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334 I Enforcement of the Nutrition and Health Claim Regulation

Enforcement of the Nutrition and Health Claim
Regulation

Alie de Boer*, Miriam Urlings**, Ellen Vos***, Aalt Bast*

The nutrition and health claim regulation (NHCR) aims to protect consumers against false

or incorrect nutrition and health claims by requesting scientific substantiation. It also aims

to establish a level playing field in the internal market for allfood producers. European reg-

ulations such as the NHCR require national authorities to enforce these acts. Regulation (EC)
No 882/2004 requires national authorities to adopt a risk-based enforcement approach for
controls on compliance with feed and food law requirements. Our analysis showsfragment-

ed national enforcement practices. So, 18 Member States have developed 13 different guid-
ance documents on the flexibility of wording and/or compliance with the NHCR, whilst the
Member State authorities have also taken diverging actions. The NHCR is therefore current-

ly unable to establish a level playingfield. An EU-wide approach in enforcement should be
developed to ensure such fair competition in the internal market.

I. Introduction

Various food scares that the EU witnessed in the
199os, such as the BSE crisis and the dioxin crisis, led
to a radical re thinking and re formulation of the EU's
approach to food and food safety1. In this manner,
the European Commission proposed in total 84 dif
ferent action points to demonstrate the EU's commit
ment to establishing 'the highest standards of food
safety'2. The most important instrument hereof was
the adoption of 'Regulation (EC) No 178/2002 of the
European Parliament and of the Council laying down
the general principles and requirements of food law,
establishing the European Food Safety Authority and
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1 Ellen Vos, "EU Food Safety Regulation in the Aftermath of the BSE
Crisis," Journal of Consumer Policy 23, no. 3 (2000), pp.
227 255. Damian Chalmers, "'Food for Thought': Reconciling

laying down procedures in matters of food safety' in
2002'. With this so called 'General Food Law' as the
cornerstone of European food law, the EU clearly in
dicated that food safety was one of its key priorities4 .

The General Food Law (GFL) was followed by the

adoption of many other legislative actions to ensure
food safety and regain the confidence of consumers
and public authorities in EU decision making on food
issues, thereby covering the whole of the food chain,
including animal feed production and establish a
high level of consumer health protection. One of these

actions was 'Regulation (EC) No 1924/2oo6 of the Eu
ropean Parliament and of the Council on nutrition and

health claims made on foods', commonly named Nu

European Risks and Traditional Ways of Life," Modern Law Re-
view 66, no. 4 (2003), pp. 532 562.

2 Commission of the European Communities, White Paper on Food
Safety. COM(1999) 719 final.

3 COM(1 999) 719 final, supra note 2, at p. 1 .Commission Green
Paper, The General Principles of Food Law in the European
Union. COM(97) 176 final. Regulation (EC) No. 178/2002 of the
European Parliament and of the Council of 28 January 2002
Laying down the General Principles and Requirements of Food
Law, Establishing the European Food Safety Authority and Laying
down Procedures in Matters of Food Safety, O L 31 (2002), pp.
1 24 (Consolidated version 30 June 2014). Bernd MJ van der
Meulen, "The System of Food Law in the European Union,"
Deakin Law Review 14, no. 2 (2009), pp. 305-40.

4 van der Meulen, "The System of Food Law in the European
Union", supra note 3, at p. 2. European Commission Directorate
General Health and Consumer Protection, Discussion Paper on
Nutrition Claims and Functional Claims SANCO/1341/2001.
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Enforcement of the Nutrition and Health Claim Regulation I 335

trition and Health Claim Regulation (NHCR) which,
after many years of debate, was adopted in 2006.

This article will deal with this instrument.
The NHCR, which entered into force on i July 2007,

regulates all voluntary communications about the nu
tritional content and/or health benefits of a product6.
It aims not only to ensure a high level of consumer
protection and to facilitate choice by assuring that
claims are scientifically substantiated after a review
process by the European Food Safety Authority
(EFSA); it also intends to improve the free movement
of goods in the internal market by harmonising the
different national regulations of Member States7. Im

portantly, scientific substantiation of a claim is the
main aspect to be taken into account for the use of
nutrition and health claims according to this regula
tion. The NHCR defines three types of health claims:
Article 13.1 and 13.5 as function claims (based on ei

ther accepted [13.1] or new scientific evidence [13.5])

and Article 14.1 claims, (a) describing the reduction
of disease risk as well as (b) claims on children's de
velopment and health8 . The 234 currently approved
Article 13.1 and 13.5 claims and their conditions of

use can be found in the annex to Regulation (EU) No
432/2012, also referred to as the positive list which

entered into force in December 20129. The claims
published on this list are phrased scientifically, and
as long as the meaning of the claim remains similar
to consumers, manufacturers have a certain freedom
to rephrase these claims10 . After a lengthy and cum

5 European Commission, Discussion Paper, supra note 4, at p. 2.
Commission of the European Communities, Proposal for a Regu-
lation of the European Parliament and of the Council on Nutrition
and Health Claims Made on Foods. COM(2003) 424 final. Regu-
lation (EC) No. 1924/2006 of the European Parliament and of the
Council of 20 December 2006 on Nutrition and Health Claims
Made on Foods," O) L 404, pp. 9 25 (Consolidated version 13
December 2014). Alie de Boer, Ellen Vos, and Aalt Bast, "Imple-
mentation of the Nutrition and Health Claim Regulation - the
Case of Antioxidants," Regulatory Toxicology and Pharmacology
68, no. 3 (April 2014), pp. 475487.

6 Regulation (EC) No. 1924/2006, supra note 5, at p. 2. de Boer, Vos,
and Bast, "Implementation of the NHCR', supra note 5, at p. 2.

7 de Boer, Vos, and Bast, "Implementation of the NHCR", supra
note 5, at p. 2. Ellen H M Moors, "Functional Foods: Regulation
and Innovations in the EU," Innovation 25, no. 4 (2012), pp.
424 440.M B Gilsenan, "Nutrition & Health Claims in the Euro-
pean Union: A Regulatory Overview," Trends in Food Science &
Technology 22, no. 10 (2011), pp. 536 542.

