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Dear Minister,

Please find enclosed, as requested by your predecessor Minister Borst, a report on foods and
dietary supplements with health claims. The report has been drawn up by a Committee of the
Health Council and reviewed by the Standing Committees on Medicine and on Nutrition. [ have
today also sent a copy of the report to your colleague, the Minister of Agriculture, Nature
Management & Fisheries. The document is also available in Dutch. Implementation of this report
can help to promote ethical commerce and prevent consumers from being misled.

The Committee believes that the present rules regulating claims are confusing. For foods and
dietary supplements it is permissible to make health claims, i.e. claims regarding the “maintenance
and promotion of health”. Claims regarding the “prevention of disease” are classed as “medical
claims” and may only be made for medicines. While the law may differentiate between “the
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explicit, specific and supported by scientific evidence.

The Committee attaches importance to the systematic assessment of the evidential basis of
health claims by an independent body. Assessing the safety of novel foods is currently the Health
Council’s responsibility. It would make the system more comprehensible for all concerned if the
same body were responsible for assessing both the safety and health effects of foods and dietary
supplements. The Health Council is prepared to temporarily take on such a task.

Yours singerely,

Fi

e
Fa

3

Wr JGAJ Hautvast

Address for callers Postal address
Parnassusplein 5 P.O. Box 16052
2511 VX The Hague 2500 BB The Hague
The Netherlands The Netherlands
Telephone (070) 340 6012 Fax (070) 340 75 23

E-mail: loek.pijls@gr.nl www.gr.nl










Foods and dietary supplements
with health claims

to:
the Minister of Health, Welfare and Sport

the Minister of Agriculture, Nature management and Fisheries

No. 2003/09E, The Hague, 10 June 2003






The Health Council of the Netherlands, established in 1902, is an independent scientific
advisory body. Its remit is “to advise the government and Parliament on the current level
of knowledge with respect to public health issues...” (Section 21, Health Act).

The Health Council receives most requests for advice from the Ministers of Health,
Welfare & Sport, Housing, Spatial Planning & the Environment, Social Affairs &
Employment, and Agriculture, Nature management & Fisheries. The Council can pub-
lish advisory reports on its own initiative. It usually does this in order to ask attention for
developments or trends that are thought to be relevant to government policy.

Most Health Council reports are prepared by multidisciplinary committees of Dutch
or, sometimes, foreign experts, appointed in a personal capacity. The reports are availa-
ble to the public.

The Health Council of the Netherlands is a member of INAHTA, the international network of
health technology assessment (HTA) agencies that promotes and facilitates information

INAHTA exchange and collaboration among HTA agencies.

This report can be downloaded from www.healthcouncil.nl.

Preferred citation:
Health Council of the Netherlands. Foods and dietary supplements with health claims.
The Hague: Health Council of the Netherlands, 2003; publication no. 2003/09E.

Deze publicatie is ook in het Nederlands beschikbaar:
Gezondheidsraad. Voedingsmiddelen en -supplementen met claims over gezondheidsef-
fecten. Den Haag: Gezondheidsraad, 2003; publicatie nr 2003/09.

all rights reserved

ISBN: 90-554-484-4






Contents

Summary 9

1.1
1.2

Introduction /3
Request for advice and approach /3
Delineation and terminology 14

2.1
2.2
23

Health benefits 75

The possibility of obtaining health benefits from foods and dietary supplements 75
Promising substances /6

Strategies for reaching the appropriate target groups /6

3.1
3.2
33

Safety 719

The need for special safety measures 79
Overdosing 21

Market monitoring 22

4.1
4.2

Categorisation of claims 25
Differentiation of claims 25
Disease risk factors 30

The evidential basis for claims 35
Government involvement 35

Contents





52
4.3

Evidential basis 36
Linkage between claim type and applicable evidential requirements 38

References 41

o aw>»

Annexes 45

Minister’s letter 47

The Committee 5/

Consultations with interested parties 53

Current arrangements for the regulation of claims 57

Foods and dietary supplements with health claims





Summary

Ministers of the Dutch government asked the Health Council to address a number of
questions regarding foods and dietary supplements with health claims. The questions
raised related to the health benefits achievable by the use of such products, their safety,
the differentiation between different types of claims, and the evidential basis for these
claims. A Health Council Committee has addressed these questions.

Health benefits

Diet influences health; it is possible to obtain health benefits by consuming certain foods
and dietary supplements. Vitamins and minerals, for example, prevent deficiency
diseases. Energy intake influences the risk of obesity, and therefore has an effect on the
risk of cardiovascular disease and diabetes mellitus. Dietary fats and fibres influence the
risk of cardiovascular disease, and the use of folic acid by pregnant women reduces the
likelihood of foetal neural tube defects. Under the present circumstances, the greatest
public health benefits are likely to be achieved through the consumption of new or
established products that utilise these already demonstrated effects of diet on health.
Optimisation of the national diet depends at the very least on consumers having correct
information. Producers, the Netherlands Nutrition Centre and the government, as well as
dieticians and doctors all have a role to play in this regard.
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Safety

Products with health claims are frequently enriched with “classic” nutrients. Enrichment
is useful insofar as it results in more people consuming the recommended daily intake of
a nutrient. Increasing intake to a level in excess of the recommended daily intake is
generally pointless, and is therefore not a valid case for enrichment. Consumption
should not exceed the safe upper limit of intake. The risk of such excess consumption is
greatest where several products enriched with the same substance are used concurrently,
and especially where supplements are concerned. By reference to the findings of the
Food Consumption Surveys, it is possible to estimate whether and, if so, to what extent
the enrichment of a given product is liable to lead to overdosing. The intention is that
food is safe. Actual practice, however, shows that many foods, including some widely
consumed products, can have undesirable effects. These effects may nevertheless be
deemed acceptable if offset by significant positive effects. Market monitoring is
desirable in order to highlight these sorts of issues.

Differentiation of claims

The law in the Netherlands allows foods and dietary supplements to be accompanied by
“health claims”, defined as claims relating to the “promotion and maintenance of
health”. Medical claims are those involving the “prevention, treatment and cure of dis-
ease”. These claims may be made only for medicines and are forbidden for foods and for
dietary supplements. However, the Committee believes that there is no scientific or
practical distinction between the “prevention of disease” and the “promotion and main-
tenance of health”. Hence, the boundary between medical claims and health claims is
not clear. The same applies to the boundary between foods and medicines. Both may be
capable of beneficially influencing disease risk factors, causing reduction of disease
risks. And any intervention aimed at reducing a disease risk (to or towards zero risk) is
at the same time aimed at disease prevention.

The ministers asked whether a claim regarding the reduction of a risk factor may
legally be interpreted as a (lawful) health claim, rather than an (unlawful) medical claim.
However, as indicated above, the Committee does not see a difference between health
claims and prevention-related medical claims. A claim that a product influences a
particular factor can give the impression that use of the product reduces the likelihood of
developing a certain disease. If this impression is correct, it is better to explicitly state
that effect. If this impression is not correct, the claim is irrelevant and therefore
misleading. Only explicit, specific and evidence-based claims regarding the prevention,
and possibly the treatment, of diseases or conditions are of any value to public health.
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The prohibition of claims regarding risk reduction is an obstacle to ensuring that
consumers are fully and correctly informed.

Nutrient content claims are statements such as “rich in ...” or “low in ...”. Such
claims can also easily give the impression that use of the product is healthy and reduces
the risk of developing certain diseases. It is better that this impression be made explicit,
that the diseases in question are specified, and that evidence is provided. Here as well
the principle should rule that if a claim cannot be made explicit or supported by
evidence, then it is irrelevant and therefore misleading.

Evidential basis

No general and precise guidelines can be provided for the assessment of claims. A group
of experts should be given the task of reviewing all the research data relevant to a claim,
taking account of the methodological quality of the studies, their duration and nature,
and the consistency of the findings. A claim must always be supported by research
involving human subjects and generally accepted scientific criteria must be followed.
Along with being statistically significant, a claimed effect must be of sufficient practical
significance. Because new scientific developments can invalidate a claim, it is important
that claims be periodically re-assessed.

Health effects from foods or dietary supplements do not normally occur in
everyone. Their occurrence depends partly on factors such as lifestyle, including the
consumption of other substances, sex and other genetic factors. The reporting of a claim
that does not specify the target group is incomplete and therefore misleading.

In the assessment of claims, account should be taken of any adverse effects that a
product may have. It would improve the clarity of the system for the business
community, the government and consumers if the same agency were responsible for
assessing both the safety and health effects of foods and dietary supplements.

Summary
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Chapter

1

Introduction

1.1

Request for advice and approach

More and more foods and dietary supplements that are claimed by their manufacturers
to have health benefits are coming onto the market. Verbal or graphic assertions to this
effect are generally referred to as “health claims”. In view of the increasing occurrence
of such claims, the Ministers of Health, Welfare & Sport and of Agriculture, Nature
Management & Fisheries asked the Health Council to address a number of questions.
First, the Council was asked to advise on the health benefits actually obtainable from
foods and dietary supplements. Can such products actually be beneficial to health and, if
so, what steps can be taken to ensure that they reach the appropriate target groups?
Safety was the second topic covered by the ministers’ questions. Is there a danger of
overdosing on certain ingredients and, if so, how can the risk be minimised? A third
group of questions related to differentiation between different types of claim. Finally,
there were questions regarding the significance of the substantiation of health claims
and the requirements that should be made concerning their evidential basis. The various
questions posed are addressed in chapters 2 to 5. The full text of the ministers’ letter is
reproduced in Annex A.

In September 2002, Professor JGAJ Hautvast, Vice-president of the Health Council,
set up a Committee (see Annex B) to look into the ministers’ questions. A number of
parties with interests in the issues addressed by this report were invited, in December
2002, to present their views to the Health Council (see Annex C).

Introduction
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1.2

Delineation and terminology

This report deals with claims made regarding the health benefits of edible and potable
commodities as defined in the Commodities Act. So-called “health products” also fall
within the scope of this definition.! This report generally uses the phrase “foods and
dietary supplements”. Not considered are medicinal products as defined in the medicine
legislation.

The Committee that prepared this report has chosen not to use a number of terms
that are frequently employed to refer to foods and dietary supplements with health
claims. These include the term “functional foods”, which has been rejected on the
grounds that the word “functional” is not sufficiently distinctive and therefore adds
nothing useful. All foods have some nutritional value or function, and one of the func-
tions of any food is to satisfy the consumer’s need to eat. A “functional food” is often
defined as a food with a health benefit beyond its nutritional value. However, nutritional
value itself also causes health benefits; a distinction is difficult to make. Another phrase
in use is “specific health-promoting foods/ingredients”. This is used to refer to a cate-
gory of specific ingredients with specific health-promoting properties. However, this
phrase is also not particularly distinctive, since ingredients such as vitamins and certain
fats are also “specific” and have “specific” propertiesz. The Committee believes that the
products of interest are characterised not by their effect on the human body, but by the
fact that they are accompanied by claims regarding such effects.? A claim regarding a
health benefit is a commercial translation of (frequently already established) nutritional
knowledge (Kat02).

These include vitamin supplements and herbal products.
For example, the consumption of vitamin C in sufficient quantities prevents scurvy.

In some cases, there is no evidence at all for the claims made regarding products. Furthermore, there are many products

for which no claims are made that nonetheless do indeed have health effects.
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Chapter

2

Health benefits

The first topic that the ministers asked the Health Council to address was the health ben-
efits attainable from foods and dietary supplements. In this context, the following ques-
tions were posed: 1. Can one actually obtain health benefits by consuming certain
products (see 2.1)? 2. Can the Council provide a list of substances that are likely to come
onto the market and that appear capable of making a genuine contribution to public
health (see 2.2)? 3. What steps can be taken to ensure that beneficial ingredients reach
the appropriate target groups (see 2.3)?

