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Sirs, following adoption of the pro-
posed EU legislation on nutrition
and health claims, the new law an-
ticipates that a list of approved
claims will be compiled by Member
States within a 12-month period,
and that, within a three-year pe-
riod, the European Food Safety Au-
thority (EFSA) and the Commis-
sion will develop an ‘EU Register’
(Commission of the European
Communities, 2003; Council of the
European Union, 2005). These per-
mitted claims will be based on
well-established, generally accepted
knowledge from evidence in the
scientific literature - the so-called
‘generic’ claims-and for all other
‘innovative’ and ‘product-specific’
health claims, an authorisation
procedure will be developed that is
based on substantiation by gene-
rally accepted scientific data.

A process for the scientific sub-
stantiation of health claims has
been developed (PASSCLAIM) to
underpin the EU regulatory devel-
opments (Richardson etal. 2003).
However, there is an urgent need to
define ‘generally accepted scientific
data’ to take into account the over-
all concepts of grades of evidence
as well as the use of appropriate
qualifying language to communi-
cate claims in terms that con-
sumers can understand and trust.

The current paper outlines a
process by which a health claim

and reduction of disease risk
claims could be made on a food
category, a food or one of its com-
ponents that is based on the total-
ity of the available data, and by
weighing the scientific evidence
into three major grades: ‘convinc-
ing’, ‘probable’ and ‘possible’.

This evidence-based approach
takes account of both emerging sci-
ence and consensus science, and it
supports the development of ap-
propriate wording of claims to re-
flect the evidence on which the
claim is based. The objectives are
to protect consumers from false
and misleading claims, promote
fair trade and encourage innova-
tion in the food industry (Richard-
son 1996; Byrne 2003; Korver etal.
2004).

European Commission Concerted
Action Project: PASSCLAIM

In April 2001, the International Life
Sciences Institute (ILSI Europe)
initiated the Concerted Action
(CA), supported by the European
Commission on a ‘Process for the
Assessment of Scientific Support
for Claims on Foods (PASS-
CLAIM)’ (International Life Sci-
ences Institute Europe 2001). The
PASSCLAIM built on the CA on
Functional Food Science in Europe
(FUFOSE), which suggested that
claims for ‘enhanced function’ and
‘reduced risk of disease’ should be
based on sound scientific evidence,
using appropriate validated bio-
markers (Bellisle etal. 1998). The
FUFOSE consensus documents
were published in the British Jour-
nal of Nutrition (Diplock etal.
1999). The results of the PASS-
CLAIM CA and the criteria for the
scientific substantiation of claims
have been published in the Euro-
pean Journal of Nutrition (Asp etal.
2003, 2004; Aggett etal. 2005).
Although nutritional and med-

ical sciences recognise the contri-
bution that diet and individual
foods or food components may
make towards the reduction of risk
of disease, current EU law prevents
the communications of those bene-
fits to consumers, whereas the law
on medicinal products is estab-
lished on a very broad basis that
includes foods making preventa-
tive, therapeutic or curative claims.
The new EU regulatory proposals
(Commission of the European
Communities 2003), however, will
reflect the ‘health-promoting’ prop-
erties of foods and food compo-
nents in such a way as to facilitate
such claims for risk reduction to be
made outside the medical scope of
the term ‘prevention’. This new
concept of health claims reflects
the fact that foods with health
claims are primarily aimed at
healthy individuals, recognising
that the disease is not present and
that the cause of chronic disease
tends to be multifactorial, includ-
ing dietary, behavioural, environ-
mental and genetic factors. It also
recognises that the modification of
certain dietary components alone
cannot ensure that a disease will
not develop, since it does not affect
the other confounding factors. Nev-
ertheless the food(s) or food com-
ponent(s) may help substantially to
reduce the likelihood of getting the
disease.

The new EU draft proposals on
nutrition and health claims will
hopefully overcome the potential
for divergent and inconsistent in-
terpretations and enforcement of
existing European local regulation,
guidelines and codes.