8 Regulation (EC) No. 1924/2006, supra note 5, at p. 2.
de Boer, Vos, and Bast, "Implementation of the NHCR', supra
note 5, at p. 2.Gilsenan, "Nutrition & Health Claims in the Euro-
pean Union", supra note 7, at p. 2.

9 Commission Regulation (EU) No. 432/2012 of 16 May 2012
Establishing a List of Permitted Health Claims Made on Foods,
Other than Those Referring to the Reduction of Disease Risk and

bersome process of approval of health claims, today

it appears that the enforcement of the NHCR is quite
problematic which may hinder the harmonising ef

fect of these claims throughout the EU1 1.

The NHCR leaves national authorities with the re

sponsibility for the enforcement12. To assure enforce
ment of European food legislation, Article 17(2) of the

GFL already obliges Member States to 'enforce food

law, and monitor and verify that the relevant require

ments of food law are fulfilled' by maintaining a sys

tem of official controls next to other appropriate ac
tivities. Moreover, it requires Member States to 'lay
down the rules on measures and penalties applicable

to infringements offood andfeed law' 3. European Par
liament and Council Regulation (EC) No 882/2004 on

official controls performed to ensure the verification
of compliance with feed and food law, animal health

and animal welfare rules further defines this respon
sibility of Member States in enforcing food law14 .
With the NHCR being one of the more specific rul
ings dealing with a specific aspect of the food chain,

enforcement of this piece of legislation also falls un

der the responsibility of Member States. To enforce
different food and feed regulations, Member States

appoint a national competent authority to enforce the
different food and feed regulations1 5. In this study,
the enforcement strategy developed in accordance

with Regulation 882/2004 of the Member States is un
derstood as comprising both the verification of com
pliance with legal obligations (reviewing whether the

to Children's Development and Health, Official]ournal of the
European Union L 136 (2012), pp. 1 40 (Consolidated version 27
January 2015).

10 Ibid.

11 Herman Lelieveldt and Cris Boonen, "EU Health Claims Regula-
tion and the Marketing of Functional Foods: A Regulatory Void?,"
European Journal of Risk Regulation 4 (2012), pp. 577 580.
Andreas Meisterernst, "Learning Process-Three Years of Regula-
tion (EC) No. 1924/2006 on Nutrition and Health Claims Made
on Foods, A," European Food and Feed Law Review 2010, no. 2
(2010), pp. 59 72.

12 Bernd van der Meulen and Menno van der Velde, "Introduction
to Law," in European Food Law Handbook (Wageningen: Wa-
geningen Academic Publishers, 2008), pp. 45 78.

13 Regulation (EC) No. 178/2002, supra note 3, at p. 1.

14 Bernd van der Meulen and Menno van der Velde, "Public Powers:
Official Controls, Enforcement and Incident Management," in
European Food Law Handbook (Wageningen: Wageningen
Academic Publishers, 2008), pp. 403420.
Regulation (EC) No. 882/2004 of the European Parliament and of
the Council of 29 April 2004 on Official Controls Performed to
Ensure the Verification of Compliance with Feed and Food Law,
Animal Health and Animal Welfare Rules, O) L 165, pp. 1 141
(Consolidated version 30 June 2014).

15 Regulation (EC) No. 882/2004, supra note 14, at p. 4.
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336 I Enforcement of the Nutrition and Health Claim Regulation

law is abided) as well as enforcement of the law re
ferring to detecting infringements of the laws and the
formal (as inspections and punishments) and infor
mal actions (as education, advice, persuasion and ne

16gotiation) imposed in case of such infringements6.

Since the Member States are responsible for the en
forcement of food and feed law, enforcing the NHCR
within their territories is also the responsibility of the
Member States. Where this responsibility is explicit
ly described in the general framework regulation for
food (the GFL), it is only implicated in the NHCR it
self in Article 24(1) which describes the options for
Member States to remove non compliant claims from

the market, and in Article 26 about the possibilities
for Member States to require a model of a label of a
newly introduced product on the market1 7

This article will analyse current pitfalls of compli

ance and the possibilities to ensure compliance with
the NHCR by discussing potential strategies and by
reviewing the NHCR as well as Regulation 882/2004.

II. Enforcement explored

The NHCR is one of the legislative acts depicting the

shift of the focus of EU food law policy towards en
suring food safety and increasing consumer confi
dence in EU decision making. In order to conceptu

alise the enforcement approach under the NHCR we

16 van der Meulen, "The System of Food Law in the European
Union" supra note 3, at p. 2.Regulation (E) No. 882/2004, supra
note 14, at p. 4. Paul Verbruggen, "Gorillas in the Closet? Public
and Private Actors in the Enforcement of Transnational Private
Regulation," Regulation & Governance 7, no. 4 (2013), pp.
512 532.Bridget M Hutter and Tola Amodu, Risk Regulation and
Compliance: Food Safety in the UK (London: London School of
Economics and Political Science, 2008).

17 Regulation (EC) No. 1924/2006, supra note 5, at p. 2.

18 van der Meulen, "The System of Food Law in the European
Union", supra note 3, at p. 2. Regulation (EC) No. 882/2004,
supra note 14, at p. 4. Verbruggen, "Gorillas in the Closet?",
supra note 16, at p. 4. Hutter and Amodu, Risk Regulation and
Compliance, supra note 16, at p. 4.