21

The possibility of obtaining health benefits from foods and dietary
supplements

The precise definition of a “health benefit” is still the subject of some debate (GR03a).
However, the Committee believes that the definition should in any case include reduc-
tion in disease risks. There is scientific evidence to support the contention that the con-
sumption of some foods and dietary supplements can, subject to certain conditions,
reduce the risk of particular diseases. For example, vitamins and minerals can prevent
deficiency diseases. Energy intake influences the risk of obesity, and therefore has an
effect on the risk of cardiovascular disease, diabetes mellitus and other conditions
(GRO1a, GRO3c). Dietary fats and fibres influence the risk of cardiovascular disease
(GRO1a, IOMO1). The use of potassium salt instead of sodium salt can lower blood pres-
sure (GR0OODb). Adequate intake of folic acid by pregnant women can reduce the likeli-
hood of foetal neural tube defects (GR/VR93). The replacement of sugar by sugar

Health benefits
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alcohols can reduce the risk of dental caries (GRO1a). Increased calcium and vitamin D
consumption can bring down the risk of osteoporosis and bone fracture (GR00a). Many
people’s diets are less than ideal in relation to the consumption of the above-mentioned
substances. Under the present circumstances, the greatest public health benefits are
likely to be attainable through the consumption of products that utilise these already
demonstrated effects of diet on health.

People who start using a product with a health claim may change their consumption
of other products. The ultimate effect of using the product with the health claim there-
fore depends partly on the effects of these other dietary changes. Some people fear that
consumers may feel that, as long as they are using “healthy” products, it does not matter
what else they eat (Bel99). However, there is no evidence that health claims tempt peo-
ple to adopt “unhealthy” unbalanced diets (Bel99). In fact, it appears that the main users
of products with health claims are the people who already have “the healthiest” eating
habits (AntO1). The traditional view is that one should not focus on individual products,
but always on the overall diet. However, it is only possible to decide whether someone’s
overall diet is “healthy” by assessing the individual components of that diet and decid-
ing how “healthy” each is.

2.2

Promising substances

The ministers asked the Health Council to draw up a list of substances supposed to be
beneficial to health that are likely to come onto the market, and to indicate which of
them have the potential to make contribute to public health. In this context, the Commit-
tee referred to the substances mentioned in 2.1, which are known to have health benefits.
In addition, an (admittedly non-exhaustive) list of substances with health claims is
referred to, where the authors gave an assessment of the evidential basis for the claims
(Ro003). The principal criteria applied by De Roos and Katan when assessing claims
were the availability of data from research with human subjects, and of intervention
studies with specific endpoints or valid intermediate points. The Committee cites these
works by way of example; the Committee has not itself assessed the evidential basis for
these claims. The Committee has not drawn up a list of promising products, as such.
Committee members believe that it is both more effective and more efficient to individ-
ually assess the evidential basis of each claim as a producers plans to make it (see also
chapter 5).

2.3

Strategies for reaching the appropriate target groups

Consumers are often unaware that the health claims made for food and dietary supple-
ments usually occur only in a — small — part of the population. Beneficiaries may be lim-
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ited to a group with particular dietary habits or with certain characteristics, of which
some may be genetically determined. Products with health claims are more likely to be
used by people with relatively healthy lifestyles. These are people who are relatively
moderate users of alcohol and tobacco, who exercise more than most, who have rela-
tively healthy diets and whose bodyweight is generally appropriate. The users of such
products also tend to have higher education and higher incomes (Ant01).

The government, healthcare organisations, food producers and retailers all try to
encourage consumers to use, or use more of, certain products. One of the conditions for
success in this field is a higher level of consumer awareness of the ways that foods and
dietary supplements can influence health. This is the reason why the Netherlands Nutri-
tion Centre gives out information on behalf of the government, and the government
determines the possibilities for making health claims. Meanwhile, dieticians - and, to a
lesser extent, GPs and other doctors - seek to increase their clients’/patients’ understand-
ing of the effects of diet on health. And the producers and retailers of foods and dietary
supplements provide product information and create advertising.

The use of beneficial substances can also be promoted — or the use of undesirable
substances reduced — by modifying industrial food production processes. This was done,
for example, with iodine-containing salt in bread. More recently, the trans-fatty acid
content of fats intended for baking, frying or use as spreads was reduced. Such modifi-
cations to industrially produced foods and dietary supplements are desirable only if their
effect is beneficial for a substantial proportion of the population.

Health benefits
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Chapter

3

Safety

The ministers asked: 1. Are any special safety measures justified and, if so, what mea-
sures (see 3.1)? 2. To what extent is there a danger of overdosing and how can, where
necessary, overdosing be prevented (see 3.2)? 3. How can any possible undesirable
effects of a product be identified once the product has been introduced to the market (see
3.3)?

3.1

The need for special safety measures

3.1.1

Novel foods

Since 1997, the producers of foods and dietary supplements that meet the definition of a
“novel food” have been obliged to demonstrate that their products are safe before intro-
ducing them to the European market (EG97). In the Netherlands a Committee of the
Health Council (GR02) assesses such safety dossiers. Some novel foods are accompa-
nied by health claims. The Committee refers to such products as “foods with specific
bio-active components”. The recommendations of the Committee are as follows: 1)
Research into safety biomarkers should be performed. 2) A system for monitoring food-
related health symptoms should be developed and implemented. 3) Make it possible to
trace genetically modified ingredients and bioactive components down to the level of
use by the individual consumer. 4) Food consumption research in Europe should be har-
monised.

Safety





However, most of the foods and dietary supplements with health claims are not so
new that the above-mentioned safety assessment applies. Many of the products with
health claims are foods enriched with vitamins or other nutrients (whose properties have
long been known), or products in pharmaceutical form that contain such nutrients. The
present Committee advises monitoring for concentrations liable to lead to consumption
in excess of the safe upper limits of intake for these substances (see also 3.2).

3.1.2 Safety of medicines

When developing a stance on the safety of foods and dietary supplements, it is instruc-
tive to consider how the safety of medicinal products is controlled. Three categories of
adverse effect are recognised for medicinal products. First, there are those associated
with use that is defined as “normal”. Second, there are the consequences of use at a level
that is not sufficient to bring about the intended effect of the product. Such conse-
quences are disadvantageous insofar as opportunities for prevention, therapy or cure are
missed. Furthermore, “under-dosing” with antibiotics may also cause bacteria to
become resistant to the antibiotic. Third, there are the toxic effects of excessive use. It is
worth noting in this context that the “therapeutic width” of a medicinal product is typi-
cally narrower than the range of intake levels at which a food or food ingredient is both
fully effective and safe (GR00a). Adverse effects may also occur as a result of interac-

tion.*

3.1.3 Safety in relation to efficacy

When a medicinal product is assessed, its beneficial effect (efficacy) is weighed up
against the risk of adverse effects. In contrast, assessment of the adverse effects of a
food or dietary supplement is quite separate from the assessment of any claim that may
be made regarding its beneficial effects.” The background to this separation is that a
food or dietary supplement with a health claim is first and foremost a food or dietary
supplement, which must be safe in order to comply with the Commodities Act. How-
ever, it is never possible to exclude the possibility that a — new or established — product
has adverse effects. This principle seems to be accepted by the community at large.6 In
the Committee’s view, it is acceptable for a food or dietary supplement to have a minor

4 For example, the consumption of grapefruit can influence the availability, and therefore the efficacy, of certain medicines.

5 There are no legal rules concerning the “efficacy” of foods or dietary supplements in the Netherlands. Since 1998, how-
ever, there has been the so-called Health Benefits Code. Under this code, producers have the opportunity to allow review
of the evidence supporting health claims (see Appendix D).

6 For example, strawberries are readily available and widely consumed despite the fact that significant numbers of people
are allergic to them.
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risk of adverse effects, if this risk is offset by the existence of significant beneficial
effects.’

3.2 Overdosing

3.2.1 Risk of overdosing

As the availability of foods and dietary supplements enriched with certain substances
increases, so the likelihood of people consuming inappropriately large quantities of
these substances also increases. Such overdoses are most likely if someone is concur-
rently using several enriched products (known as “stacking”). The risk of overdosing is
greatest with products in pharmaceutical form, since these are easy to consume in large
quantities. In this sense, foods and dietary supplements are comparable to non-prescrip-
tion medicines. The consumer has personal responsibility — to a greater degree than with
the use of prescription medicines — for his or her use of dietary supplements and of non-
prescription medicines. Use and dosage should be guided upon the information pro-
vided.

3.2.2 The value of enrichment

It is possible to increase the proportion of the population consuming the recommended
daily intake of nutrients by enriching foods with the nutrients in question (VR93).
Enrichment is safe provided that it does not bring on levels of consumption in excess of
the safe upper level of intake. Increasing intake to a level that is in excess of the recom-
mended daily intake but beneath the safe upper limit is not dangerous, but is generally
pointless (GR00a) and, therefore, not a valid case for permissible enrichment. By defini-
tion, the recommended daily intake is the intake above which further consumption is
ordinarily of no benefit to, among others, the possible reduction of risks of chronic dis-
eases (GR00a).

3.2.3 The prevention of overdosing

One element of food safety is keeping the risk of overdosing to (acceptably) low levels.
It is thus necessary to limit the extent to which foods and dietary supplements may be
enriched. It is possible, by referring to the findings of the Food Consumption Surveys
(TNO98), to estimate with some degree of confidence whether (and, if so, to what

7 One example would be products made using wheat that contains small quantities of deoxynivalenol (a toxin produced by
fungi that grow on wheat plants) (GRO1b).
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extent) a certain degree of enrichment of a given product is liable to lead to overdosing.
However, it is worth noting that such an estimate is valid only insofar as consumption
patterns are not greatly affected by any claims made regarding the product in question
(GROOc). One possible way of managing the overdose risk would be to permit succes-
sive applicants to enrich their products until a point is reached where estimates suggest
that the further availability of enriched products is liable to create an unacceptable over-
dose risk. Subsequent applicants would then not be permitted to enrich their products.
Another option would be to permit the enrichment of all products in particular catego-
ries. The advantage of this approach is that it opens the way for promoting the use of
product groups able to provide health benefits unrelated to the ingredients for which the
claims are made. It is also possible to ensure that the packaging of enriched products
carries warnings about the danger of consuming multiple products enriched with the
same substance. This is already the case with, for example, sorbitol-containing products.

A dilemma exists in this field. On the one hand, concentrations of substances foods
are enriched with need to be kept low enough to avoid the risk of overdosing. On the
other hand, they need to be high enough to sufficiently increase consumption levels and
thus to achieve the desired health benefits. The task of striking the right balance is com-
plicated by great variation between individuals in terms of (a) the amount and dose of
enriched products consumed and (b) their nutritional needs and the amount of a nutrient
they can safely consume.® Furthermore, for many substances the levels of intake at
which risks arise are not known. Market monitoring is another potential approach to
detecting adverse effects (see 3.3).

3.3 Market monitoring

As indicated above, it is possible to use food consumption data to estimate the risk of
overdosing associated with the proposed enrichment of established food types with
familiar nutrients (for which safe upper consumption limits are known). However,
where novel ingredients and products are concerned (whether health benefits are
claimed or not), it is often unclear how much can be consumed before the risk of adverse
effects becomes unacceptable. Furthermore, the usual small scale and short duration of
the pre-market research studies carried out for food products may cause adverse effects
to go undetected until after market introduction. After all, there is then a larger group of
people using the product, often for an extended period. It is therefore important to mon-
itor the situation carefully following the introduction of a product to market (GR02). By

8 If, for example, one wishes to increase women’s iron intake by enriching orange juice with iron, the concentration of the
mineral in the enriched juice must be sufficient to provide a desirable contribution to the drinker’s blood-iron levels. The
amount of enrichment may actually have to be much lower to simultaneously ensure that men do not ingest too much iron,
also while their total intake of food and drink is greater than that of women.
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means of market monitoring, it is possible to discern, for example, the effects of the con-
current use of products containing the same ingredient, the effects of interactions, the
products’ long-term effects and the groups at increased risk of experiencing certain
effects (RIV03).

