a long 
time, its use in cryogenized 
form with its specific 
characteristics is new.



Algatrium

• Algatrium has 
presented an 
application for a health 
claim in front of AESAN.

• During the process the 
authorities indicated 
their doubts about if 
high concentrated fish 
oils are novel foods.



Novel processes

• High-pressure pasteurized fruit-based 
preparations are allowed in the 
European Union since the 23rd of May 
2001. Groupe Danone made the 
request and the competent authorities 
of France performed the initial 
assessment.

• The high-pressure treatment (8 kbar for 
6 minutes at 20C) may be safely used 
instead of the specified generally used 
heat pasteurisation process (85C for 10 
minutes). The Commission Decision 
covers not only the sterilizing process 
itself; it also covers the types of fruit, 
physic-chemical parameters of the 
juices and the storage afterwards.



Novel production processes

• Whether these result in 
significant changes to 
the final food?. 

• What constitutes a 
‘significant change’ to a 
food?. 

• How to determine what 
constitutes a novel 
production process?. 



Substantially equivalent

• The Commission Decision on a specific 
novel food is always addressed to a 
certain company or applicant. 

• If another food business operator wants 
to place a similar substantially equivalent 
to existing foods or food ingredients as 
regards their composition, nutritional 
value, metabolism, intended use and the 
level of undesirable substances contained 
in product on the market, he has to ask a 
national food assessment body for 
approval. 

• The assessment body compares the 
products and if they are substantially 
equivalent the notified novel food is 
approved and may be placed on the 
market.



Substantially equivalent

• These novel foods simply require 
notification. That is, the applicant notifies 
the Commission that it is placing the food 
or food ingredient on the market, and 
includes with this notification material 
establishing substantial equivalence.

• There are two possible grounds for 
substantial equivalence. First, a food can 
be considered to be substantially 
equivalent to an existing food on the basis 
of available and generally recognised 
scientific evidence. Second, substantial 
equivalence can be based on an opinion of 
a competent food assessment body, that a 
food is substantially equivalent to an 
existing food.



All novel foods go through the principal 
procedure for authorisation?

• This single approach 
would have the 
advantage of reducing 
uncertainty and 
disputes concerning 
qualification for a 
simplified procedure. 

• It may also dispel any 
lingering doubts 
concerning the safety of 
novel foods.



Reduce innovation

• From the economical point of view, the 
NFR takes too much time resulting in an 
extra cost, which makes it unattractive for 
companies to invest. 

• At a certain point, depending on the time, 
money invested in the application 
procedure will reflect to the profit for the 
company. 

• Connected to this problem the simplified 
notification procedure makes it more 
attractive for companies to be “second" 
on the market. In that way they can follow 
an easier, faster and cheaper procedure. 
The aim of being the second reduces 
innovation a lot.



Novel food. Expected margin vs real margin 
after approval at 6 months and 3 years (mE)



First or second?

Generic notifications under NFR for 
phytosterols

Returns to original notifier relative to

secondary market entrants



A way to innovate

Comparison of internal rates of return for notifiers and 
second market entrants (%): if original rotifer granted 3 years 

exclusive market access

Comparison of internal rates of return for notifiers and 
second market entrants (%): if original notifier paid 

compensation by later market entrants for data access



Regulation (EC) No 882/2004.
Requirements for the competent authority

• Meet operational criteria, such as having a 
sufficient number of suitably qualified and 
experienced staff.

• Ensuring that staff are free from conflict of interest.

• Have contingency plans for emergencies.

• Have suitable facilities.

• Carry out internal audits and/or have external 
audits undertaken.

• Ensure that specific conditions are met if any 
control task is delegated.

• Ensure on-going training.

• Be transparent.

• Prepare reports.

• Documented procedures for carrying out

• Controls.

• Ensure efficient communication between 
authorities.

• Have procedures for registration/approval.

• Take actions if business are infringing the law.



The time to authorise depends of the 
country where the product is presented?