19 Verbruggen, "Gorillas in the Closet?", supra note 16, at p. 3.Hutter
and Amodu, Risk Regulation and Compliance, supra note 16, at p.
3. Gary S Becker and George J Stigler, "Law Enforcement, Malfea-
sance, and Compensation of Enforcers," The Journal of Legal
Studies 3, no. 1 (1974), pp. 1 18. Ajay Patel et al., "Nutrition and
Health Claims: An Enforcement Perspective," Trends in Food
Science & Technology 28, no. 1 (2012), pp. 15 22.A J Whitehead,
"Elements of an Effective National Food Control System," Food
Control 6, no. 5 (1995), pp. 247 251. Shalini A Neeliah and Daya
Goburdhun, "National Food Control Systems: A Review," Food
Reviews International 23, no. 1 (2007), pp. 35 51. Janny M Goris
et al., "Television Food Advertising and the Prevalence of Child-
hood Overweight and Obesity: A Multicountry Comparison,"
Public Health Nutrition 13, no. 07 (2010), pp. 1003 1012.

studied literature on enforcement of food safety and
consumer protection legislation. As described in the
introduction, in this study enforcement is considered
to entail both identifying and correcting noncompli

18ance

1. Identifying and correcting
noncompliance

Following the entry into force of a legal act, compli

ance to such act is expected. The need for enforce
ment to ensure such compliance is repeatedly ex

pressed in literature 9. Non enforcement of laws is
not only considered to lead to ineffective laws, but

also suggested to cause decreased confidence of con
sumers in legal rules due to the created opportunity

to abuse laws20 .
Even with limited enforcement budgets, govern

ments are expected to ensure a high level of food

safety and consumer protection, while simultaneous
ly concerns arise about the burden imposed on busi
nesses in the food system by the increasing number

of regulatory acts and the effects these acts have up

on freedom of choice and speech21 . In the field of
food safety two developments can be observed in an
attempt to deal with this contradiction: (i) the use of
private mechanisms to respond to the consumer's

demand for increased food safety22 and (ii) the de

20 Patel et al., "Nutrition and Health Claims", supra note 19, at p.
5.Neeliah and Goburdhun, "National Food Control Systems",
supra note 19, at p. 5. Lisa L Sharma, Stephen P Teret, and Kelly
D Brownell, "The Food Industry and Self-Regulation: Standards to
Promote Success and to Avoid Public Health Failures," American
journal of Public Health 100, no. 2 (2010), pp. 240 246.

21 Spencer Henson and Michael Heasman, "Food Safety Regulation
and the Firm: Understanding the Compliance Process," Food
Policy 23, no. 1 (1998), pp. 

9 
23. Julia Black and Robert Baldwin,

"Really Responsive Risk-Based Regulation," Law & Policy 32, no.
2 (2010), pp. 181 213. Tetty Havinga and Frans van Waarden,
"Enforcing Compliance with Food Regulation: Modalities in the
Relationship between Public Enforcement Agencies and Private
Parties," ECPR General Conference, 2013. Michelle M Mello,
David M Studdert, and Troyen A Brennan, "Obesity the New
Frontier of Public Health Law," New England ]ournal of Medicine
354, no. 24 (2006), pp. 2601 2610.

22 Hutter and Amodu, Risk Regulation and Compliance, supra note
16, at p. 4. Havinga and van Waarden, "Enforcing Compliance
with Food Regulation", supra note 21, at p. 5.Spencer Henson
and Julie Caswell, "Food Safety Regulation: An Overview of
Contemporary Issues," Food Policy 24, no. 6 (1999), pp.
589 603.Spencer Henson and Thomas Reardon, "Private Agri-
Food Standards: Implications for Food Policy and the Agri-Food
System," Food Policy 30, no. 3 (2005), pp. 241 253. Martin
Caraher, Jane Landon, and Kath Dalmeny, "Television Advertising
and Children: Lessons from Policy Development," Public Health
Nutrition 9, no. 05 (2006), pp. 596 605.
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velopment of risk based enforcement approaches23 .
The use of private mechanisms includes self regula

tion (involving internal control systems arranged in
either individual firms or instituted by trade organ
isations) and certification schemes (where third par

ties set and monitor product quality standards)24. Al
though research suggests that the high impact of ad
vertising on food choices creates the necessity to reg

ulate advertising on a global scale, often these volun
tary agreements and self regulation are used25 .With

the development of a risk based enforcement ap
proach, the regulator tries to target enforcement re

sources efficiently to the highest risks, following a

transparent and systematic assessment procedure26 .
This development would ideally result in prioritiz
ing attention and enforcement resources efficiently

to the highest risks in the eyes of the regulator. Still,
the implementation of risk based approaches is seen
to highly vary globally in complexity, institutional

structures and strategic choices of the regulator2 7 .
Moreover, the adoption of a risk based enforcement

approach by an enforcement agency is suggested to
extend the possibility of unequal treatment of busi
nesses: accepting some but not other risks may con
flict with the democratic beliefs of equality28. In ad

dition, risk based approaches could induce qualita

tive judgement and even bias in the decision mak

23 Hutter and Amodu, Risk Regulation and Compliance, supra note
16, at p. 4. Patel et al., "Nutrition and Health Claims", supra note
19, at p. 5.Whitehead, "Elements of an Effective National Food
Control System", supra note 19, at p. 5.Black and Baldwin,
"Really Responsive Risk-Based Regulation", supra note 21, at p.
5.Roger King, The Risks of Risk-Based Regulation: The Regulatory
Challenges of the Higher Education White Paper for England
(Oxford: HEPI, 2011). Patrick Coppens, Miguel Fernandes Da
Silva, and Simon Pettman, "European Regulations on Nutraceuti-
cals, Dietary Supplements and Functional Foods: A Framework
Based on Safety," Toxicology 221, no. 1 (2006), pp. 59 74.

24 Huter and Amodu, Risk Regulation and Compliance, supra note
16, at p. 4.Havinga and van Waarden, "Enforcing Compliance
with Food Regulation", supra note 21, at p. 5.Henson and Caswell,
"Food Safety Regulation", supra note 22, at p. 6. Henson and
Reardon, "Private Agri-Food Standards", supra note 22, at p. 6.

25 Caraher, Landon, and Dalmeny, "Television Advertising and
Children", supra note 22, at p. 6.

26 Hutter and Amodu, Risk Regulation and Compliance, supra note
16, at p. 4. Patel et al., "Nutrition and Health Claims", supra note
19, at p. 5. Whitehead, "Elements of an Effective National Food
Control System", supra note 19, at p. 5. Black and Baldwin,
"Really Responsive Risk-Based Regulation", supra note 21, at p.
5. King, The Risks of Risk-Based Regulation, supra note 23, at p.
6. Coppens, Da Silva, and Pettman, "European Regulations on
Nutraceuticals, Dietary Supplements and Functional Foods",
supra note 23, at p. 6.