The Health Council has previously reported on strategies for achieving these aims
(GRO02). The Council’s earlier report identified four key points and the current Commit-
tee endorsed their validity. The first is that there must be a consumer complaint line
facilitated by the government. The second is that there must be continuous monitoring of
consumption patterns. The third key point is that long-term observational cohort studies
should be conducted into diet and chronic disease. The fourth point is that the industry
should undertake active market monitoring of novel foods with bioactive ingredients in
order to establish whether actual consumer intake levels coincide with the assumed
(safe) levels.

Safety
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Chapter

4

Categorisation of claims

The third topic addressed by the ministers’ questions was the categorisation of the health
claims made regarding foods and dietary supplements. Subsection 4.1 of this report
therefore considers whether there are grounds for stricter differentiation than the distinc-
tion presently made between medical claims and health claims. Subsection 4.2 is
devoted to the question of whether a claim regarding the demonstrable diminution of a
risk factor may be considered to be a health claim. The current rules governing claims in
various countries are summarised in Annex D.

4.1

Differentiation of claims

4.1.1

Health claims and medical claims

A legal distinction exists between health claims and medical claims. A health claim is a
claim relating to “the promotion or maintenance of health”, and is permissible in con-
nection with foods and dietary supplements. Medical claims concern “the prevention,
treatment and cure of disease”. A medical claim may be made only in connection with a
medicinal product; making such a claim for a food or dietary supplement is against the
law. Legally speaking, the distinction is clear: if a claim refers to a disease, it is a medi-
cal claim. In scientific and practical terms, however, there is overlap. In the Commit-
tee’s view, there is no scientific or practical difference between the maintenance of
health (the subject of a health claim) and the prevention of disease (which may be the
subject of a medical claim only).
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The view within the business community and the European Commission is that
claims regarding the reduction of the risk of disease differ materially from claims
regarding the prevention of disease. It is argued that claims of the former type should not
be regarded as medical claims (Cop01, Dip99, EC03, ILS02, Ric03, San02), and should
therefore be permitted. However, prevention entails the reduction of risk, and only
rarely a reduction to zero.’

The overlap between foods and medicines has been recognised before (Cum03).
Both foods and medicines can have a beneficial influence on disease risk factors and can
therefore reduce the risk of disease (sometimes by the same mechanisms), similar to any
effort aimed at disease prevention.10 There is at best a graduated distinction: the effects
of medicines are often stronger than those of foods.

The ministers asked whether there are grounds for stricter differentiation than the
distinction presently made between medical claims and health claims. They take the
view that there is a subtle distinction between the prevention of disease and the mainte-
nance of the health, but believe that many consumers will not grasp the difference. T As
indicated above, the Committee is of the opinion that, in scientific and practical terms,
the present distinction is a vague one. It is difficult to comment from a scientific view-
point on the desirability of strict differentiation. However, if the ministers believe that a
strict differentiation is preferable, the existing rules need to be modified.

Allowing claims regarding disease risk reduction makes it necessary to find a solu-
tion for the legal problem that foods and dietary supplements for which such claims are
made should, under the law as it stands, be “reclassified” as medicines. Alternatively,
one could shift claims regarding disease prevention from the “medical domain” to the
“health domain”. A medical claim would then still be distinct from any other claim in
that it refers to the treatment or cure of a disease. However, such a move would have the
legal consequence that, for example, vaccines and cholesterol-lowering products no
longer come within the scope of medical legislation.

4.1.2

Prohibition of misrepresentation

According to Kabel, the prohibition on making medical claims for foods or dietary sup-
plements is an extension of the prohibition to mislead (Kab96). The underlying logic is

10

11

Examples of risk-reducing or preventive measures include influenza vaccination, blood pressure-reducing medicines that
diminish the risk of stroke, and consumption of fruit and vegetables to reduce the risk of cancer. There are vaccines that
can eliminate the risk of particular infectious diseases; vitamin C consumption can eliminate the risk of scurvy.

Consider, for example, statins and n-6 complex unsaturated fatty acids. Both reduce blood cholesterol levels and have
additive effects (Bla00, Nei01), but statins are medicines, while n-6 complex unsaturated fatty acids are food ingredients.
See Annex A. Also: letter from the Minister of Health, Welfare and Sport to the Lower House of Parliament. Proceedings
of the Lower House, parliamentary year 2001-2002, 28 000 X VI, no. 116.
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that a claim that suggests that an edible or potable commodity is a medicine is inherently
misleading, even if otherwise correct, “because a foodstuff is not a medicine”. It should
always be up to a medical doctor, the argument runs, to determine whether indications
are present that make the use of a medicine appropriate and safe. In any other circum-
stances, the recommendation of a product on medical grounds amounts to misrepresen-
tation. However, this notion has to some extent been overtaken by the development of
non-prescription medicines.

The law also prohibits the use of medical claims in marketing on the grounds that it
is illegal to play upon fears of disease or infirmity or to give the impression that a prod-
uct is genuinely curative by making apparently scientific claims (see the explanatory
notes to Section 19 of the Commodities Act). However, the Committee does not rule out
that some (permissible) health claims may also play upon such fears and give such an
impression.

It is common for public information material to draw attention to the influence of
certain forms of behaviour — diet, physical exercise and smoking — on the risk of disease,
and this is generally considered acceptable. The Committee believes that such practices
— whether one regards them as right or wrong — also play on the fear of disease. How-
ever, an important difference is that advertising involving health claims has a commer-
cial dimension. Making and being allowed to make a claim in such a context brings a
potential commercial benefit; this is not the case where public information material is
concerned. Nevertheless, building up and retaining consumer confidence is important
both in relation to public information and to product marketing.

A claim to the effect that a product influences a particular factor can give the
impression that use of the product reduces the likelihood of developing a certain disease.
If this impression is correct, it is better to state explicitly that the product has this health
benefit. If this impression is not correct, the claim is irrelevant and therefore misleading.
Only explicit, specific and evidence-based claims regarding the prevention — and in
some cases the treatment — of diseases or symptoms are of any value in relation to public
health. In other words, it is the Committee’s view that explicit and specific claims
regarding the disease risk-reducing properties of foods and dietary supplements are not
misleading so long as they are supported by scientific evidence.

4.1.3

Bodily functions

The Committee shares the view expressed elsewhere that the distinction between the
enhancement of bodily functions (GR03d) and the reduction of disease risk is vague
(Cum93). It is likely that disease prevention is the only reason for seeking many func-
tional enhancements. Conversely, any claimed functional enhancement that does not
contribute to disease prevention is often of dubious value. Sometimes, however, a claim
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is made regarding a functional enhancement that is beneficial or desirable in its own
right. Examples of this are claims regarding improved mental concentration (e.g. by caf-
feine), increased endurance, and greater muscle bulk development through strength
training (Sar03). Nevertheless, it is frequently unclear or at least dubious whether and, if
so, to what extent a claimed effect may actually be deemed advantageous. Often, claims
regarding functional enhancement give the unspecified impression that the product in
question is “healthy”, and therefore “healthier” than other — otherwise similar — prod-
ucts. Depending on how knowledgeable they are, consumers may also obtain the
impression that use of such a product reduces a disease risk (And98, And00, GAOO00,
Gar(00). This impression is not correct in all cases, and in those cases the claim is mis-
leading. It should also be recognised that, according to American research findings,
many consumers look no further than the front of a package bearing a claim. Objective
data such as that presented in the table of nutritional information on the back of the
package then goes unread (Roe99).

4.1.4

Advantages over similar products

Consideration may be given to allowing claims only concerning products that have a
demonstrable advantage over generally similar products for which no such claim is
made. If claims are also permitted regarding products that offer no such advantage, one
might require the claim to be qualified on the packaging by a statement to the effect that
the benefit in question is also afforded by other comparable products that do not make
the claim.

4.1.5

Nutrient content claims

Statements such as “rich in ...”, “low in ...”, “...-free”, “contains only x % ...” or “con-
tains at least y % ...” — known as nutrient content claims — are easy to verify by labora-
tory analysis of the product. However, such claims frequently give consumers the
impression that the product is “healthy” or “healthier” than generally comparable prod-
ucts for which no such claim is made. US and Dutch researchers have also found that,
depending on the consumer knowledge about nutrition and depending on the substance
or foodstuff in question, such claims can give the additional impression that the products
reduce the risk of developing a particular disease or condition (And98, And00, Gar00,
NFOO]).12 Producers have a (commercial) interest in fostering such impressions. How-
ever, such an impression is not always correct and in such cases the claim is thus mis-
leading. Neutral statements regarding the composition of products, such as a table of
nutritional values or a list of ingredients, have the advantage that they do not easily give
rise to incorrect impressions. In this context as well it is relevant that — as another US
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study has shown — consumers tend not to look further than the front of a pack bearing a
claim; objective data such as that presented in the table of nutritional information on the
back of the pack goes unread (Roe99). This may — to some extent — be compensated
given that many consumers view claims primarily as sales pitches, and place more faith
in the table of nutrition content (Kel97). The situation with regard to “synonym claims”
is very similar. A synonym claim is a variation on the nutrient content claim, utilising
the idea that one ingredient is comparable to another, and is therefore expected to have a
similar effect.

The Committee believes that consumers would be better informed if producers were
able to couch claims regarding health benefits in explicit terms, i.e. to state directly that
a product can reduce the risk of a particular disease or condition. The validity of any
such claim should of course be scientifically demonstrable. Here applies as well that
where no explicit health claim can be made or justified, the Committee believes that a
nutrient content claim is misleading.

4.1.6

Two-step model

Calls have also been made for two-step claims to be allowed. In Sweden, eight claims
regarding the reduction of disease risks have been permitted since 1990, on the condi-
tion that they are formulated in two steps. That is, they must be in the form of separate
statements regarding the relevance of a given dietary component in relation to a disease
or condition, and regarding the composition of the product (Ano0O1). For example:
“Dietary fibre helps prevent constipation. This product is rich in dietary fibre.” The two
statements together give the impression that using the product reduces the risk of consti-
pation. Here as well the Committee’s view is that if this impression is correct, it is pref-
erable to explicitly state what effect the product has; if the impression is not correct, the
combination of statements is misleading and should therefore not be made.

It has been said that the advantage of the two-step model is that the statements sug-
gest that factors other than the use of the product influence whether one develops a dis-
ease or condition. The Committee considers it desirable and proper that the consumer be
given this impression. However, it is doubtful whether the separation of a claim into two
statements does actually promote the idea of multi-factor causation. It is preferable to
have an explicit, qualified claim, such as “This product reduces the risk of constipation.
However, the development of constipation is also influenced by other factors.” The

12

Most consumers are familiar to some degree with the term ‘cholesterol’. For many, any statement regarding cholesterol
implies a “reduced risk of cardiovascular disease” (And98, And00, Gar00). However, given the limited influence that the
amount of cholesterol in food has on the risk of cardiovascular disease, a statement to the effect that a product is “choles-
terol-free” will often be misleading. Similarly, products bearing the claim “no added sugar(s)” can contain more sugar(s)
than many other products for which no such claim is made.
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European Commission has recently proposed a similar approach (article 9, clause 3, of
ECO03)

4.1.7

Generic and product-specific claims

The Committee does — with others (Cum03) — not believe that there is a clear distinction
between generic and product-specific claims. A generic claim is a claim regarding a sub-
stance, typically a “classic” nutrient, whose effect has already been convincingly dem-
onstrated. The claim that a product can prevent scurvy (in people whose vitamin C
intake would otherwise be very low) is sufficiently substantiated if chemical analyses
show that the vitamin C content of the product and the bio-availability of the vitamin C
are sufficiently high. A “product-specific claim” will also be based upon a particular
component or components of the product that has the claimed effect. Such active ingre-
dients will probably in most cases have the same effect if consumed via a different food
or dietary supplement.

