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B.M.J. van der Meulen, H.J. Bremmers, J.H.M. 
Wijnands and K.J. Poppe, Structural precaution: 
The Application of Premarket Approval Schemes in 
EU Food Legislation 
http://www.academia.edu/12576251/Structural_Pr
ecaution_The_Application_of_Premarket_Approval_
Schemes_in_EU_Food_Legislation

Sources

● NFR regulation 2015/2283

● GMO regulation 1829/2003

Materials
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EU JRC foresight scenarios 2050
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Projected change in water availability for 

irrigation in the Mediterranean region
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Ex ante Self

assessment

Self assessment

Ex post Enforcement Enforcement

What, who, when?



 Structural

● Properties of the product

● Toxicity

● Etcetera

 Incidental

● Condition of a food due to:

● Deterioration

● Contamination

● Etc.

Safety
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 Conventional foods

● Assumed safe on the bases of experience

● Unless evidence shows otherwise

 Non conventional foods

● Evidence of safety required

●  authorisation procedure

Structural safety
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 Identify risks

 Is it unsafe?

● Presumption of safety

 Exclude risks

 Is it safe?

● Presumption of unsafety (‘a priori hazardous’)

Questions to science



 1962 onwards: colours, sweeteners & other additives ‘synthetic 

foods’

 1997: novel foods

 2002: food supplements

 2002 (GFL): general ban on unsafe food

 2004: GMOs

 2005: novel packaging

 2008: enzymes, flavourings

 2015: novel foods

Authorisation requirements
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 EC Communication on precaution

 Reversal of burden of proof

 Ban +

● Permit on application

● Individual, or  first mover advantage

● General  second mover advantage

● Science provided by applicant

● Risk assessment = checking the homework

Risk analysis as condition for market access
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 Principle: prohibited unless authorised

 Additive: ‘a substance not normally consumed as a food in itself and 
not normally used as an ingredient in a foodstuff for its nutritive value’

● Sweeteners

● Colours

● Preservatives

● Antioxidants

● Modified starches

● Gelling agents

● Emulsifiers

● Stabilisers

● Anti-caking agents, etc.

Additives I





Additives II

 Positive lists

● Which additive

● In which food

● Which purity

● Which quantity

 EU authorisation procedures

● Technological need

● No hazard

● Not misleading

 Periodic re-evaluation

 Generic authorisation

 E-number



 FIAP – Food Improvement Agents Package

● Common procedure Reg. 1331/2008

● Enzymes Reg. 1332/2008

● Food additives Reg. 1333/2008

● Flavourings Reg. 1334/2008

Additives III
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 Not consumed in EU before 1997

● Modified molecular structure

● Micro organisms, fungi, algae

● Mineral origin

● Plants, Animals

● Cell culture

● Nanotechnology

● New production process

 Example: Becel pro-activ

Novel foods



 Ensure food safety

 Functioning of the internal market

 Support innovation

 Streamline procedure

● Clarify definition

● No substantial changes …

● Simplified procedure for traditional foods from 3rd countries 

(a.k.a. exotic foods)

Objectives of the new Novel Food Regulation
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 Inclusion by European Commission

 Criteria

● The food does not, on the basis of the scientific evidence 

available, pose a safety risk to human health

● Does not mislead consumer

● Not nutritionally disadvantageous

 Application by business (or initiative EC)

 Safety assessment by EFSA

Union list



Exotic foods

 Globally some 7.000 plant 

species used for human 

consumption

 In EU some 300 traditional

 2,000 insects

  high potential

 After 1997 just a hand full 

authorised as novel food (noni, 

baobab)



Exotic foods

 Simplified procedure

 Notification to EC

● Name, description, 

composition, origin

● Documented history of 

safe use

● Instructions of use

 EC to EFSA and MS

● 4 months science based 

objections

 No objections  on the list

 Objections  application 

needed



 At Wageningen University

● New project to submit exotic foods dossiers

 Export opportunities from China?

● Traditional Chinese foods unknown in EU?

● Product characteristics

● Evidence of history of use

Possible cooperation?
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Nanotechnology

 Problem defies definition

 any intentionally produced material that 

has one or more dimensions of the order 

of 100 nm or less or that is composed of 

discrete functional parts, either internally 

or at the surface, many of which have one 

or more dimensions of the order of 100 nm 

or less, including structures, agglomerates 

or aggregates, which may have a size 

above the order of 100 nm but retain 

properties that are characteristic of the 

nanoscale. 