27 Patel et al., "Nutrition and Health Claims", supra note 19, at p. 5.
Black and Baldwin, "Really Responsive Risk-Based Regulation",
supra note 21, at p. 5.Julie R Houghton et al., "The Quality of

ing process by regulators or could focus on critical

points without taking into account new develop
ments 29 . Next to these internal issues within an en

forcement agency, the previously mentioned varia
tions between enforcement agencies can result in

varying enforcement approaches throughout these
(national) agencies30 . Such non uniform approaches
in enforcing the NHCR throughout the European

Union increase uncertainties for businesses and con

sumers.
The risk based enforcement approach is seen to

be the foundation to enforce European feed and food
safety legislation, as described in Regulation
882/2oo4 1 Therefore, the enforcement actions to en

sure compliance or remedy non compliance with the
NHCR should be based on the relative risks to decep
tion or health issues posed by carrying an incorrect

or false nutrition or health claim. The incorporation
of this risk based perspective may lead to the ques
tion whether such incorrect or false claims would

even pose a risk for consumers, concerning their
health or safety2.

Once non compliance is identified, various correc

tive actions can be considered. In literature two op
posing concepts on how to correct non compliance

are described (as depicted in Figure 1): the punitive

and the persuasive method33. The punitive style of

Food Risk Management in Europe: Perspectives and Priorities,"
Food Policy 33, no. 1 (2008), pp. 1 3 26.

28 King, The Risks of Risk-Based Regulation, supra note 23, at p. 6.

29 Ibid. Robert Baldwin and Julia Black, "Really Responsive Regula-
tion," The Modern Law Review 71, no. 1 (2008), pp. 59 94.

30 Neeliah and Goburdhun, "National Food Control Systems", supra
note 19, at p. 5. Emilie H Leibovitch, "Food Safety Regulation in
the European Union: Toward an Unavoidable Centralization of
Regulatory Powers," Texas International Law Journal 43 (2007),
pp. 429 452.

31 Regulation (EC) No. 882/2004, supra note 14, at p. 4.

32 Jaap C Hanekamp, Aalt Bast, and Edward J Calabrese, "Nutrition
and Health - Transforming Research Traditions," Critical Reviews
in Food Science and Nutrition 55, no. 8 (2015), pp. 1074 1080.

33 Peter Mascini and Eelco Van Wijk, "Responsive Regulation at the
Dutch Food and Consumer Product Safety Authority: An Empiri-
cal Assessment of Assumptions Underlying the Theory," Regula-
tion & Governance 3, no. 1 (2009), pp. 27 47.Jonas Tallberg,
"Paths to Compliance: Enforcement, Management, and the Euro-
pean Union," International Organization 56, no. 3 (2002), pp.
609 643.A Mitchell Polinsky and Steven Shavell, "The Economic
Theory of Public Enforcement of Law," Journal of Economic
Literature 38, no. 1 (2000), pp. 45 76.Cary Coglianese and David
Lazer, "Management- Based Regulation: Prescribing Private Man-
agement to Achieve Public Goals," Law & Society Review 37, no.
4 (2003), pp. 691 730.Charlotte Yapp and Robyn Fairman, "Fac-
tors Affecting Food Safety Compliance within Small and Medium-
Sized Enterprises: Implications for Regulatory and Enforcement
Strategies," Food Control 17, no. 1 (2006), pp. 42 51.
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enforcement, often referred to as the deterrence the
ory, assumes that players weigh costs and benefits of
(non) compliance. Formal monitoring and sanctions
that increase the likelihood and costs of detection are
therefore suggested to increase the effectiveness of
laws3 4. The persuasive approach, on the other hand,

focuses on increasing the capacities of players (e.g.
technical knowledge, financial resources and bureau
cratic capability), clarifying rules and increasing
transparency to enhance the effectiveness of laws35 .
Compliance is in this case considered to be the norm
and non compliance the exception that would not be
a deliberate decision but rather the consequence of
a lack of capacities and skills36. Although these ap
proaches seem to be contradictory, they are more of
ten seen to coexist and even merge. This is shown in
the current EU approach to induce compliance in var
ious fields, including food law: not only are official
sanctions given, informal actions such as education
and advice are often considered37. By combining
both the punitive and the persuasive approach, draw
backs of both as decreased efficiency and business'
involvement in the case of punitive measures or
abuse of lenient rules and enforcers in the persuasive
approach, are diminished, according to the litera
ture38.This combined approach is known as respon
sive regulation, wherein enforcement agencies are
able to apply a flexible strategy to the specific con
text of regulatees39. To ensure an effective applica
tion of responsive regulation three criteria should be
met: (i) enforcement officers need to be able to ap
ply enforcement actions and strategies consistently;

34 Becker and Stigler, "Law Enforcement, Malfeasance, and Com-
pensation of Enforcers", supra note 19, at p. 5. Tallberg, "Paths to
Compliance", supra note 33, at p. 8. Jean-Robert Tyran and Lars P
Feld, "Achieving Compliance When Legal Sanctions Are Non-
Deterrent," The Scandinavian journal of Economics 108, no. 1
(2006), pp. 135 156.

35 Tallberg, "Paths to Compliance", supra note 33, at p. 8.

36 Ibid. Yapp and Fairman, "Factors Affecting Food Safety Compli-
ance within Small and Medium-Sized Enterprises", supra note 33,
at p. 8. Timothy F Malloy, "Regulation, Compliance and the
Firm," Temple Law Review 76 (2003), pp. 451 532.

37 Black and Baldwin, "Really Responsive Risk-Based Regulation",
supra note 21, at p. 4. Mascini and Wijk, "Responsive Regulation
at the Dutch Food and Consumer Product Safety Authority", supra
note 33, at p. 8.Tallberg, "Paths to Compliance", supra note 33, at
p. 8.Yapp and Fairman, "Factors Affecting Food Safety Compli-
ance within Small and Medium-Sized Enterprises", supra note 33,
at p. 8.Robyn Fairman and Charlotte Yapp, "Enforced Self-Regula-
tion, Prescription, and Conceptions of Compliance within Small
Businesses: The Impact of Enforcement," Law & Policy 27, no. 4
(2005), pp. 491 519.