4.2

Disease risk factors

The distinction between health claims and medical claims is discussed above. The min-
isters also asked more specifically whether a claim regarding reduction of a disease risk
factor may legally be interpreted as a (lawful) health claim rather than an (unlawful)
medical claim. What this comes down to is whether a particular claim is permissible
under the existing rules. However, the Health Council’s task is to judge the factual
validity of a claim or, to be more precise, on whether the currently available scientific
evidence adequately supports it. In this context, the basis of assessment is set out in
subsection 4.2.1 and the question itself evaluated in subsection 4.2.2.

4.2.1

Basis of assessment

Numerous terms are used to denote variables that are associated with a disease risk.
These terms include “risk factor”, “predictor”, “biomarker”, “determinant” and “indica-
tor”. The existence of such an association does not necessarily mean that modifying the
variable influences the disease risk. Such modification can be effective only if the rela-
tionship is causal and if already induced effects are reducible or reversible. And if a vari-
able is to be the focal point for intervention then it will of course be necessary for the
variable in question to be modifiable. The Committee has chosen to use the phrase “risk
factor” to refer to a variable that has a causal relationship with a disease risk.

How does one determine whether there is a casual relationship? The probability of a

causal relationship can be estimated using the criteria devised by Hill, described below
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as they are applied by Bouter and Van Dongen (Bou95, Hil65). The first — and the only
absolute — criterion is temporality. The suspected cause must precede the effect in time,
or else there cannot be a causal relationship. Second, the stronger the association, the
more probable a causal relationship is. Third, there is the question of whether a dose-
effect relationship exists. This may be apparent from, for example, the observation that
changes in the suspect factor are associated with changes in the disease risk. The fourth
criterion is consistency: the similarity of the observations made by different researchers.
Fifth, there is the analogy criterion; are there known analogies for the suspected causal
relationship?

Many diseases are influenced by several risk factors. Whether a given individual
actually contracts a disease depends on the combined effect of all these factors. Further-
more, risk factors themselves are usually determined by a number of factors. 13 Coppens
et al. asserted that disease risk reduction is essentially different from disease prevention.
They argued that disease risk reduction relates to diseases of which the onset is deter-
mined by multiple risk factors, and that there is no guarantee that the disease will not
occur (Cop01). The same is true, however, with regard to the “prevention” of a disease
by medicinal treatment. If, for example, one brings down a patient’s blood pressure by
prescribing medication, his or her risk of suffering a stroke will be reduced. Whether or
not the patient eventually suffers from a stroke is, however, uncertain, and does not
depend on blood pressure alone but on many other factors as well.

However accurate it may be, a claim to the effect that a product influences a factor
or function in the body is often irrelevant if it does not — eventually — reduce the risk of
developing a disease. So, for example, reducing a person’s cholesterol level is of impor-
tance only because scientific data render it sufficiently plausible that this reduces the
risk of cardiovascular disease. If the latter were not so, what would be the point in bring-
ing cholesterol levels down? Similarly, developing and maintaining strong bones is use-
ful only because it reduces the risk of bone fracture. One may consider the evidence to
support the effects of cholesterol levels on the risk of cardiovascular disease and of
strengthening bones on fracture risk as insufficient. In that case, the evidence to support
the existence of a benefit for consumers would be equally insufficient. Under such cir-
cumstances, it would be misleading to refer to cholesterol reduction or bone strengthen-
ing as “the maintenance or promotion of health”. If, however, one does consider an
effect on a disease risk sufficiently plausible, claiming that a product has this effect is —
implicitly — claiming that it contributes to disease preven‘[ion.14

Like a nutrient content claim, a risk factor claim can — depending on how knowl-
edgeable the consumer is — give the impression that the use of a product reduces a dis-

13

For example: An individual’s serum-cholesterol level is determined not only by whether he or she uses margarine with

plant sterols, but also by a variety of other factors.
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ease risk (Gar00). If this impression can be specified and supported by evidence, it is
preferable that the risk-reducing properties of the product be explicitly stated. The Com-
mittee sees no reason for withholding such information from consumers. On the other
hand, if the impression that the product reduces risk cannot be specified or supported,
the claim made for the product is irrelevant and therefore misleading. Hence, there is
only one category of claim that the Committee regards as valid and not misleading:
namely, explicit, specific and evidence-based claims concerning disease risk reduction,
or possibly regarding the treatment or cure of diseases.'®> The Committee holds that per-
mitting such claims and prohibiting other types of claims would mean that consumers
were less likely to be misled and would promote ethical commerce. The link with dis-
ease risk reduction is not relevant in relation to claims regarding effects that may reason-
ably be supposed to be inherently beneficial or desirable, e.g. increased powers of
concentration or the development of greater muscle bulk through strength training.

Such a policy would be consistent with the stance of the European Commission’s
Directorate-General for Health and Consumer Protection (DG SanCo). In the summer of
2002 this Directorate proposed, despite the existence of a ban on medical claims, to
allow claims concerning disease risk reduction. Such claims would be permissible only
if based upon sufficient accepted scientific evidence, and if tested and confirmed by an
independent body within the EU (San02). While the Health Council Committee respon-
sible for the report now before you favours permitting just one category of claim
(explicit, specific and evidence-based claims regarding disease risk reduction), the DG
SanCo has advised the European Commission to allow nutrition, functional and health
claims, with the latter heading covering claims of disease risk reduction. The European
Commission has accordingly produced a new draft proposal, which was circulated to
EU member states in early 2003 (EC03). The Commission proposes banning non-spe-
cific claims, such as “aids natural resistance” and “cleanses the body”, which are not
verifiable and in many cases are meaningless. The Health Council Committee would
support such a move.

14

15

There is a similarity with the situation of the treatment of existing disease. For practical reasons, researchers often investi-
gate the effect of an intervention by focusing on surrogate endpoints and intermediate points. Under such circumstances,
it is important not to lose sight of the ultimate objective (Boe00). For example, the prevention and treatment of raised
blood pressure is not actually concerned with blood pressure in its own right; the ultimate objective is to prevent or delay
disease or death from causes (also) arising from raised blood pressure.

There are products that can play a part not only in the prevention of diseases, but also in their treatment and/or cure. One
example would be products rich in dietary fibre, which can play a role in both prevention and treatment of constipation.

32

Foods and dietary supplements with health claims





4.2.2

Conclusion on disease risk factors

Can a claim regarding a product’s ability to decrease a disease risk factor be regarded —
in legal terms — as a health claim, as opposed to a medical claim? A risk factor claim
does not relate explicitly to a disease, and — literally or legally speaking — is not there-
fore a medical claim. Such a claim can, however, give the impression that the product
can prevent or reduce the risk of disease, and may therefore reasonably be regarded as
an implicit medical claim. If this impression can be supported by scientific evidence and
can be specified in terms of a particular disease or condition, the Committee feels that it
is preferable that the risk-reducing properties of the product be explicitly stated. On the
other hand, if the impression that the product reduces risk cannot be specified or corrob-
orated, influencing the factor in question cannot be said to have a health benefit. Under
such circumstances, it is misleading to suggest that influencing the factor in question
“helps to maintain or promote health”.
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Chapter

5

The evidential basis for claims

This chapter addresses the following questions: 1. Does the Health Council consider it
important that the government concerns itself with the accuracy of claims made regard-
ing the health benefits of foods and dietary supplements (see 5.1)? 2. If so, what require-
ments should be made regarding the evidential basis for such claims (see 5.2)? 3. Is it
desirable that the applicable requirements should depend upon the type of claim
involved (see 5.3)? The claim assessment procedures used in various countries are
described in Annex D.

5.1

Government involvement

As indicated earlier, the use of certain products can bring health benefits (see 2.1). How-
ever, society can take full advantage of this fact only if the producers of foods and
dietary supplements provide consumers with correct and non-misleading information.
Since the government is in a position to influence producers’ behaviour, the Committee
considers government involvement in this field desirable. To date, the European author-
ities have tended to focus mainly on the legal permissibility of particular types of claim,
rather than on the scientific accuracy of claims (Kat03). This situation is not conducive
to ensuring that consumers are fully, accurately and clearly informed.
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5.2

Evidential basis

5.2.1

Requirements

A claim should always be based on scientific research involving human subjects and use
of the substance in the form it is found in the food or dietary supplement for which the
claim is made. A group of experts should be given the task of reviewing all the relevant
research data available, taking account of the methodological quality of the study, its
duration and nature, and the consistency of the findings. The research underpinning
claims should be reviewed in accordance with generally accepted scientific criteria, in a
way the same as medical trials are currently reviewed. Generally speaking, systematic
surveys of randomised intervention studies carry most weight in this context, followed
by the randomised intervention studies themselves, cohort studies and case-control stud-
ies. Less weight should be given to animal studies and in vitro research (see also
GRO00a). However, the methodological quality of a study can influence the weight
accorded to its findings. So, while a randomised intervention study should in principle
carry considerable weight, it may be less significant than a carefully analysed observa-
tional study if only a small number of subjects are involved, if dietary changes are not
properly quantified or logged, or if the measure of outcome carries little validity.

It will therefore be apparent that it is not possible to develop a fixed system for
assessing the basis of claims. This conclusion is borne out by the fact that the procedures
currently in place for assessing claims and for reviewing medicinal products, both here
in the Netherlands and in other countries (see Annex D), do not involve the application
of standard requirements for the compilation of dossiers. Assessment is always case by
case, and always involves an element of subjectivity. Furthermore, assessment is in cer-
tain respects more difficult where foods and dietary supplements are concerned than
where medicines are concerned, because foods and dietary supplements contain many
ingredients in variable concentrations and combinations. The situation is further compli-
cated by the fact that eating patterns are subject to frequent change, leading to variations
in the quantities of different ingredients consumed and to shifts in the ingredient combi-
nations consumed.

5.2.2

Target groups

As indicated in 2.1, it is possible to reduce the risk of developing certain diseases or con-
ditions by consuming particular products or ingredients. Whether the risk is actually

reduced for a given individual, and the extent of any such reduction, usually depends on
his or her genetic and other characteristics and on his or her circumstances.'® Some con-
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sumers may be liable to suppose that, if a substance is known to have a function in the
body, consuming more of the substance must always be desirable. However, if a sub-
stance has a beneficial effect, consuming it or consuming greater quantities of it will be
advantageous only up to a certain point. Beyond this point, further consumption will
either have no additional effect, or may actually have adverse consequences (GR01a).

Whether an effect occurs, and how marked that effect is, depends on how much of
the substance in question the individual already consumes and a variety of other factors.
These are, e.g., what else is eaten, age, sex and exercise and smoking habits. In epidemi-
ology, the influence of “other” factors is referred to as interaction or effect modification.
This is not something that should be corrected for, but something that should be
described. If the effect of a substance in men differs from its effect in women, it is not
terribly helpful to know what its average effect is, since there is no such thing as “aver-
age gender”. What is useful is to know is what effect the substance has in men, and what
effect it has in women.

Another relevant point is that any type of food or dietary supplement — even water —
can be harmful if consumed in excessive quantities. These effects can occur at different
levels for different groups. 17 In this respect, a food or dietary supplement does not differ
in principle from a medicinal product, which can be toxic if used other than in the “nor-
mal” manner. The difference is that, where a medicine is concerned, a doctor decides
whether the circumstances of the case are consistent with effective and safe use of the
substance in question, whereas with foods and supplements the consumer must make the
decision. In this regard, a food product is akin to a non-prescription medicine. Strictly
speaking, making a claim without indicating who can benefit from use of the product in
question always amounts to the provision of incomplete and therefore misleading infor-
mation.

5.2.3

Minimum health benefit necessary to justify a claim

It is pertinent to consider whether a significance threshold should be defined, below
which the health benefit associated with a product is not sufficient to justify a health
claim. If a product brings about a very slight reduction in blood pressure in a large num-
ber of people, some cases of stroke may be prevented, even though the reduction in risk
for the individual consumer is not particularly significant. Where familiar nutrients are
concerned, it is important that a producer states on the product packaging what percent-

16

17

For example, limiting consumption of saturated fats will reduce a person’s risk of developing cardiovascular disease only

if he or she has a fairly high serum cholesterol level to begin with. Or, if a person is consuming the recommended amount

of calcium, increasing consumption further will not affect his or her chances of developing osteoporosis (GR00a).