Rapporteur member state for subsequently 
approved novel foods and ingredients

Novel food authorisations: Time to 
authorise (months)



EU authorisation time vs other countries

Phytosterol authorisations 
time in EU (months)

Comparison of novel food approval process 
times (for yellow fat spreads containing 

phytosterols)



The “secret” Catalogue

• The Novel Food Catalogue is the result of the continuing 
discussions in the Novel Food Working Group, a group 
comprised of Novel Food experts from the Member 
States together with officials from the European 
Commission.

• Novel Food Catalogue does not represent as an 
exhaustive list. It contains a list of products of plant and 
animal origin as well as other substances which have 
been discussed in relation to their status only within the 
meaning of the Novel Food Regulation.

• The Novel Food Catalogue may provide exclusively 
orientation whether or not a product would require 
authorization under the Novel Food Regulation. But in 
some Member States the placing on the market of this 
product as a food or food ingredient may be restricted 
by specific legislation.

• The Novel Food Catalogue is a "living database“ and the 
information provided should be used without prejudice 
to decisions that might be taken by Member States or 
the Commission on the basis of new or more complete 
information.



Areca nuts 

• Areca nuts are chewed with betel 
leaf for their effects as stimulant 
causing a heightened alertness.

• Areca nut has a novel food status in 
some European countries, however 
Finland has banned its use because 
there may be national law which 
are “stronger” than the EU 
Directive.

• In Finland The law of medicines 
determines that FIMEA is the body 
which make a decision if a product 
is a medicine or not.



NETTOX Plant List

• The NETTOX plant list is an 
EU project collecting and 
evaluating data on plant 
toxicity.

• From 1995 to 1997 food 
experts from 15 European 
countries created this list 
with around 300 plant, herb 
and mushroom species in 
the European Union. 

• This project and the list got 
revised in 2007.



Novel food?

NOT NOVEL:

A change of recipe

A change to the production 
process

GMO

Using a ‘new’ flavouring or 
additive

GREY AREA

New extraction or isolation
method

New extract

NOVEL

Same use of an ingredient 
authorised for Novel Foods

Different use of an 
ingredient authorised for 

Novel Foods

Use of an ingredient in 
PARNUTS, only used in food 
supplements prior to May 

1997

Use of a technological 
additive, authorized before 
May 1997, for its nutritional 

purposes



Current  timing in practice

MS 
individual 

assessment

205

EC forwards 
IA report to 

the MS

25

MS 
comment

on IA report

30

EC consults
EFSA

138

EFSA 
opinion

delivered

310

Commission
decision is

taken

434



Novel food applications

Novel food applications from May 1997 
and their current status

Time in months from the applicant 
request to the end of the procedure



In summary

• There are legal clarification and updating issues. The whole authorization 
procedure has to be rethought and restructured. The application is often to strict, 
takes too long, and too many opinions are involved in the decision-making.

• It is an obstacle for smaller manufacturers or importers in terms of finance and 
time. Depending on the Member State first applied to, the scientific evidence 
required varies a lot, this creates an heterogeneous application procedure. For 
small and medium sized enterprises the authorization procedure is too 
unpredictable. 

• The disadvantage of first appliers, and the advantage of competitors using the 
notification procedure is not to be scoffed at. To correct unclarity a new definition 
for novel food has to be introduced, in addition to be more specific with certain 
terms. This regulation was in force, before the European Union set their rules 
towards food safety within the White Paper. It has to be adapted to these changes. 
It should officially recognize the General Food Law and state the role of the 
European Food Safety Authority



The proposal for a new novel 
food regulation











New Proposal

• The aim of the “(new) Proposal for a Regulation 
of the European Parliament and of the council 
on novel foods” is to:

– streamline the authorization procedure, 
develop a safety assessment system that is 
better adjusted for traditional food from 
third countries, which is considered as 
novel food under the current Regulation;

– clarify the definition of novel food, 
including new technologies with an impact 
on food, and the scope of the novel food 
Regulation;

– improve the efficiency, transparency and 
application of the authorization system, 
which also contributes to better 
implementation of the Regulation, and 
empower consumers by informing them 
about food;

– ensure legal clarity by making necessary 
changes and updating the legislation.