(ii) the most appropriate enforcement style needs to
be applicable to the practical situation; and (iii) un
foreseen negative effects following an enforcement
officer's behaviour can be controlled4

0
. It is, howev

er, doubtful whether these three criteria can be met
41in every situation

2. Enforcement of European food law

European regulations are not allowed to be incorpo
rated in a modified form into national law, but have

a direct effect in the Member States42. The enforce
ment provisions in various pieces of legislation con

cerning food stipulate that the enforcement of these
regulations is however the responsibility of the Mem

ber States themselves43. Article i of Regulation
882/2004 describes the scope of the regulation: it de
fines general rules on performing official controls

within the Member States on compliance with feed

and food law and includes, as specifically mentioned
in Article i(i)(b), rules on food labelling and other

forms of consumer information44. This regulation
thereby serves as a harmonised framework of gener

al rules on performing controls on feed and food law.

General obligations of the Member States in organ
ising the controls on feed and food law compliance
include that these controls should be carried out

based on risks, introducing the risk based enforce
ment approach, as described in Article 3. This risk

based enforcement approach is, as described in sec
tion 11(i), a tool to allocate resources efficiently to the

38 Black and Baldwin, "Really Responsive Risk-Based Regulation",
supra note 21, at p. 5. Mascini and Wijk, "Responsive Regulation
at the Dutch Food and Consumer Product Safety Authority", supra
note 33, at p. 8.

39 Black and Baldwin, "Really Responsive Risk-Based Regulation",
supra note 21, at p. 5. Baldwin and Black, "Really Responsive
Regulation", supra note 29, at p. 7. Mascini and Wijk, "Respon-
sive Regulation at the Dutch Food and Consumer Product Safety
Authority", supra note 33, at p. 8.

40 Mascini and Wijk, "Responsive Regulation at the Dutch Food and
Consumer Product Safety Authority", supra note 33, at p. 8.

41 Ibid.

42 van der Meulen and van der Velde, "Public Powers", supra note
14, at p. 4.

43 Bernd van der Meulen and Menno van der Velde, "International
Public Law," in European Food Law Handbook (Wageningen:
Wageningen Academic Publishers, 2008), pp. 79 118.

44 Regulation (EC) No. 882/2004, supra note 14, at p. 4.
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Criteria:
i) Consistent application of actions and
strategies
ii) Enforcement style applicable to
situation
iiI) Control unforeseen negative
consequences of behaviourI

Advantage
Counteracts drawbacks punitive and
persuasive approach

Figure 1. Responsive regulation.

highest risks. Articles 4 to lo define the appointment
of competent authorities within the Member States
who will be responsible for the official controls, and
prescribe the use of documented procedures to car
ry out these official controls by knowledgeable staff.
To ensure the staff of these national competent au

thorities is knowledgeable and is able to assure high
quality of the official controls, Article 51 provides

that the Commission organise and oversee the train

45 van der Meulen and van der Velde, "Public Powers", supra note
14, at p. 4. Regulation (EC) No. 882/2004, supra note 14, at p. 4.J
P P Maudoux et al., "Food Safety Surveillance through a Risk
Based Control Programme: Approach Employed by the Belgian
Federal Agency for the Safety of the Food Chain," Veterinary
Quarterly 28, no. 4 (December 2006), pp. 140 1 54.Satu
TdhkfpAA et al., "Food Control Officers Perception of the Chal-
lenges in Implementing New Food Control Requirements in
Finland," Food Control 20, no. 7 (2009), pp. 664 670.Expertise-
centrum Europees Recht, Handleiding Wetgeving En Europa - De
Voorbereiding, Totstandkoming En Nationale Implementatie van
Europese Regelgeving (Den Haag: Ministerie van Buitenlandse
Zaken, 2009).

ing of the control staff. Articles 34 to 40 focus on ad
ministrative assistance and cooperation between
Member States, and Articles 41 to 44 prescribe the
establishment and implementation of multiannual
national control plans by Member States. Articles 54
and 55 define national enforcement measures on
how to handle in case of noncompliance and deter
mine that defined and implemented sanctions must
be 'effective, proportionate and dissuasive'. In case of
serious failure in the control system of the Member
States leading to possible and widespread risks, the
EU can take safeguard measures described in Article
53 as coordinated control plans to establish the preva
lence of hazards, as outlined in Article 56.

Hence, according to Regulation 882/2004, the
Member States are obliged to enforce feed and food
law via enforcement actions and strategies chosen
by themselves based on this harmonised framework
which, as described in Article 3, focuses on a risk
based approach45. The introduction of national con
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trol plans is believed to be helpful in ensuring a safe
and high quality food supply46.Regulation 882/2004

thereby supports harmonisation of enforcement
standards, although non uniform approaches to the
enforcement of certain legislative acts on feed and
food, including the NHCR, are still possible between
the 28 Member States and their national enforce
ment agencies47. As previously mentioned, this
could lead to uncertainties for businesses and con

48sumers
In combination with the prescribed risk based ap

proach, various Member States cooperate with pri
vate initiatives as third party certification and co reg
ulation in assessing and reducing non compliance49 .
These initiatives are suggested to be helpful in fo
cusing enforcement resources as well as in achiev
ing compliance through positively encouraging
compliance by increasing access to reliable informa
tion and advice50 . Backing up these initiatives by
public enforcement actions, as arranged in the
Netherlands by acknowledging various private ini
tiatives and incorporation of these in the enforce
ment plans of the Netherlands Food and Consumer
Product Safety Authority (NVWA), is suggested to
strengthen the quality and use of private initiatives
even more51.Additionally, international private ini
tiatives such as private retailer initiatives and certi
fication schemes for hygiene codes are considered
to enhance the harmonising effect of transnational

52regulatory acts

46 Whitehead, "Elements of an Effective National Food Control
System", supra note 19, at p. 5.Neeliah and Goburdhun, "Nation-
al Food Control Systems", supra note 19, at p. 5. F Kferstein and
M Abdussalam, "Food Safety in the 21st Century," Bulletin of the
World Health Organization 77, no. 4 (1999), p. 347.