Extra iron may be beneficial to people suffering from anaemia and/or to women who experience heavy bleeding during

menstruation, but may be undesirable for men.
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age of the recommended daily intake can be obtained from a portion of the product con-
cerned.!® A producer should not make a health claim based on the effect of a substance

present in the product in small quantities, if a large amount of that substance is required
to be effective. Anybody charged with the assessment of claims must consider not only

the statistical validity of a claim, but also its practical relevance. However, the situation

is complicated by the fact that health benefits are not easy to quantify (GR0O3Db).

524 Re-assessment

Health claims do not remain valid indefinitely and periodic re-assessment is therefore
desirable. The Committee suggests that the expert body that initially assesses a claim
should indicate when it should be re-assessed. The body might also be asked to highlight
scientific developments that warrant the re-assessment of previously approved claims.

5.2.5 Supervision

The Committee believes that the supervision of claims assessment should ideally be in
the hands of an independent body operating on the basis of current scientific thinking. 19
This body should take account of any possible undesirable effects of the products under
consideration, and should weigh such effects up against the claimed benefit. In the Com-
mittee’s view, it would make the system more comprehensible for the business commu-
nity, the government and consumers if the same body were responsible for assessing
both the safety and the health effects of foods and dietary supplements. Such a move
would create a situation more similar to that in the USA, where the Food and Drug
Administration assesses the safety and efficacy of both medicines and foods.

5.3 Linkage between claim type and applicable evidential requirements

Should the requirements made regarding the evidential basis of a claim depend upon the
type of claim concerned? Since the Committee prefers, as indicated above, the use of
only one type of claim, the aforementioned question does no apply anymore. Chapter 4
has elaborated that this one type should be explicit, specific and evidence-based claims
regarding disease risk reduction, or possibly regarding the treatment or cure of diseases.
The Committee also sees no objection to claims regarding effects that are not directly
related to health or disease, but are desirable in themselves (e.g. enhanced powers of

18 Where supplements are concerned, a requirement to this effect is already made in Article 7 of the recent Dietary supple-
ments Decree (Bulletin of Acts, Orders and Decrees 125, decree dated 15 March 2003).

19 Research indicates that consumers in the USA assume that the government already checks the accuracy of all claims
(GAOO00).

38 Foods and dietary supplements with health claims





concentration through the use of caffeine) and are explicit, specific and supported by
scientific evidence.

Finally, the Committee wishes to state that it does not support the idea of applying
stricter requirements to the degree that claims are being more specific. The reason for
this is that this would imply that the more vague a claim is, the lower the evidential

requirements would be to meet. This is a principle that the Committee does not endorse.

The evidential basis for claims

39





40 Foods and dietary supplements with health claims





References

And98

And00

Ano01

Ant01

Asp01

Bel99

Bla00

Boe00

Bou95

Cop01

Andrews JG, Netemeyer RG, Burton S. Consumer generalization of nutrient content claims in advertising. J
Marketing 1998; 62: 62-75

Andrews JG, Burton S, Netemeyer RG. Are some comparative nutrition claims misleading? The role of
nutrition knowledge, ad claim type and disclosure conditions. J Advertising 2000; 14: 29-42

Anonymous. Evaluation of scientific documentation behind a product-specific physiological claim. Scan J
Nutr 2001; 45: 90-191

Anttolainen M, Luoto R, Uutela A, e.a. Characteristics of users and nonusers of plant stanol ester margarine
in Finland: an approach to study functional foods. ] Am Diet Assoc 2001; 101: 1365-8

Asp N-G, Trossing M. The Swedish code on health-related claims in action — extended to product-specific
physiological claims. Scand J Nutr 2001; 45: 189

Belt H vd, Molder H te, Aarts N. Functional foods: van dilemma’s naar beleid. Leerstoelgroepen
Toegepaste filosofie en Communicatie- en Innovatiestudies, Wageningen Universiteit. In opdracht van
Stuurgroep Technology Assessment Programma, Ministerie van Landbouw, Natuurbeheer en Visserij, 1999
Blair SN, Capuzzi DM, Gottlieb SO, e.a. Incremental reduction of serum total cholesterol and low-density
lipoprotein cholesterol with the addition of plant stanol ester-containing spread to statin therapy. American
Journal Cardiology 2000; 46-52

Boers M. Uitkomstmaten, surrogaateindpunten en intermediaire maten. Ned Tijdschr Geneeskd 2000; 144:
1949-52

Bouter LM, Dongen MCJM van. Epidemiologisch onderzoek. Opzet en interpretatie. Bohn Stafleu Van
Loghum, Houten/Antwerpen, derde herziene druk, 1995

Coppens P, Bijlsma M, Craddock N, e.a. Are foods bearing health claims medicinal products? Scan J Nutr
2001; 45: 140-5

References

41





Cum03

Dip99

ECO03

EG97

GAO00

Gar00

GR/VR93

GRO00Oa

GROOb

GROOc

GROla

GROIb

GRO02

GRO03a

GRO3b

GRO3c

Cummings JH, Pannemans D, Persin C. PASSCLAIM — Report of the first plenary meeting including a set
of interim criteria to scientifically substantiate claims on foods. Eur J Nutr 2003 (Suppl 1); 42: 112-9
Diplock AT, Aggett PJ, Ashwell M, e.a. Scientific concepts of functional foods in Europe. Consensus
document. Br J Nutr 1999; 81: S1-27

Europese Commissie. Draft proposal for regulation of the European parliament and of the council on
nutrition and health claims made on foods. Working document, Brussel, COM(2003) XXX

Verordening (EG) 258/97 van het Europees Parlement en de Raad van 27 januari 1997 betreffende nieuwe
voedingsmiddelen en nieuwe voedselingrediénten. Publicatieblad van de Europese Gemeenschappen 1997;
L43: 1-6

United States General Accounting Office, Food Safety: Improvements needed in overseeing the safety of
dietary supplements and ‘Functional foods’ (GAO/RCED-00-156, 2000)

Garretson J, Burton S. Effects of nutrition facts panel values, nutrition claims, and health claims on
consumer attitudes, perceptions of disease-realted risks, and trust. J Public Policy Marketing 2000; 19: 213-
27

Gezondheidsraad / Voedingsraad (Health Council of the Netherlands / Food and Nutrition Council).
Vervolgadvies inzake foliumzuurvoorziening in relatie tot neuraalbuisdefecten (Follow-up report on folic
acid intake in relation to neural tube defects). Gezondheidsraad / Voedingsraad, Den Haag, 1993,
bestelnummer 708

Gezondheidsraad (Health Council of the Netherlands). Voedingsnormen (Dietary reference intakes).
Calcium, vitamine D, thiamine, riboflavine, niacine, pantotheenzuur en biotine. Den Haag:
Gezondheidsraad, 2000; publicatie nr 2000/12

Gezondheidsraad (Health Council of the Netherlands). Keukenzout en bloeddruk (7able salt and blood
pressure). Den Haag: Gezondheidsraad, 2000; publicatie nr 2000/13

Gezondheidsraad (Health Council of the Netherlands). Risico’s van foliumzuurvrrijking (Risks of folic acid
enrichment). Den Haag: Gezondheidsraad, 2000; publicatie nr 2000/21

Gezondheidsraad (Health Council of the Netherlands). Voedingsnormen (Dietary reference intakes).
Energie, eiwitten, vetten en verteerbare koolhydraten. Den Haag: Gezondheidsraad, 2001; publicatie nr
2001/19

Gezondheidsraad (Health Council of the Netherlands). Deoxynivalenol (DON). Den Haag:
Gezondheidsraad, 2001; publicatie nr 2001/23

Gezondheidsraad (Health Council of the Netherlands). Veiligheidsbeoordeling van nieuwe
voedingsmiddelen (Safety assessment of novel foods). Den Haag: Gezondheidsraad, 2002; publicatie nr
2002/05VNV

Gezondheidsraad (Health Council of the Netherlands). Contouren van het basispakket. Den Haag:
Gezondheidsraad, 2003; publicatie nr 2003/02

Gezondheidsraad (Health Council of the Netherlands). Kostenutiliteitsanalysis. Den Haag:
Gezondheidsraad, 2003; publicatie nr A03/01

Gezondheidsraad (Health Council of the Netherlands). Overgewicht en obesitas (Overweight and obesity).
Den Haag: Gezondheidsraad, 2003; publicatie nr 2003/07

42

Foods and dietary supplements with health claims





GRO3d

Hil65

1LS02

IOMO1

Kab96

Kat02

Kat03
Kel97

Keu03

NeiOl

NFOO01

NHM99

Ric03

RIVO3

Roe99

Roo003

San02

Sar03

TNO98

Tru01
VR93

Gezondheidsraad (Health Council of the Netherlands). Signalering ethiek en gezondheid 2003. Den Haag:
Gezondheidsraad, 2003; publicatie nr 2003/08

Hill B. The environment and disease: association or causation? Proc R Soc Med 1965; 58: 295-300

ILSI, by Ashwell M. Concepts of functional foods. ILSI Europe concise monograph series, 2002

Institute of Medicine. Dietary reference intakes for energy, carbohydrate, fiber, fat, fatty acids, cholesterol,
protein, and amino acids. Washington: National Academy Press, 2001

Kabel JJC. Uw bakker, uw dokter! Gezondheidsclaims bij levensmiddelen. Instituut voor Informatierecht,
Faculteit der Rechtsgeleerdheid, Universiteit van Amsterdam, 1996

Katan MB. In: Essentials of human nutrition. Eds. J Mann, S Truswell. Oxford University Press, 2002
Katan MB, Roos NM de. Towards evidence-based health claims for foods. Science 2003; 299: 206-7
Keller SB, Landry M, Olson J, e.a. The effects of nutrition package claims, nutrition facts panels, and
motivation to process nutrition information on consumer product evaluations. J Public Policy Marketing
1997; 16: 256-69

Keuringsraad KOAG/KAG. Leidraad. 12° herziene druk, januari 2003

Neil HAW, Meijer GW, Roe LS. Randomised controlled trial of use by hypercholesterolaemic patients of a
vegetable oil sterol-enriched fat spread. Atherosclerosis 2001; 156: 329-37

NFO Trendbox / Wolff P. Interpretatie van ‘negatieve suikerclaims’. ‘Zonder suiker, gezonder of minder
slecht?’ Voeding Nu 2001, no 12, 14-15

National Health and Medical Research Council. A guide toe the development, implementation and
evaluation of clinical practice guidelines. Canberra, NHMRC 1999

Richardson DP, Affertsholt T, Asp N-G, e.a. PASSCLAIM — Synthesis and review of existing process. Eur
J Nutr 2003 (Suppl 1); 42: 96-111

Jong N de, Ocké MC. Workshop postlaunch monitoring ‘functional foods’. Waar ligt de rol van sector
VCV? RIVM, rapport 261753002/2003

Roe B, Levey AS, Derby BM. The impact of health claims on consumer search and product evaluation
outcomes: results from FDA experimental data. J Public Policy Marketing 1999; 18: 89-105

Roos M de, Katan MB. Voeding en gezondheid - zin en onzin van voedingssupplementen en functionele
voedingsmiddelen. Ned Tijdschr Geneeskd 2003; 147: 60-5

Directoraat Generaal Gezondheids- en Consumentenbescherming (DG SanCo), Europese Commissie. Draft
proposal for the regulation of the European parliament and of the council on nutrition, functional and health
claims made on foods. Brussel, Working document, SanCo/1832/2002

Saris WHM, Antoine J-M, Brouns F, e.a. Physical performance and fitness. Eur J Nutr 2003; 42 (suppl 1):
50-95

Hulshof KFAM, Kistemaker C, Bouma M. De inname van energie en voedingsstoffen door de Nederlandse
bevolkingsgroepen — voedselconsumptiepeiling 1997-1998. Zeist: TNO-Voeding, 1998; rapport V98.805
Truswell AS. Levels and kinds of evidence for public-health nutrition. Lancet 2001; 357: 1061-2
Voedingsraad. Advies inzake het toevoegen van essenti€le microvoedingsstoffen aan voedingsmiddelen.