A process for the scientific
substantiation of health claims

One of the main objectives of
PASSCLAIM was to identify com-
mon new ideas, definitions, best
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practice and a methodology to un-
derpin current and future regula-
tory developments (Richardson
etal. 2003). A key criterion for the
scientific substantiation of a claim
is to take into account the totality
of the available data and the weigh-
ing of the evidence (Aggett etal.
2005).

A health claim must be based on
a systematic and objective compila-
tion of all the available scientific
evidence. The compilation must be
done in a balanced and unbiased
way, and individual studies should
be evaluated for rigour of design,
appropriateness of methods and
procedures, reliability of measures
of intakes and outcomes, and suffi-
cient statistical power etc.
(Truswell 2001). The conclusions
should illustrate the weight of sci-
entific evidence, and the strength
and consistency of the evidence
will underpin the use of the term
‘generally accepted scientific data’.

This assessment of the totality
of the evidence should be sufficient
to permit the conclusion that a
change in the dietary intake of the
food or food component will result
in a health benefit and/or health
outcome, including a change in dis-
ease endpoint.

Grades of evidence

The preamble of the proposed EU
legislation states that health claims
should only be authorised by EFSA
after scientific assessment of the
highest possible standard. Whilst
no one would disagree with the
basic principles of scientific sub-
stantiation, there is major concern
on the part of the scientific com-
munity and industry about how to
accommodate emerging science.
The World Health Organisation
(WHO 2004) and the World Can-
cer Research Fund (WCRF 1997)
use four grades of evidence: ‘con-
vincing’, ‘probable’, ‘possible’ and
‘insufficient’. The EU has not yet
considered the concept of grades
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of evidence, but it is crucial to
support scientific initiatives to find
an approach where the term ‘gen-
erally accepted scientific data’ in-
cludes not only generic or well-es-
tablished linkages between a food
or a food component and a health
benefit but defines ‘generally ac-
cepted scientific data’ to take into
account the overall concept of the
grades of evidence and the balance
of probabilities that an association
between a food or a food compo-
nent and a health benefit will be
refined (not reversed) by subse-
quent scientific research (see
Table 1). The academic community
should have a key role in identify-
ing suitable scientific criteria on
which health claims can be based.
For example, the provision of in-
sufficient evidence to support a
claim is clearly inappropriate and
would be misleading to con-
sumers. However, depending on
the state of the science and history
of use, there is a need to embrace
a system that stimulates, not sti-
fles, academic research, product
innovation and communication of
nutrition and health messages to
the public (Richardson 2004).

Netherlands proposal for a
systematic approach for the
development of a generic list

of health claims in the European
Union

In December 2004, The Nether-
lands Ministry of Health initiated

discussions on the establishment of

an inventory of substantiated

health claims to fulfil the obliga-
tions of Article 12 of the EU pro-
posed legislation (The Netherlands

Ministry of Health 2004). Member

States, together with the EU Com-

mission and EFSA, have been given

the task to compile and adopt such

a Community list.

The working procedure in The
Netherlands is aimed at maximis-
ing cooperation and efforts in
Member States whilst minimising
duplication of actions. The basis of
the proposed framework is:

a) An inventory of foods and com-
ponents, diets and botanicals
based on national and interna-
tional sources of knowledge.

b) Judgement and classification of
the foods and food components
and their health relationships
based on the strength and con-
sistency of the scientific evi-
dence in such a way as to under-
pin the definition of ‘generally
accepted scientific data’. The ap-
proach develops the PASS-
CLAIM concept of a continuum
of emerging and consensus sci-
ence and it uses the
WHO/WCREF terminology to
create five categories based on
the grade of evidence (see
Fig.1).

Insufficient

Categories 1 and 2 Insuffi-
cient substantiation; more data
needed

Table 1 Qualifying language for the four grades of evidence in support of a health claim

Health claim  Grade of evidence  Qualifying language

Yes Convincing ‘Experts agree that scientific evidence supports..."
Modal verb ‘will"

Yes Probable ... Although there is scientific evidence supporting the claim, the
evidence is not conclusive.’
Modal verb ‘can’

Yes Possible ‘Some scientific evidence suggests ... However, the evidence is
limited and not conclusive.’
Modal verb ‘may’

No Insufficient ‘There is little scientific evidence supporting this claim.’
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Probable/Likely (Possible)
Category 3  Positive outweighs
the negative evidence; balance
of probabilities justifies the
diet/health relationship

Convincing

Category4  Meta-analysis;
peer-reviewed publications
Category 5 Text books, mono-
graphs, judgements by govern-
ment-related organisations, sci-
entific groups or expert
organisations (e.g. WHO, EFSA,
UK Scientific Advisory Commit-
tee on Nutrition (SACN) etc.)