Definition for novel foods

• A new definition for novel foods, 
including new techniques and new 
technologies is given, also referring 
to the General Food Law.

• The Commission is now officially in 
charge of determining to which 
extend a food has been consumed, 
drawing the line between traditional 
and novel food.

• New clearly formulated and 
transparent lists: the “Community 
list" addressing all legal novel foods, 
the “list of accepted foods with a 
tradition in third countries“ and the 
guidance document the “Novel Food 
catalogue" stating all allowed food 
with tradition in the European Union.



Three groups

• The new Proposal 
redefines the scope 
and sums up by 
defining the three 
groups: “novel 
food", “traditional 
food from a third 
country" and 
“history of safe food 
use" (Article 3).

• “Novel food" means food that has not been used 
for human consumption to a significant degree 
within the Community before 15 May 1997; food of 
plant or animal origin when to the plant and animal 
is applied a non-traditional breeding technique not 
used before 15 May 1997; and food to which is 
applied a new production process, not used before 
15 May 1997, where that production process gives 
rise to significant changes in the composition or 
structure of the food which affect its nutritional 
value, metabolism or level of undesirable 
substances.

• “Traditional food from a third country" means 
novel food with a history of food use in a third 
country, meaning that the food in question has 
been and continues to be part of the normal diet 
for at least one generation in a large part of the 
population of the country;

• “History of safe food use" means that the safety of 
the food in question is confirmed with 
compositional data and from experience of use and 
continued use in the normal diet of a large part of 
the population of a country.



Centralized authorization procedure 

• Centralized authorization 
procedure for novel food -
there will be an 
authorization procedure 
following the “one door -
one key" principle, 
delegated by the European 
Commission, advised by the 
European Food Safety 
Authority.

• Data protection in benefit 
of the applicant (proprietary 
data).



Simplified notification procedure

• Simplified notification 
procedure for traditional 
food from a third country –
food with a safe history of 
use in a third country may 
be put on the European 
Community market, if no 
objections are voiced by the 
Commission, the EFSA and 
the Member State 
authorities.



Monitoring

• In addition to the 
required pre-market 
monitoring there will be 
an optional postmarket 
monitoring for novel 
foods.



The “grey” area



Grey area: Musa x paradisiaca L.

• The banana is a well known fruit in the 
European Union. Commercially sold 
bananas worldwide are crossings of two 
wild types, hence the collective term 
Musa x paradisiaca L. (Banana blossom).

• The usage and the varieties of bananas 
are eclectic. One can have starch rich 
cooking bananas or sweet bananas as 
fruit. Bananas can be found all over the 
world and in some countries they are an 
important carbohydrate provider. Mostly 
the fruit is used as food, or the 
fibres for paper production.

• In Europe, banana blossoms can be found 
as food. The product, preserved in a can 
reminds of artichoke and is served in a 
similar way.



Grey area: Garcinia mangostana

• The mangosteen is a fruit of an evergreen tree. The 
plant originates from Malaysia, Thailand, Vietnam, 
Singapore, Philippines and Burma and the pericarp 
was used in folk medicine as a treatment of skin 
infections and wounds. The fruit is rich in phenolic 
compounds of which the largest quantity is located 
in the peel and rind.

• There are several studies on these phenolic 
compounds occurring in mangosteen (Xanthones) 
describing antimalarial, antidiabetic, 
antihiperlipidemic, antiatherogenic, antibacterial, 
anticancer, antitumoral, cardioprotective, antiviral, 
antifungal and many more properties.

• Nevertheless, the mangosteen is not novel to the 
EU and the fruit (aril) may be eaten, but there are 
doubts on consuming the peel (pericarp). This part 
of the fruit might be considered as novel in the 
European Union.

• There is a beverage on the EU market advertising 
with a special recipe of the whole mangosteen. By 
using the whole fruit, including the pericarp the 
product would be a novel food, although the 
distributor categorizes the product as a food 
supplement.