47 Leibovitch, "Food Safety Regulation in the European Union",
supra note 30, at p. 7.

48 Neeliah and Goburdhun, "National Food Control Systems", supra
note 19, at p. 5. Leibovitch, "Food Safety Regulation in the Euro-
pean Union", supra note 30, at p. 7.

49 Nederlandse Voedsel- en Warenautoriteit, Iaarverslag Meerjaren-
programma Nationale Controles (Utrecht: Ministerie van
Economische Zaken, 2012). Marian Garcia Martinez et al., "Co-
Regulation as a Possible Model for Food Safety Governance:
Opportunities for Public private Partnerships," Food Policy 32,
no. 3 (2007), pp. 299 314.

50 Yapp and Fairman, "Factors Affecting Food Safety Compliance
within Small and Medium-Sized Enterprises", supra note 33, at p.
8. Fairman and Yapp, "Enforced Self-Regulation, Prescription, and
Conceptions of Compliance within Small Businesses: The Impact
of Enforcement", supra note 37, at p. 9. Garcia Martinez et al.,
"Co-Regulation as a Possible Model for Food Safety Governance",
supra note 49, at p.12. Maki Hatanaka, Carmen Bain, and
Lawrence Busch, "Third-Party Certification in the Global Agrifood
System," Food Policy 30, no. 3 (2005), pp. 354 369. Bob Tanner,
"Independent Assessment by Third-Party Certification Bodies,"

3. Enforcement of the NHCR

Regulation 882/2004 on official controls deals with

the control of all feed and food regulations, includ
ing those regulations focused on labelling and con

sumer information53. This regulation therefore also
covers the official national controls on nutrition and
health claims and other controls on feed and food
law compliance as described in the Multi Annual Na

54tional Control Plan of a Member State
Within the NHCR itself, little is declared about en

forcement of the regulation. Articles 22 to 24 describe

the role of the Member States: Member States are
not allowed to restrict trade by applying national pro

visions without them being positively received by the

Commission and other Member States (in Articles 22

and 23)
5 5

. Article 24 describes possible safeguard
measures that can be taken by Member States when

claims are considered not to comply with the NHCR.
Article 26 outlines the possibility for Member States
to require notifications to the national competent au

thority of labels of products placed on the market

with nutrition or health claims56.
Since no specific requirements are described with

in the NHCR or any other regulatory act, the Mem

ber States are free to choose their enforcement strat
egy in relation to the NHCR57. As previously indicat
ed, this freedom carries the risk of using non uniform

and inconsistent approaches in enforcing the
NHCR58. The only element to which all national en

Food Control 11, no. 5 (2000), pp. 415-417. Linda Fulponi,
"Private Voluntary Standards in the Food System: The Perspective
of Major Food Retailers in OECD Countries," Food Policy 31, no.
1 (2006), pp. 1 13.

51 Verbruggen, "Gorillas in the Closet?", supra note 16, at p.
4.NVWA, Iaarverslag Meerjarenprogramma Nationale Controle,
supra note 49, at p. 12.

52 Verbruggen, "Gorillas in the Closet?", supra note 16, at p. 4.Hen-
son and Reardon, "Private Agri-Food Standards", supra note 22, at
p. 6. Hatanaka, Bain, and Busch, "Third-Party Certification in the
Global Agrifood System", supra note 50, at p. 12. Fulponi, "Pri-
vate Voluntary Standards in the Food System", supra note 50, at p.
12.

53 Regulation (EC) No. 882/2004, supra note 14, at p. 4.

54 Food and Veterinary Office, Work Programme 2014 (Grange:
Food and Veterinary Office, 2013).

55 Regulation (EC) No. 1924/2006, supra note 5, at p. 2.

56 Ibid.

57 Patel et al., "Nutrition and Health Claims", supra note 19, at p. 5.

58 Gilsenan, "Nutrition & Health Claims in the European Union",
supra note 7, at p. 2. Patrick Coppens, "The Impact of the Nutri-
tion and Health Claims Regulation on the Food Industry," Euro-
pean Food and Feed Law Review 2007, no. 2 (2007), pp. 67 75.
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forcement agencies can relate to when verifying com
pliance with the regulation is the list of approved

claims which includes their suggested wording5g. Yet
this list cannot prevent interpretation differences.
Translation of suggested wordings of claims could

still lead to different interpretations of the approved
claim or the use of non textual claims that have not
been assessed as such60 .

III. Guidance documents

To clarify the interpretation of nutrition and health

claims by enforcement agencies, various guidance
documents have been developed as regards both the
flexibility of wording (depicted in Figure 2) and the

general compliance with the NHCR (Figure 3). Not
only have national enforcement agencies within
Member States developed such documents, also var
ious business associations have issued guidance doc

uments on how to handle the NHCR.

1. Guidance on flexibility of wording

An informal agreement between experts from 17
Member States in 2012 led to a guidance document

upon the flexibility of wording with one general and
seven specific recommendations61. The general rec
ommendation is to stick as closely as possible to the
authorised wording of a health claim. Reflecting the
health benefit as described in the claim is advised to

59 Patel et al., "Nutrition and Health Claims", supra note 19, at p. 5.

60 Lelieveldt and Boonen, "EU Health Claims Regulation and the
Marketing of Functional Foods", supra note 11, at p. 3. Meister-
ernst, "Learning Process", supra note 11, at p. 3.

61 General Principles on Flexibility of Wording for Health Claims,
2012, available at <https://www.gov.uk/government/uploads/
system/uploads/attachment data/file/217005/health-claims
-flexibility-of-wording-principles-UK-19-Dec-2012.pdf>.