The focus of the Dutch initiative

is to identify generally accepted
relationships between foods and
food components and health.
The report reinforces the need
to develop an acceptable proce-
dure that takes into account the
fact that scientific knowledge is
constantly evolving and being
refined. At this point, however, it
becomes essential that this
grading of the scientific sub-
stantiation be reflected in the
terminology used in the com-
munication of the health benefit
on the product in order to allow
consumers to be correctly in-
formed and for them to be able
to make informed choices. This

Fig.1 Graphical representation for the grading of evidence in support of a health claim [Adapted from US Food and Drugs Administration (1999), Richardson et al. (2003)
and The Netherlands Ministry of Health (2004)]

is even more critical when the
same words can often have quite
different meanings in the diffe-
rent languages of the European
Union.

The wording and communica-
tion of claims

A key objective of the Commission
is to ensure that health claims are
relevant and understood by con-
sumers. Consumer communication
is complex and is unlikely to be a
speciality of those involved in the
evaluation of the scientific dossier
submitted to substantiate a claim.
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It is essential to give manufac-
turers flexibility in communicating
messages regarding diet and health
to reflect the intended consumer
and the evolution of consumer
knowledge. Hence it is important
that any health claim that refers to
general benefits of food and food
components for good health or
wellbeing must be formulated to
reflect the specific evidence on
which the claim is based and con-
sumer understanding. The health
benefits must not go beyond the
scope of the evidence, confuse or
mislead the consumer.

There needs to be not only a co-
ordinated effort to promote the
concept of appropriate grades of
evidence from the scientific per-
spective but also in the develop-
ment of suitable qualifying lan-
guage to allow communication of
claims in terms consumers can un-
derstand and trust. Although there
are currently concerns that words
such as ‘may’ and ‘might’ may be
misleading based on some con-
sumer research, it is worth consid-
ering the use and definition of such
modal verbs (e. g. may, can, will) to
reflect the strength of the evidence.
The PASSCLAIM criterion that a
health claim should be scientifi-
cally substantiated, taking into ac-
count the totality of the available
data and by weighing of the evi-
dence, provides the opportunity to
establish different model qualify-
ing language for the different
grades of evidence. In the assess-
ment of the diet/health relation-
ships, the appropriate, illustrative
language can be based on the
analysis of the supporting scientific
data (see Table 1).

Research is required in the dif-
ferent EU languages to explore and
develop appropriate wordings
and/or graphics to represent the
level of certainty of the scientific
evidence. If the levels of evidence
are decided and defined more
closely, the basis for scientific sub-
stantiation and the qualifying lan-
guage would enable communica-
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tions to be understood and trusted
by consumers.

Consumer understanding
of health claims

Consumer-related qualitative re-
search undertaken by the UK Food
Standards Agency (FSA) in 2002
concluded that health claims are of
interest and relevance to con-
sumers, but that their understand-
ing of them is often partial and/or
confused. Personal experience of a
relevant health concern (i. e. if they
or someone else close to them had
issues with heart, bone or gut func-
tioning) and the degree of confi-
dence and trust in the source of the
claim significantly influenced per-
ception and understanding. Con-
sumers seemed to be more confi-
dent about ‘confident’ verbs and
adverbs rather than any predeter-
mined or underlying scientific ba-
sis for a particular grouping of
claims. There was particular confu-
sion around the terms ‘risk’ and
‘risk factor’ with a substantial pro-
portion of the sample of con-
sumers believing there was no sig-
nificant difference. Overall, the
research indicated that the con-
sumer’s current perception of
health claims is much less coher-
ent, consistent and ‘organised’ than
any scientific structure or qualify-
ing language.