Data protection

 Authorisation exclusive for 5 

years, if based on

● Recently developed 

scientific evidence or 

data

● Proprietary

● Exclusive right of use

● Necessary for 

authorisation

● Not applicable to exotic 

foods

 Request confidentiality

● Verifiable reasons

● 6 weeks to withdraw 

application



 Rationale: investment

 Interpretation EC. (at

claims): secret

 Problem:

● Against rationale

● Unscientific

Proprietary?



GMOs



Herbicide-resistant plants

Advantages: better weed control, less tillage                

Soybeans, corn, rice, wheat

Pest-resistant plants
Resistant to certain insects

Advantage: less insecticide required, 
better yield, reduce financial loss for farmers 

Corn, cotton, potatoes 

Most used commercial applications of GM crops
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 http://isaaa.org/default.asp

Clive James

http://isaaa.org/default.asp
http://isaaa.org/default.asp
http://isaaa.org/default.asp
http://isaaa.org/default.asp
http://isaaa.org/default.asp
http://isaaa.org/default.asp
http://isaaa.org/default.asp
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Non-transgenics

Transgenics

Herbicide Resistance



Insect Resistance

Transgenic Non-transgenic
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EU regulatory framework 

 Regulation 178/2002

 Directive 2001/18

 Regulation 1829/2003

 Regulation 1830/2003

 Regulation 641/2004

 Coexistence guidelines



 ‘One-door-one-key’ 

● EU-wide authorisation

● Environment & food safety risk assessment

● Food & feed

Pre-market approval



 No adverse health effects 

 Not misleading the consumer

 Not nutritionally disadvantageous

Criteria



 Application 

● With national authority: 14 days 

 Risk assessment

● EFSA (independent scientific) 6 months 

● Opinion, if favourable 

 Commission

● Draft decision to PAFF (SCoFCAH)

● Favourable opinion  final decision by Commission

● Otherwise  Council by qualified majority (3 months)

Authorisation procedure



 Valid throughout the EU; for 10 years

 Entry in public registry

 Withdrawal

● Opinion EFSA

● Decision Commission

 Renewable

● 10 years

Authorisation 



Positive list

 http://ec.europa.eu/food/dyna/gm_register/index_en.cfm

http://ec.europa.eu/food/dyna/gm_register/index_en.cfm
http://ec.europa.eu/food/dyna/gm_register/index_en.cfm
http://ec.europa.eu/food/dyna/gm_register/index_en.cfm
http://ec.europa.eu/food/dyna/gm_register/index_en.cfm
http://ec.europa.eu/food/dyna/gm_register/index_en.cfm
http://ec.europa.eu/food/dyna/gm_register/index_en.cfm
http://ec.europa.eu/food/dyna/gm_register/index_en.cfm


 All ingredients must be mentioned on the label

 Additives: by name or e-number

 Novel foods: specificity regarding

● Composition

● Nutrition

● Intended use

 GMOs: as such

Labelling requirements



Is it a food?

Is the substance normally consumed as a food?

Is the food genetically modified?

Enzyme

Flavour 

(other) Tech. function

Pre-market authorisation decision tree

Does the food have a history of safe use in the EU prior  to 15-5-1997?

Is it a concentrated source of vitamins or minerals intended to supplement the normal diet?

No  food law does not apply: approval schemes may apply under feed law, food contact

materials law or pharmaceutical law
Yes

No

Yes  Reg. (EC) 1829/2003

No

Yes  Reg. 1332/2008

Yes  Reg. 1334/2008

Yes  Reg. 1333/2008Yes

No  Reg. 2015/2283

Yes

Yes  Dir. 2002/46

Does the food claim properties due to the amount of energy or nutrients it contains?

For all foods:

Does the food claim an effect on health?

Yes  Reg. 1924/2006

Yes  Reg. 1924/2006



 Unclear

 Unpredictable

 Expensive

 Time consuming

 Political application

 Can be manipulated

● CJEU refusal of authorisation

affects only parties (Stevia)

Experiences and problems
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 Avoidance

● Abandon innovation

 Compliance

 Monopolisation

● Procedures 
possible for limited 
number of businesses

● Exclusive rights

 Circumvention

● Do but don’t tell…

 Infringement

● Sell explicitly banned products

Business strategies



Thank you for your 

kind attention

Q&A

Bernd.vanderMeulen@wur.nl
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