62 Ibid.Commission Regulation (EU) No. 432/2012, supra note 9, at
p. 3.

63 Federale Overheidsdienst Volksgezondheid Veiligheid van de
Voedselketen en Leefmilieu, Richtsnoeren Betreffende de Flexi-
biliteit in de Toegestane Bewoording van Gezondheidsclaims
(Brussels: Belgian Federal Government, 2012).Service Public
Federal Sante publique S6curit6 de la Chaine alimentaire et
Environnement, Lignes Directrices Concernant La Flexibilit6 Du
Libell6 Des Allegations de Sant6 (Brussels: Belgian Federal Gov-
ernment, 2012).

64 Ministero della Salute, Proposte Di Flessibilita Al Regolamento
43212012 - Criteri Di Massima [unofficial translation] (Rome:
Italian Republic, Ministerio della Salute, 2013).

ensure the average consumer will expect the effect

that is comparable with the effect that is demonstrat
ed in the scientific dossier of a claim. With one of the
aims of the NHCR being 'to ensure that health claims
are truthful, clear, reliable and useful to the con
sumer', this is of specific interest to the enforcing au
thority62. The seven specific recommendations focus
on different aspects of the wording of a claim: (i) the

adapted wording should have a similar meaning to
the consumer as the authorised claim; (ii) the use of
'normal' in a claim; (iii) the claimed effect has to be

linked to the ingredient it is authorised for; (iv) the

use of health claims on food supplements; (v) pre

sentation of general, non specific health claims; (vi)
use of trade or brand marks; and (vii) how to refer

to sentences or phrases from EFSA opinions.
Next to this informal agreement, the enforcement

authorities of both Belgium and Italy published more
detailed guidance documents (Figure 2). The Belgian
documents are published both in Dutch and French

and describe 12 principles, which are more in detail
compared to the recommendations of the 17 Member

States63. The first principles describe how to refor
mulate the words 'contribute to' and 'normal'. When
'contribute to' is used in an approved health claim,

the guidance document emphasises that a reformu
lated claim should not imply that the health effect

connected to intake of the nutrient is contributable

to this nutrient alone. When the approved health
claim describes 'normal' in the claim, this cannot on
ly be reformulated to 'good' or 'healthy' when this

would imply a broader effect then to which the claim
is approved. The other principles focus on three oth

er aspects: (i) six principles describe issues concern
ing reformulation of the effect or adding information

to the approved claim; (ii) two principles focus on the
reformulation of reduction of disease risk claims (Ar

ticle 14.1 claims); and (iii) the link between the func
tional ingredient and its effect on health is depicted
in two principles. The Italian guidance document de

scribes nine criteria to take into account when
rephrasing claims and includes, similar to the Belgian

document, examples of permitted and prohibited for
mulations of claims64. The nine criteria focus on the
reformulation of the words 'normal', 'contribute to'

or 'maintain' in an approved health claim; how to re
fer to EFSA opinions; how to deal with health claims
on the effects of fibres or calcium; and how health

claims on immune function, normal function of a sys

tem or organ, or the function of the digestive tract
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can be rephrased. The indicative list of claims with
permitted and prohibited wording of claims is pub
lished by the Dutch Inspection Board Expertise and
Advice Health Advertising (KOAG/KAG) and can al

so be considered as providing guidance since
KOAG/KAG has a non formal working relationship

with the Dutch enforcement authority65.

2. Guidance on compliance

General guidance documents on compliance with the
NHCR have been developed by eight national author
ities throughout the EU (Figure 3): Austria, Belgium,
Denmark, Finland, Ireland, the Netherlands, Sweden

and the United Kingdom issued guidance docu
ments6 6. In the United Kingdom both the 'Guidance

to compliance' and the 'Quick start guide to guidance'

were published67. All these guidance documents de
scribe how to approach and comply with the NHCR,

thereby providing the national interpretation of sev
eral aspects of the regulation as flexibility of word
ing, differences between nutrition claims and health

claims and descriptions on allowance to use Article
10.3 or general health claims.

Next to the guidance documents of national au
thorities, various business organisations as FSE

65 Keuringsraad KOAG/KAG, Database Claimsverordening En
Indicatieve Lijst (Amsterdam: Keuringsraad KOAG/KAG, 2015),
available at <http://keuringsraad.nl/Database-claimsverordening
-en-indicatieve-lijst> <http://www.koagkag.nl /Database
-claimsverordening-en-indicatieve- lijst> (accessed April 2015).

66 Wirtschaftskammer Osterreich, Informationen Zur Verwendung
von Gesundheits- Bezogenen Angaben Gema/R Der Claims-
Verordnung [unofficial translation] (Vienna: Bundesgrem ium des
Lebensmittelhandels, 2013).Federale Overheidsdienst Volksge-
zondheid Veiligheid van de Voedselketen en Leefmilieu, Status
En Gebruik van de Voedings- En Cezondheidsclaims (Brussels:
Belgian Federal Government, 2014).Service Public Federal Sante
publique S6curit6 de la Chaine alimentaire et Environnement,
Statut et Utilisation Des Allegations Nutritionnelles et de Sante
(Brussels: Belgian Federal Government, 2014), Else Molander,
Vejledning Om Anprisningsforordningen [unofficial translation],
vol. 2014 27 33 (Glostrup: Fo devareministeriet, 2014). Product
Safety Unit, Nutrition and Health Claim Guide for Food Supervi-
sors and Food Business Operators (Helsinki: EVIRA, 2011 ).Food
Safety Authority of Ireland, Information on Nutrition and Health
Claims (Dublin: Food Safety Authority of Ireland, 2014).Keur-
ingsraad KOAG/KAG, Richtsnoerdocument Betreffende Het
Gebruik van Cezondheidsclaims Voor Levensmiddelen Op Basis
van Verordening (EG) 192412006 van 20 December 2006 (Ams-
terdam: Keuringsraad KOAG/KAG, 2013). Livsmedels Verket,
Vagledning till Kontrollmyndigheter M.fl. Naringsplaa Stlaa
Enden Och Halsoplaa Stlaa Enden Om Livsmedel [unofficial
translation] (Uppsala: Livsmedels Verket, 2013). Department of
Health, Quick Start Guide to Guidance on Compliance with
Regulation (EC) No. 192412006 on Nutrition and Health Claims
Made on Foods (London: Department of Health, United Kingdom

(Food Supplements Europe) and ERNA (European

Responsible Nutrition Alliance) issued guidance doc

uments. These documents present the interpretation
of the NHCR specifically for food business opera
tors68. However, it is important to stress that neither

these documents nor the Member State guidance doc
uments are legally binding documents and can only
provide an interpretation of the NHCR by these as

sociations or the individual Member State.