Grey area: Raspberry seed oil

• Raspberry seed oil is in some countries sold due 
to their valuable ingredients, namely 
phytosterols, tocopherols, linoleic acid,  linolenic 
acid and many more. 

• The fact that in some countries raspberry seeds 
are a byproduct of juice production and the oil is 
just used for cosmetic reasons led producers 
think of another, more profitable purpose. They 
sell raspberry seed oil as food or food 
ingredient. 

• Nature did not intend to make seeds digestible. 
There should be studies if certain seeds are 
digestible by humans or not and more data on 
the seed oil components and composition 
collected before deciding if seed oils are novel 
or not. 

• The vague definitions of the NFR and the various 
interpretations by Member States are causing 
challenges in this area.



Grey area: Lactose free milk

• Due to the fact that some people have a lactase 
insufficiency they can't digest milk and dairy 
products properly. If the enzyme lactase, mostly 
from yeasts or moulds is added to the milk an 
enzymatic reaction separates the lactose into 
glucose and galactose thus making the product 
digestible. This is the standard procedure to 
achieve lactose free dairy products. 

• There are some disadvantages in doing this, first 
the product tastes sweeter afterwards, second 
the enzyme added is expensive and the amount 
has to be calculated from batch to batch. An 
alternative would be to remove most of the 
lactose chromatographically. This lactose-free 
milk drink (it cannot be called milk, because all 
lactose has been physically removed) is available 
in some EU countries.

• The nutritional value of both variants varies 
significantly and in the chromatographic version 
the nutritional value is lower. This gives the 
product a disadvantage. 



Grey area: Noni juice

• Noni Juice has been approved by the European 
Commission and Standing Committee in 2003 as 
to be safe, thus delivering a positive 
Commission Decision to the Company Morinda 
Inc. to marked their product Tahitian Noni juice. 
Since then more than fifteen notifications from 
other companies have been made and 
accepted.

• In 2005 there have been 2 cases of 
hepatotoxicity of Noni Juice reported. The 
European Commission thereafter asked the 
EFSA for their advice. In their statement in 2006 
related to the safety of Noni Juice they agree 
with the former assessment by the Standing 
Committee, that Noni Juice has been adequately 
tested and that it is not causing hepatotoxicity.

• Lately, two more concerning potentially 
associations with Noni juice have been reported 
by the Spanish national authority. In January 
2008 the AESAN published a warning on their 
website concerning the possible poisoning and a 
death linked to Noni juice.



Grey area: Golden kiwi

• Golden Kiwi (Actinidia chinensis cultivar 
'Hinabelle' or 'Hort16A') was derived by 
traditional breeding methods in New Zeeland in 
1999.

• There is still an ongoing taxonomic debate on 
the exact relationship between the green 
(Actinidia deliciosa) and yellow/gold (Actinidia 
chinensis) kiwifruit due to differences in the 
chemical composition and ultrastructure during 
maturation and ripening. Carbohydrate and 
organic acid metabolism and the amount of 
chlorophyll and carotenoids in this two fruits 
vary a lot. 

• There have been allergy studies comparing both 
fruits showing differences in green and gold 
kiwifruits as various allergens occur in different 
amounts. 

• The Golden Kiwifruit was never a topic in the 
novel food discussion though introduced after 
1997. The status of tradition was granted due to 
traditional breeding methods.



Global view on novel foods



United States of America 

• In the United States of America foods or 
food additives are just allowed on the 
market if they comply with rules set out 
by the United States of America Food and 
Drug Administration (FDA). The Federal 
Food, Drug and Cosmetic Act (FFDCA) lays 
down the requirements. 

• In general foods on the USA market have 
to bear the status GRAS/Generally 
Recognized as Safe. A GRAS designation 
can be either self-affirmed by the 
manufacturer, approved by the FDA 
(notification with a letter of no objections) 
or FDA reviewed. 

• There is no definition for novel or 
traditional food in the USA, just the status 
of GRAS, applicable to every branch of 
products, but excluding food additives.