Bestelnummer 709, Den Haag, 1993

References

43





44 Foods and dietary supplements with health claims





Minister’s letter

The Committee

Consultations with interested parties

Current arrangements for the regulation of claims

Annexes

45





46 Foods and dietary supplements with health claims





Annex

A

Minister’s letter

On 18 October 2001, the Minister of Health, Welfare & Sport, acting partly on behalf of
the Minister of Agriculture, Nature Management & Fisheries, wrote to the Health Coun-
cil asking for recommendations (letter reference GZB/VVB 2218011). The text of the
minister’s letter is reproduced below.

I hereby request the Council’s attention to the following.

In recent years, public interest in diet and the significance of diet in relation to health has grown consider-
ably. Partly as a result of scientific advances, the business community is now able to respond to this interest
by marketing foods that contain ingredients that are specifically intended to promote health. The ingredients
in question are (for the most part) not traditional nutrients and, in terms of effect, occupy a position some-
where between foods and medicines.

The significance of such products for public health is presently difficult to determine, but some opti-
mism regarding the impact of such products seems justified. It is nevertheless important that such products
are introduced with care, partly in order to avoid undesirable distortions of eating patterns. The emergence
of these products therefore raises a number of pertinent questions, on which the Minister of Agriculture,

Nature Management and Fisheries and I would like your recommendations.
The questions concerned are as follows:

1 The significance of health-promoting ingredients
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Can such ingredients provide health benefits for the consumer and, if so, under what conditions?

b  Can the Council draw up a list of substances likely to be marketed as health-promoting and indicate
which of these substances promise to make a genuine contribution to consumer health?

¢ What steps can be taken to ensure that the relevant ingredients reach their intended target groups and

that the groups in question actually benefit?

Notes:

It is clear that consumer attitudes to health and the significance of diet in relation to health have changed
significantly in recent decades. Consumers are more individual in their habits and make other choices than
those made in the middle of the last century. The government’s food policy therefore currently uses a differ-
entiated approach to encourage consumers to eat sensibly. Against this background, it remains our belief
that the availability of a varied selection of foods is important in relation to healthy eating and thus in rela-
tion to public health. Nevertheless, it is appropriate to consider whether health-promoting ingredients can
also play a role and should therefore be addressed by food policy, and — if so — under what conditions.
Important issues in this context include what information consumers require in order to understand the

nature of such products and arrive at reasoned decisions, and how such information should be provided.

2 Safety issues
Are any special safety measures justified and, if so, what measures?

b  To what extent is there a danger of overdosing and how can overdosing be prevented, where neces-
sary?

¢ How can any possible undesirable effects of a product be identified once the product has been intro-

duced to the market?

Notes:

The use of health-promoting ingredients must of course be conditional upon their safety. They should not
endanger the health of the target group (undesirable effects), or of other groups or individuals. The existing
legislation, and particularly the EU regulation on novel foods and novel food ingredients, provides the nec-
essary guarantees concerning safe use. The Health Council may consider that additional safety measures are
necessary or desirable, such as the introduction of a system for detecting undesirable effects (a post-market-
ing surveillance system). There has also been debate as to whether the use of a given approved health-pro-
moting ingredient should be allowed in different products, since this could lead to a danger of overdosing. It
is not our wish that the Council comments in this context on the safety issues associated with dossiers cov-
ered by the EU regulation on novel foods and novel food ingredients. Nevertheless, the experience acquired
in the meantime through the assessment of novel foods is relevant for the assessment of safety issues con-

cerning health-promoting ingredients.
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3 Categorisation of permissible health claims

a  Are there grounds for stricter differentiation than we presently have between medical claims and health
claims, and, if so, what form should this differentiation take?

b  Can a claim regarding the demonstrable diminution of a risk factor for having an illness or condition be

considered to be a health claim?

Notes:

Section 19 of the Commodities Act prohibits medical claims. The Act’s definition of a medical claim refers
to “the prevention, treatment or cure of disease in humans”. The explanatory notes to Section 19 of the act
describe a health claim as a claim regarding “the promotion or maintenance of the health of the user”. Thus,
there is a subtle difference between the two types of claim as defined in the act, but in practice this distinc-
tion between a medical claim and a health claim is likely to be lost on many consumers. A review of the dis-

tinction between types of claim is therefore in order.

4  Evidential basis for health claims and the supervision of their use

a  Isit important that the government pays special attention to claims made regarding the efficacy of
health-promoting ingredients and, if so, what approach should the government take?

b  Can the Health Council indicate the minimum requirements that should be made regarding the eviden-
tial basis for such health claims?

¢ Should equally strict requirements be made in connection with all types of claim, or should the require-

ments be differentiated?

Notes:

It has so far been left largely up to producers to ensure that claims made regarding the efficacy of foods are
accurate. The National Commodity Inspectorate makes only retrospective assessments as to whether claims
are misleading. However, since health-promoting ingredients form a special category of products (whose
specific purpose is to influence health and regarding which claims are made by their producers concerning
their effectiveness for this purpose), it may be considered desirable to focus greater attention on this issue.
One of the issues that would need to be decided is whether the efficacy and effectiveness of an ingredient
should be demonstrated at the population level, at the individual level or at both levels. The way in which
the efficacy of such an ingredient is demonstrated is also relevant in relation to the nature of the producer’s
claim. Another pertinent question is how such claims should be supported and whether equally strict

requirements regarding evidential basis should be created for all types of claim.
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In view of the wish to contribute to ongoing policy discussions at the national and European levels, and in
view of the wide-ranging nature of the recommendation requested, I will be grateful if you will report back

to me in stages.

The Minister of Health, Welfare and Sport,
Signed Dr E Borst-Eilers
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Annex

C

Consultations with interested parties

In December 2002, a number of interested parties were invited to give their views con-

cerning health claims made for foods and dietary supplements. Written responses to the

following questions were invited:

To what extent do you believe that the use of foods and dietary supplements with
health claims can contribute to the maintenance or promotion of health, and/or to the
prevention of disease? What is the basis for your viewpoint?

How safe do you consider products carrying health claims to be? What is the basis
for your viewpoint? What evidence do you believe is required — prior to or follow-
ing market introduction — to demonstrate the safety of such products?

Would you consider it appropriate for a product to carry a claim regarding its ability
to reduce a disease risk, provided that the claim was supported by scientific evi-
dence? What advantages and disadvantages would allowing such claims have; in
other words, what risks and opportunities would this involve?

Do you believe that claims should be tested in advance? If not, why not? If so, why,
how and by whom? Should the requirements made regarding the evidential basis for
claims depend on the weight of the claim? What criteria should be used to determine
the weight of a claim?

Are there any other points you would like to make?
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The following interested parties were invited to give their views:

1

NDow o

O 0 3 O W

11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34

Association of Commodities Board Presidents, Mr G Koornneef, The Hague
Consumers’ Association, Ms K Groothuis, The Hague

Goede Waar & Co, Ms S de Waard, Amsterdam

Natural and Health Products Netherlands (NPN), Ms B Starmans, Mr Th van Rooij,
Ermelo

Netherlands Heart Foundation, Ms I van Dis, The Hague

Dutch Dieticians’ Association, Ms E Govers, Oss

Neprofarm, Mr B Mauritz, Naarden

Sensus, Mr D Meyer, Roosendaal (also representing COSUN, Breda)

Sugar Foundation, Ms J Messing-Verheesen, Ms D Roelfzema (representing the
Sugar Union and the Central Sugar Company)

Association of Agricultural Industries, Ms M Bijlsma, Mr J Bijloo, The Hague
Netherlands Nutrition Centre, Mr L v Nieuwland, Mr H v d Berg, The Hague
Foundation for Dairy Produce, Nutrition & Health, Utrecht

Numico, Zoetermeer

Unilever NV, Rotterdam

Yakult NL, Amstelveen

Netherlands Association of Pharmacists / Chefaro, Mr S. Oortgiese, Utrecht
Ahold, Zaandam

Association of Dutch Advertisers, Amsterdam

Campina, Zaltbommel

Central Bureau for Provision Trade, Leidschendam

DSM Food Specialities, Delft

Friesland Coberco, Meppel

General Biscuits, Breda

KOAG/KAG, Badhoevedorp

Royal Dutch Institute for the Advancement of Pharmacy, The Hague

Royal Dutch Society for the Advancement of Medicine, Utrecht

Laurus NV, Den Bosch

Dutch Cancer Society/Queen Wilhelmina Fund, Amsterdam

Nepharma, Huizen

Dutch College of General Practitioners, Utrecht

Royal Dutch Society for the Advancement of Medicine, Utrecht

Novartis Consumer Health BV, Breda

Platform Biologica, Utrecht

Advertising Code Committee, Amsterdam
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35 Dutch Association of Branded Consumer Goods Manufacturers, Amsterdam
36 VSOP, Soestdijk

Interested parties 1 to 16 made written responses. They were all invited to set out and
explain their views at a hearing held in The Hague on 14 February 2003. Interested par-
ties 1 to 11 accepted this invitation, and were represented at the hearing by the named
individuals. Interested parties 12 to 15 chose to be represented by the Association of
Agricultural Industries (10). Interested party 16 was not represented at the hearing.
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Annex

D

Current arrangements for
the regulation of claims

This appendix first describes the European laws regulating claims made for foods and
dietary supplements (sections 1 and 2). The central element of European law in this field
is a ban on medical claims. Attention is then given to the regulations and codes applied
in the Netherlands (3), the UK (4) and Sweden (5), as well as to the Codex Alimentarius
(6), a project called PASSCLAIM (7), and the regulations used in the USA (8), Australia
and New Zealand (9).

1 Basic principle: medical claims not allowed
1.1 European law: article 2 of Directive 2000/13/EC

Our food laws are based largely on European Community law. The rules governing the
labelling of foods within the European Community are set out in Directive 2000/13/
EC.20 The first article of the directive defines a number of terms. Article 2 lays down
important general rules on the labelling of foods. Paragraph 1 states: “The labelling and
methods used must not: a) be such as could mislead the purchaser (...), and b) subject to
Community provisions applicable to natural mineral waters and foodstuffs for particular
nutritional uses, attribute to any foodstuff the property of preventing, treating or curing a
human disease, or refer to such properties.” Paragraph 3 states: “The prohibitions or

20

Directive 2000/13/EC of the European Parliament and of the Council of 20 March 2000 on the approximation of the laws
of the Member States relating to the labelling, presentation and advertising of foodstuffs, OJ EC 2000, L 109/29.
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restrictions referred to in paragraphs 1 and 2 shall also apply to: a) the presentation of
foodstuffs, in particular their shape, appearance or packaging, the packaging materials
used, the way in which they are arranged and the setting in which they are displayed;
and b) advertising.”

An earlier directive on the labelling of foods, Directive 79/112/EEC, contained an
article with the same text.”! As long ago as 1978, this earlier directive sought to harmo-
nise the rules on the labelling of foods in the EC, thereby offering consumers throughout
the community an equal level of protection. When the directive was replaced by Direc-
tive 2000/13/EC for technical legal reasons in 2000, no change was made to the rules
governing health claims. The directive’s scope is broad,?? as is the definition of “label-
ling”.23 Furthermore, the ban imposed by article 2 extends to “the presentation of and
advertising for foods”.

The prohibition contained in article 2, paragraph 1, subparagraph b, of Directive
2000/13/EC essentially amounts to a ban on making medical claims for foods. In the
preamble to the directive, paragraph 14 states: “The rules on labelling should also pro-
hibit the use of information that would mislead the purchaser or attribute medicinal
properties to foodstuffs. To be effective, this prohibition should also apply to the presen-
tation and advertising of foodstuffs.”