IV. Enforcement actions

As described in section 11(i) the punitive and persua

sive approaches are more often seen to be combined
into responsive regulation in the EU approach to in

duce compliance in fields such as food law 69 . How
ever, this approach is not fully reflected by the first
actions that were issued by the national enforcement

agencies upon infringement of the NHCR. The high
ly varying enforcement strategies throughout the EU
are depicted by the differences in penalties: a fine of
€250,000 was recently issued in Italy upon a false
claim on a papaya product70 , where the Advertising

Standards Authority in the UK focuses on naming

and shaming of offenders71. An infringement of food
law in the Netherlands is known to result in a fine

Government, 201 1).Department of Health, Guidance to Compli-
ance with Regulation (EC) 192412006 on Nutrition and Health
Claims Made on Foods (London: Department of Health, 2011).

67 Department of Health, Quick Start Guide, supra note 66, at p. 17.
Department of Health, Guidance to Compliance with Regulation
(EC) 192412006, supra note 66, at p. 17.

68 Food Supplements Europe, The Application of the Nutrition and
Health Claims Regulation 192412006 (Brussels: Food Supple-
ments Europe, 2013). European Responsible Nutrition Alliance,
The Application of the Nutrition and Health Claims Regulation
192412006 (Brussels: European Responsible Nutrition Alliance,
2012).

69 Mascini and Wijk, "Responsive Regulation at the Dutch Food and
Consumer Product Safety Authority", supra note 33, at p. 8.
Tallberg, "Paths to Compliance", supra note 33, at p. 8.

70 Shane Starling, Papaya Liar? Italy Issues C250,000 Fine over
'Distorted" Health Claims, 2014, available at <http://www
.nutraingredients.com/Regulation-Pol icy/Papaya-I iar-Italy-issues
-250-000-fine-over-distorted-health-claims> (accessed April
2015). Shane Starling, Italy Cracks Whip on Health Claim Abusers
- Fines Couls Reach C5m, 2014, available at <http://www
.nutraingredients.com/Regulation-Pol icy/Italy-cracks-whip-on
-health-claim-abusers-fines-could-reach-5m?nocount> (accessed
April 2015).

71 E.g. the ruling on Oxford Biolabs Ltd. Advertising Standards
Authority, "ASA Adjudication on Oxford Biolabs Ltd," 2014,
available at <http://www.asa.org.uk/Rulings/Adjudications/2014/
1/Oxford-Biolabs-Ltd/SHP ADJ_244720.aspx#.VVnplvntlBc>
(accessed April 2015).
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Figure 2. Member States that issued guidance documents on flexibility of wording within the NHCR

ranging from E500 up to a few thousand euros, al
though health claims rephrased as medical claims
will be penalised under pharmaceutical law, leading
to fines starting from (30.00072. In 2012, a fine was
issued by the Netherlands Food and Consumer Prod

uct Safety Authority (NVWA) to a product bearing a
disease risk reduction claim since this claim was in
terpreted as a medical claim and thereby an infringe
ment of pharmaceutical law. The fined company

brought this to the Dutch court, which agreed with
the NVWA and assessed that the fine ofE1 5 2.500 was

justifiable: €2.5 oo for violating the pharmaceutical
law by not having a marketing authorisation to sell

72 Nederlandse Voedsel- en Warenautoriteit, Bestuurlijke Boete - De
Hoogte van de Bestuurlijke Boete, 2015, available at <https://
www.vwa.n /onderwerpen/meest-bezocht-a-z/dossier/bestuurlijke
-boete/de-hoogte-van-de-bestuurlijke-boete> (accessed April
2015). Becel vs NVWA - Boete Wegens Overtreding van de Ce-
neesmiddelenwet (ROT-12_03898) (Rechtbank Rotterdam, 2014).

73 Becel vs NVWA, supra note 72, at p. 19.

a medicinal product and E150.OOO for advertising of
a medicinal product without having marketing au
thorisation for such product 73.

V. Conclusions

The foundation of enforcing EU feed and food law,
including the NHCR, is a risk based enforcement ap
proach, viz. enforcement resources are focussed on
the highest risks. This is an efficient way to deal with
limited budgets. The practice of responsive regula
tion in correcting the identified non compliance with
EU law is considered to be the most effective way to
increase compliance. However, both the implemen
tation of risk based enforcement approaches and the
practice of responsive regulation seem to be highly
varying throughout the EU. This is depicted by the
13 guidance documents in 18 Member States, all em
bracing their own focus and principles. Also, the ac
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Issued general
guidance documents

--" "- I e - _ CU--"
Figure 3. Member States that issued general guidance documents on compliance with the NHCR.

tual enforcement actions following from the enforce
ment strategies of the Member States are seen to be
highly diverging between persuasive and punitive
measures. These variations lead to non uniform ap
proaches and uncertainties for businesses and con
sumers. Since the NHCR not only aims to protect con
sumers from being misled but also intends to create
a level playing field, one approach in enforcement
throughout the EU should be agreed upon. Such en
forcement approach should include suggestions for
guidance, control strategies, interpretation of

rephrased wording of claims as well as pictorial
claims and finally suggested informal or formal ac
tions to correct infringements of the NHCR. Before
implementing such an EU wide enforcement strate
gy, however, the risks for consumers following a false

or incorrect claim should be addressed, to establish
a truly risk based enforcement approach founded up
on evidence for these risks. With a uniform enforce
ment strategy within 28 Member States, the NHCR

will be a more effective regulation and establish an

actual level playing field throughout Europe.
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