Japan

• Japan has no regulation concerning 
“novel" food, but a long tradition for 
allowing functional foods to bear a health 
claim. The Ministry of Health, Labour and 
Welfare is in charge of giving a product 
the label FOSHU/Food for Specific Health 
Use.

• It is clearly stated, that the product has to 
have a physiological health effect on the 
human body and has to be distinguished 
from a drug with curing or preventing 
effects. After the effectiveness is proven, 
the Food Safety Commission has to arm 
the safety of the product. If the product 
fulls all requirements it is allowed to use 
the FOSHU label. Since 1991 there have 
been 755 approved FOSHU products. 



Australia and New Zealand 

• Australia and New Zealand share one food 
code. The governmental body 
FSANZ/Food Standards Australia New 
Zealand is in charge of developing 
standards, of which Food Standard 1.5.1 
concerns novel food. 

• Novel food means a non-traditional food 
for which there is insufficient knowledge 
in the broad community to enable safe 
use in the form or context in which it is 
presented, taking into account the 
composition or structure of the product; 
or levels of undesirable substances in the 
product; or known potential for adverse 
effects in humans; or traditional 
preparation and cooking methods; or 
patterns and levels of consumption of the 
product.



Canada

• Health Canada is responsible for evaluating and 
approving novel foods in Canada. The Canadian 
definition of novel food also includes genetically 
modified foods. In addition, products that have 
never been used as food or resulting from a 
process never used for food have to undergo an 
pre-market assessment procedure. 

• The Novel Food Regulation under the Food and 
Drugs Act is the legal framework since 1999. 
Since 2006 revised guidelines, concerning the 
information requirements for the assessment 
are available.

• “Novel food" means a substance, including a 
microorganism, that does not have a history of 
safe use as a food; a food that has been 
manufactured, prepared, preserved or packaged 
by a process that has not been previously 
applied to that food, and causes the food to 
undergo a major change.



Switzerland

• Novel foods (the Swiss term is “neuartige 
Lebensmittel" or “nicht umschriebene 
Lebensmittel“) are a concern of the 
regulation for food and commodities, the 
Lebensmittel- und Gebrauchsgegenst 
andeverordnung (LGV). Article 4 of this 
regulation contains a list of transcribed 
foods. 19 Categories are containing the 
permitted food in the Switzerland. If a 
food doesn't meet the requirements in 
one of these groups it has to undergo a 
authorisation procedure. 

• The FDHA (Federal Department of Home 
Affairs) is responsible for defining the 
groups and the FOPH (Federal Office of 
Public Health) for arranging the 
authorisation. Article 5 and 6 are stating 
the terms of the application procedure, 
the requirements and the conditions. 



China 

• The overruling Food Legislation in China is the 
Food Hygiene Law. It divides food into 4 
categories requiring a pre-market control. These 
categories are food additives, health foods, 
novel foods and GM foods. Since 1990 there is a 
specific law for novel foods, the Novel Food 
Regulation, newly issued in 2007. The regulatory 
part for health foods has a higher priority than 
novel foods, including a safety assessment and 
an efficacy evaluation.

• In charge of the novel food regulation is the 
Ministry for Health. The State Food and Drug 
Administration (SFDA) delegates the 
assessments, whereas authorised accredited 
public laboratories are in charge of the testing. 
There has been drawn a difference between 
national and imported novel foods with a health 
claim. 

• Overall the Chinese approach is similar to the 
European one with focusing on the self-
discipline and main responsibility of the 
enterprises. 



Comparison of International Regulations 
Pertaining to Novel Foods

Australia/NZ Canada European U. United States

Handbook Yes No No No

Pre-market 
review Yes Yes Yes Yes

Simplified 
procedure No No Yes No

Time-to-Market <18 months <90 days >5 months Immediate

Fees Yes No No Yes

Confidentiality Yes Yes Yes Yes

Market 
advantage Yes Yes No No

Transparency Yes No Yes Yes

Safety 
monitoring No No No Yes



Thank you!

Dr Javier Morán
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