The ban on medical claims (and, more generally, on misleading claims) has long
been the subject of debate and uncertainty. In 1978, when Directive 79/112/EEC was
drawn up, the European Council announced its intention to publish a list of misleading
claims whose use would certainly not be permitted. The European Commission duly
produced a draft list already in 1981. However, this was withdrawn in 1985 because
member states apparently could not agree as to what should and should not be included.
A number of other proposals were subsequently circulated, similarly without result.
Directive 2000/13/EC again indicated that the Council would draw up a non-exhaustive
list of claims whose use was prohibited or restricted (article 2, paragraph 2). However,
no such list has been made available to date (May 2003).

The European Court of Justice in Luxemburg has the ultimate authority to interpret
community law, such as the provisions of the above-mentioned directive article. So far,
one judgement has been made in connection with the prohibition contained in article 2
of Directive 2000/13/EC,%* relating to the ban on medical claims for foods.?> In July

21 Council Directive 79/112/EEC of 18 December 1978 on the approximation of the laws of the Member States relating to
the labelling, presentation and advertising of foodstuffs, OJ EC 1979, L 33/1.

22 It applies to all foodstuffs to be delivered as such to the ultimate consumer or intended for supply to restaurants, hospitals,
canteens and other similar mass caterers (article 1, paragraph 2).

23 Article 1, paragraph 3, subparagraph a: ““‘ shall mean any words, particulars, trade marks, brand name, pictorial matter or
symbol relating to a foodstuft and placed on any packaging, document, notice, label, ring or collar accompanying or refer-
ring to such foodstuff”.
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2002, Advocate-General Geelhoed delivered his “Opinion” on the case (a sort of recom-
mendation to the court, see below).

1.2 Implementation in the Netherlands: article 19 of the Commodities Act

Even though the term “guideline” might suggest otherwise, the EU law is not without
obligation. Each country is expected to bring its laws into line with the directive. The
medical claims ban provided for in 1978 by Directive 79/112/EEC was accordingly
incorporated into Dutch law by amendment of the Commodities Act in the 1980s. Since
then, section 19, subsection 1, of the Act has read as follows?®: “The following activities
shall also be prohibited: (a) trading in an edible or potable commodity on the basis of a
statement or graphical representation that ascribes to the commodity properties pertain-
ing to the prevention, treatment or cure of disease in humans, or which suggests that the
commodity may possess such properties. (b) (..)”. Subsection 3 states: “Subsection 1
shall not apply to medicines traded lawfully in accordance with the Medicines Act (Bul-
letin of Acts, Orders and Decrees 1958, 408).”

When the bill to amend the Commodities Act went before parliament, various sig-
nificant comments were made, serving to clarify the text. Briefly stated, the amended act
was to outlaw medical claims, while allowing health claims.?’ A health claim was
defined as “an assertion to the effect that, giving the impression that or seeking to sug-
gest that a food possesses special properties with regard to the promotion or mainte-
nance of the consumer’s health.” Examples of such assertions include compositional
statements suggesting health benefits (e.g. “Contains x per cent complex unsaturated
fatty acids” or “Made entirely from natural ingredients”) and vaguer allusions to health,
along the lines of “Milk’s gotta lotta bottle” and “Eat an apple, the sensible snack”.
However, claims are sometimes made that play directly upon the fears that large sec-
tions of the population have concerning certain diseases or ailments (cardiovascular dis-
ease, cancer, ailments associated with ageing). Other claims are presented in a pseudo-
scientific style, thereby giving the consumer the impression that the product is actually
beneficial to health. The amendment sought to put an end to claims such as those
referred to in the last sentence, while allowing the use of claims such as those referred to
in the preceding sentence. These claims, by contrast, provide information regarding the

24
25

26
27

Court of Justice, 23 January 2003, C-421/06, C-426/00 and C-16/01 (www.europa.eu.int/juris)

Joined cases C-421/00, C426/00 and C 16/01, opinion A.G. 4 July 2002, (Commission versus Austria e.a.), available on
www.europa.eu.int. The Court ruled that Austrian law was contrary to EC law. In Austria, there is a general prohibition

on the provision of health-related information concerning foodstuffs, including health products, “except by licence”.

(Court of Justice 23 January 2003; Austrian law in conjunction with EC law.)

See also Section 20 of the Commodities Act, in which the prohibition is also applied to advertisers (advertising section).

Proceedings of the Lower House, 1981-1982, 17 495, MvT, no. 3, p. 50.
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composition of the product or are sufficiently general so that they do not fall under the
relevant definition.

In the case recently decided by the Court of Justice (see above, 1.1) Advocate-Gen-
eral Geelhoed followed the European Commission in distinguishing between health
claims (which are permissible) and medical claims (which are not): “In its written com-
ments concerning case C-16/01, the Commission indicates that article 2, paragraph 1,
subparagraph b, does not make an absolute distinction between health-related and dis-
ease-related information. The Commission’s view is that the directive seeks to prevent
consumers being led to believe that they can prevent or deal with disease by the con-
sumption of foods that are in fact inappropriate for such purposes (..). A distinction
between the two types of information can indeed be made, even though it may in certain
cases be difficult to determine exactly where to draw the line. I support the view that it is
possible to properly distinguish between the two (..). Article 2, paragraph 1,
subparagraph b, states unambiguously that the prohibition covers labelling that relates
directly or indirectly to disease in humans. Disease is a condition characterised by the
dysfunction or impaired function of the organs and processes of life in human beings.
The opposite condition to disease is good health, the condition of being free of physical
or psychological ailments. Hence, a fundamental difference exists between claims that
relate to the prevention, treatment or cure of disease and claims that relate to the promo-
tion of human welfare. With a medical claim, the emphasis is on the treatment or cure of
an existing disease or the prevention of disease. A health claim, however, is positive in
its import, in that it involves maintaining or promoting health. In borderline cases, it
may be difficult to make a strict distinction between health claims and medical claims,
since some health-related assertions may give consumers the impression that a product
has a curative effect. For example, an explicit claim that a particular food enables the
consumer to maintain good health is in effect an implicit claim that the product in ques-
tion can prevent disease. This does not, however, remove the fundamental distinction
between the two types of claim. Whether a given assertion is in fact a health claim or a
medical claim must be decided on the circumstances of the individual case.”

From this passage, it is clear that the legal distinction between medical claims and
health claims still exists. The Minister of Health, Welfare & Sport acknowledged this
distinction in her letter of 8 May 2002.28 Judicial rulings, or jurisprudence, can resolve
ambiguities in legislation, but there is relatively little jurisprudence in this field. In the
Netherlands, contravention of the prohibition on medical claims is a criminal offence,
yet not a single prosecution has been made to date. Indeed, there have only been a hand-
ful of cases where the National Commodity Inspectorate acted against an offender.
Newspaper reports indicate that in 1995 the Inspectorate took action in connection with

28

See: Minister of Health, Welfare & Sport, letter dated 8 May 2002, 2800 X VI, no. 116, appendix.
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a dairy product that claimed to ward off colds and various cholesterol-reducing
yoghurts. A number of rulings have, however, been made by self-regulatory bodies,
such as the Advertising Code Committee; see section 3, below.

2 Scope of the prohibition on medical claims

21 Basic principle: applies to all foodstuffs, except mineral water and
diet products

The prohibition contained in article 2, paragraph 1, subparagraph b, of Directive 2000/
13/EC applies to foodstuffs. The directive itself gives no definition of the term “food-
stuff”’; what constitutes a foodstuff in the context of EC law is explained in a later (gen-
eral) regulation, number 178/2002/EC.?° Article 2 of this regulation states that a “***’
includes drink, chewing gum and any substance, including water, intentionally incorpo-
rated into the food during its manufacture, preparation or treatment. (..). <’ shall not
include (...) medicinal products (...).”

Section 19 of the Commodities Act is applicable to edible and potable commodities.
The prohibition on medical claims contained in article 2, paragraph 1, subparagraph 1,
of Directive 2000/13/EC is explicitly not applicable to natural mineral water or to food-
stuffs for particular nutritional uses. Natural mineral water is covered by (more) specific
labelling rules based on Directive 80/777/EEC, implemented in Dutch law by the Pack-
aged Water Decree (Bulletin of Acts, Orders and Decrees 1999, 429). These rules permit
certain claims (“Can act as a laxative”, “Naturally low in sodium”, “Suitable for con-
sumption as part of a low-sodium diet”) to be made for mineral water, subject to certain
conditions.

Special rules also apply to products for particular nutritional uses. The most impor-
tant of these rules are set out in Directive 89/398/EEC, implemented in Dutch law by the
Products for Particular Nutritional Uses Decree (Bulletin of Acts, Orders and Decrees
1996, 311). This decree distinguishes between: (1) products that provide for the particu-
lar nutritional needs of infants and small children in good health, (2) products that pro-
vide for the particular nutritional needs of certain categories of person with assimilation
or metabolic dysfunctions, and (3) products that provide for the particular nutritional
needs of certain categories of person in special physiological circumstances, who can
benefit from the controlled consumption of particular substances contained in edible or
potable commodities. The second and third product categories may be described as

29

Regulation no. 178/2002/EC 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, OJ EC 2002, L 103/1.
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“diets” or “regimes”. The prohibition on medical claims does not apply to these products
insofar as such claims are made in information aimed at doctors or other health profes-
sionals. Article 7, clause 3, states: “Sections 19 and 20 of the Commodities Act shall not
apply in relation to assertions made in the context of useful information and advice con-
cerning the commodities referred to in this decree, intended exclusively for persons
qualified to practise medicine, dietetics or pharmacy.” It follows that the ban on medical
claims also applies to diet products, insofar as it concerns claims aimed at the consumer.

2.2 Novel foods

Novel foods include products containing genetically modified organisms or produced
using modern biotechnological processes. Before marketing, novel foods have to go
through various safety tests. Since 1997, the EU has had a licensing procedure, which is
set out in Regulation 25 8/97/EC.3? Various products have been licensed under this pro-
cedure, including a number of “health-promoting” products. One example being marga-
rine containing phytosterols, which incidentally is not made using modern
biotechnological processes.>! The decision licensing this product stated that the market-
ing of the product should be aimed at people seeking to reduce their elevated serum-cho-
lesterol levels. Article 2 states that:

a....,b. ...,

c. there shall be a statement that the product is for people who want to lower their blood cholesterol levels,
d. there shall be a statement that patients on cholesterol lowering medication should only consume the prod-
uct under medical supervision,

e. there shall be an easily visible and legible statement that the product may not be nutritionally appropriate
for certain sections of the population (pregnant and breastfeeding women and children under the age of five
years),

f. advice shall be given that the product should be used as part of a healthy diet, including regular consump-

tion of fruit and vegetables (to help maintain carotenoid levels).

Thus, the decision forms a rider — devoted to health issues — to the labelling rules con-
tained in Directive 2000/13/EC. It may be that in the future special riders will cover
other novel foods for which health claims are made.

30 Regulation 258/97/EC of the European Parliament and of the Council of 27 January 1997 concerning novel foods and
novel food ingredients, OJ EC 1997, L 43. See also Regulation 1139/98/EC on the labelling of novel foods. Implementa-
tion in the Netherlands: Novel Foods Decree, Bulletin of Acts, Orders and Decrees, 1999, 327.

31 Decision 2000/500/EC, Decision of the Commission of 24 July 2000 of 24 July 2000 on authorising the placing on the
market of yellow fat spreads with added phytosterol esters as a novel food, OJ EC 2000, L 200/59.
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2.3 Health products: dietary supplements and herbal preparations

The definition of foods or edible and potable commodities applied in Dutch law also
covers so-called health products. These are products that, although they are in pharma-
ceutical form, are not medicines. Familiar examples include vitamin pills and herbal
teas. Health claims are made frequently for such products. The Netherlands has a system
of self-regulation covering these claims.? In addition, the Commodities Act has since
1994 contained a passage specifically covering vitamin preparations. In several other
EC member states, including Germany and Austria, vitamin preparations and similar
products are currently (still) regarded in law as medicines.>? Furthermore, EC Directive
2002/46 will have to be incorporated in the future into member states’ national legisla-
tion.