These observations from the
FSA research reinforce the need to
conduct consumer education and
to evaluate understanding of a par-
ticular health claim depending on
levels of knowledge. Academic re-
search and market research carried
out by the food industry on its in-
tended consumers will be neces-
sary to develop new, and refine
existing, methodologies to demon-
strate that consumers understand
the claim in the context of the total
diet and that they understand the
relative level of science that exists
to support the claim. For the pur-
poses of this paper, the definition

of consumer understanding is that
consumers are able to verbalise
what the health claim is and what
the product does (personal com-
munication, ILSI Europe 2005).
Health claims should assist con-
sumers to make informed choices.
Claims are also intended to help
consumers identify particular
foods and food components and
encourage greater consumption.
Nutrition and health claims can
exert an effect on consumer behav-
iour to an extent that consumers:
Are aware of the claim
Understand the claim
Make appropriate health infer-
ences from the claim
Consider the claim credible
Attach attitudinal relevance to
the claim i. e. the claims are ap-
pealing and motivating
Translate the claim into action
e.g. purchase intent

From the food industry perspec-
tive, claims are used to identify,
market and promote products. Sur-
vey and questionnaire approaches
to perception of health claims al-
ready make a substantial contribu-
tion to consumer understanding.
However, there is a surprising lack
of systematic research in the area
on what health benefits appeal to
consumers.

The importance of existing and
new research methodologies will
increase substantially when the
new EU regulations on nutrition
and health claims requires food
companies to provide evidence that
the health claims they use on foods
and food components are under-
standable and not misleading to
the average consumer.!

1 Article 5.2 states that the use of nutrition
and health claims shall only be permitted if
the average consumer can be expected to un-
derstand the beneficial effects expressed in
the claim. ‘Average consumer’ means the
consumer who is reasonably well informed
and circumspect (Article 2.8). Note also ‘av-
erage individual’ is defined by the Institute
of Economic Affairs, March 2005 as someone
alert to the circumstances in which he is liv-
ing. www.iea.org.uk



Conclusion

Consumer confidence in claims is a
critical issue from the point of view
of the producer as well as the con-
sumer. Setting out a common ap-
proach for the substantiation of
claims is an important step in the
use of health claims around the
world so that consumers can be as-
sured that claims made on foods
and food supplements are well
founded.

Developing the scientific criteria
for the substantiation of health
claims has already involved collab-
oration and debate amongst the
different sectors, including scien-
tists from academia and research
institutes, industry, consumer
groups and regulatory bodies. Fur-
ther work will be necessary to har-
monise terminology and to elabo-
rate a process of substantiation that
draws on best practice around the
world and reflects emerging as well
as consensus science.

There needs to be an objective
process and a transparent assess-
ment of scientific evidence to sup-
port a submission for a health
claim related to a food or a food
component. The substantiating evi-
dence should be proportionate to
the claim and take into account the
totality of the available data.

The purpose of this paper is to
contribute towards the develop-
ment of a practical framework for
the evaluation of scientific evi-
dence and the compilation of a sci-
entific dossier in support of a
claim. It is important to have com-
mon approaches to establishing the
science base for public health mes-
sages and for claims so that re-
sources can be used effectively for
the benefit of consumers and for
the large and small companies who
develop and market products.

Any process of substantiation of
a health claim should (1) benefit
consumers by providing informa-
tion on healthful eating patterns
that may help reduce the risk of
diseases such as heart disease,
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some cancers and osteoporosis; (2)
provide consumers and healthcare
professionals with a reference point
and a measure of confidence that
label claims are supported by
sound scientific data; (3) provide
the claimant with a return on their
research investment as well as a
measure of insurance when dealing
with regulatory agencies; (4) stim-
ulate new research to fill in the
knowledge gaps revealed during
the course of the scientific reviews.

One of the most important
questions to consider is how the
health benefits can be communi-
cated effectively to consumers. To
ensure the consumer’s right to reli-
able information, the process for
the verification of health claims is a
critical issue of importance for reg-
ulators, the food industry, the ad-
vertising industry, nutritionists
and consumer representatives.
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