Before long, such differences between EC member states’ laws on dietary supple-
ments will disappear, following the issuing of EC Directive 2002/46/EC on dietary sup-
plements in June 2002.34 The directive defines dietary supplements as “foodstuffs the
purpose of which is to supplement the normal diet and which are concentrated sources
of nutrients (vitamins or minerals) or other substances with a nutritional or physiological
effect, alone or in combination, marketed in dose form, namely forms such as capsules,
pastilles, tablets, pills and other similar forms, sachets of powder, ampoules of liquids,
drop dispensing bottles, and other similar forms of liquids and powders designed to be
taken in measured small unit quantities”. The directive includes (supplementary) label-
ling rules in the articles 6 and 7. It also stipulates that the products must always be sold
as “dietary supplements”. The label has to indicate what portion of the product is recom-
mended for daily consumption, and has to carry a warning regarding the consequences
of exceeding this portion. It must also include a statement to the effect that dietary sup-
plements are not a substitute for a varied diet and a warning that the product should be
kept out of the reach of children. Furthermore, medical claims cannot lawfully be made
for such products.

The precise wording of article 6, paragraph 2, is as follows: “The labelling, presen-
tation and advertising must not attribute to dietary supplements the property of prevent-
ing, treating or curing a human disease, or refer to such properties.” Article 7,

32

33

34

In the Netherlands, there is the Vitamin Preparations (Exemption) Decree. This decree creates a dossier obligation, i.e. an
obligation to have available “objective data demonstrating the effect or properties” of the product. The Netherlands also
has a Herbal Preparations Decree (Bulletin of Acts, Orders and Decrees 2001, 200). Under this decree, such products have
to be accompanied by advice on usage and dosages. A dossier obligation applies to any health claims made.

See the case on this matter currently before the European Court of Justice: C-387/99 and C-150/00 (Commission versus
Germany and Austria).

Directive 2002/46/EC of the European Parliament and of the Council of 10 June 2002 on the approximation of the laws of
the Member States relating to dietary supplements, OJ EC 2002, L 183/52.
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paragraph 1, goes on to state that: “The labelling, presentation and advertising of dietary
supplements shall not include any mention stating or implying that a balanced and var-
ied diet cannot generally provide appropriate quantities.”

All EC member states, including the Netherlands, must have adjusted their legisla-
tion in line with the directive by July 2003.% Dietary supplement legislation will then be
harmonised. The prohibition on medical claims is fully applicable to all other edible and
potable commodities, including health products such as herbal teas.

3 The Netherlands
3.1 Prohibition on medical claims

In the sense of the Medicines Act, a medicine is a ““... substance ... for the cure, allevia-
tion or prevention of any condition, disease ...”. By derivation, a “medical claim” is
defined as: “a statement or graphical representation which ascribes to the commodity
properties pertaining to the prevention, treatment or cure of disease in humans, or which
suggests that the commodity may possess such properties”. In line with European law,
Section 19 of the Commodities Act prohibits medical claims being made for edible or
potable commodities. This prohibition distinguishes edible and potable commodities
from medicines. The prohibition is absolute and is independent upon whether or not the
claim is correct.

3.2 Health products

The Commodities Act’s definition of edible and potable products includes not only
foods, but also so-called health products. These are products in pharmaceutical form
(supplements, preparations, powders etc, e.g. vitamin pills and herbal teas), for which
claims are quite often made. The Commodities Act does not provide a further definition
of a health product, but a definition is given in the Guidelines of the Health Product
Claims Regulation Board (KAG, Keu03). The KAG definition is: “a product ... in a
pharmaceutical form whose primary function is claimed to be health-related, but which
is not a medicine.”

35

See also Article 15 of the Directive.
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3.3 Health claims

A health claim is defined in a note to Section 19 of the Commodities Act as an assertion
to the effect that, giving the impression that or seeking to suggest that a food possesses
special properties with regard to the promotion or maintenance of the consumer’s health.

3.4 Self-regulation

In the Netherlands, advertising is controlled not only by the law, but also by various sys-
tems of self-regulation. A system of self-regulation is a system under which the rules are
defined and monitored by the parties from whom compliance is expected. One of the
most important systems of self-regulation is the Dutch Advertising Code (Dutch initials:
NRC). This code is operated by the Advertising Code Foundation, whose members
include the main organisations involved in advertising through the various media. Com-
pliance with the code is monitored by the Advertising Code Commission (RCC), from
which appeal is possible to the Advertising Code Appeals Body (CvB). Within the con-
text of this system, advertising is defined as “any public recommendation of goods, ser-
vices or ideas”. Any party who believes that an advertisement is inconsistent with the
Dutch Advertising Code can use a straightforward and inexpensive mechanism to make
a complaint to the Advertising Code Commission. The Advertising Code requires,
amongst other things, that “advertising must be consistent with the law, the truth, good
taste and public decency” (article 1). Hence, when considering the acceptability of an
advertisement, the Advertising Code Commission can take account of compliance with
the legal prohibition on medical claims.

The Advertising Code Commission has on various occasions ruled on advertise-
ments for foods and health products with health claims. In 1995, for example, it con-
cluded that the name “vat geen kou vla” (literally “don’t-catch-cold custard”) implied a
medical claim.>® On the other hand, advertising a dairy product with the slogan “Mona
Vifit; a desert that increases your resistance” was considered acceptable by the Commis-
sion,>” as was use of the slogan “Mona Fysiq: helps you control your cholesterol
level”.38
The definition of a health claim given in the explanatory notes to the Commodities
Act allows producers freedom in the formulation of claims. It is attractive for the pro-
ducers of foods and dietary supplements to make their claims as vague and as all-
encompassing as possible, in order to avoid having to comply with the much stricter

36
37
38

RCC 18 December 1995 (vat geen kou vla) file no. 95.8949.
RCC 26 October 1994 (Vifit), file no. 94.8338.
RCC 2 July 1996 (Fysiq), file no. 96.6155.
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rules covering medicines. As a result, all kinds of creative solutions are found for sug-
gesting “medical” effects without making explicit medical claims. In this way, however,
a system of quality control is liable to miss the point.

The business community has set up a system of self-regulation in the form of the
Guidelines on Health Product Claims (CAG), operated by the Health Product Claims
Regulation Board (KAG, Keu03, www.koagkag.nl). Article 10 of the code states that
health product advertising may include health-related claims “only insofar as no medical
property is directly or indirectly claimed or alluded to”. Since 1 January 2002, a pro-
ducer who is unhappy with a decision made by the KOAG can refer the matter to a sep-
arate CAG/KOAG Code Commission. A number of rulings have been made so far3?.
The CAG includes a list of nearly 1,000 health claims that can be used as guidance in
the development of advertising. The list is intended to illustrate where the borderline lies
between permissible and non-permissible claims. However, it is doubtful whether con-
sumers appreciate the distinction between, for example, “for a good blood pressure” (not
permissible) and “good for the blood pressure” (permissible).

35 Health Claims Code of Conduct

The Commodities Act does not lay down any requirements regarding the evidential
basis for or the assessment of health claims. However, in line with the definition of a
health claim given in the explanatory notes to the Commodities Act, the Netherlands
Nutrition Centre drew up a Code of Conduct regarding the Scientific Justification of
Health Claims. This code has been formally adopted by the Association of Dutch
Adpvertisers, the Central Bureau for Provision Trade, Association of Commodities Board
Presidents, the Consumers’ Association, Association of Agricultural Industries, the
Dutch Association of Branded Consumer Goods Manufacturers and the Netherlands
Nutrition Centre. Under this voluntary code, producers have the opportunity to have the
scientific basis of their claims tested at their expense.

A producer who makes use of this option is not allowed to indicate on the product
packaging that a claim has passed this procedure. Thus, testing provides little or no tan-
gible benefit for producers, few of whom have consequently had the basis of their claims
tested.*” Among the manufacturers who have had their claims independently verified
are the producers of certain margarines with plant sterols and plant stanols. These pro-
ducers’ claims were found to have an adequate evidential basis. Since the system was set
up in 1998, claims for four products have been approved, although one of the four prod-
ucts has never actually been marketed. A fifth claim was rejected.

39 www.koagkag.nl
40 Letter from the Netherlands Nutrition Centre to the Minister of Health, Welfare & Sport, dated 19-2-2002, ref. bb190202
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4 UK

In the UK, it is permissible to claim that the use of a food or dietary supplement can pre-
vent health damage. However, explicit references to disease are not allowed. Since
2000, a voluntary Code of Practice has been in force, launched by the Joint Health
Claims Initiative. This code covers not only foods, but also supplements or health prod-
ucts. The initiative involved the government, consumers’ organisations and the business
community. The code includes guidelines on the verification of claims by independent
experts. The code defines a health claim as a “... claim that consumption of a food car-
ries a specific health benefit or avoids a specific health detriment. This ... does not
include nutrient content claims ...”. It is also acceptable to refer to “maintenance of
good health in general or of a specific part or organ of the body.” Although reference to
specific health detriments is permitted, direct reference to a disease is not allowed. The
information provided on product packaging has to make it clear that the product can
have a beneficial influence on risk factors, rather than having any preventive effect on
the development of disease. The Committee would question how it is possible to refer to
a specific health detriment without referring to disease, and what purpose influencing
risk factors has if no preventive effect is envisaged and no disease risk is reduced.

The code states that the assessment of a claim’s evidential basis should be based on
all the relevant data available from research with human subjects, laboratory animals or
from in vitro studies. The quality of such research has to be assessed, the findings inter-
preted collectively and consideration given to the consistency of the conclusions drawn
by different experts. In this context, there is a hierarchy of categories of research. In
descending order of significance, the categories are systematic reviews of randomised
interventional studies, the randomised interventional studies themselves, cohort studies,
case-control studies, and observational studies with “historical controls” and finally ani-
mal studies. However, methodological quality is of greater importance than research
category and can thwart this hierarchy.

5 Sweden

In Sweden, eight claims regarding the reduction of disease risks have been permitted
since 1990 on the condition that they are formulated in two steps. That is, they must be
in the form of separate statements regarding the relevance of a given dietary component
in relation to a disease or condition, and regarding the composition of the product
(Ano01). For example: “Dietary fibre helps prevent constipation. This product is rich in
dietary fibre.”
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In 1998, the procedure was extended to “product-specific physiological claims”
(Asp01). The organisations involved in setting up this system were the Swedish Cooper-
ative Union, the Foods Federation, the Trade Federation and the Federation of Swedish
Farmers. At least three scientists with good international reputations have the task of
assessing the scientific quality of the data provided by a producer to support a claim that
the producer proposes to make when marketing a product. The data has to be derived
from research with human subjects who are representative of the consumer group at
which the product will be aimed. Furthermore, the amounts of the product consumed in
the research must be consistent with normal use. The duration of the studies should be
sufficient to demonstrate that the claimed effect persists with prolonged use. Data from
animal studies can be used to support a claim. Assessment is public in cases where a
product is already on the market, and producers are allowed to report the fact that the
review group has accepted a claim. A producer can be asked to submit a claim for fresh
review if this is warranted by the emergence of new scientific information.

There is no explicit requirement that all the relevant data available must be provided
for assessment. In theory, therefore, there is a danger that information that might per-
suade the assessors to reject a claim will be withheld, and the claim erroneously
approved as a result. In practice, however, the risk is slight, since the experts performing
the review mainly remain abreast of developments in their fields. Nevertheless, a pro-
ducer’s own findings that do not support a claim may be suppressed. There are no rules
specifying what research must be conducted or how many studies are necessary. As in
other countries and as in the assessment of medicines, a case-by-case approach is used.

6 Codex Alimentarius

The Codex Alimentarius is an organisation that operates under the auspices of both the
World Health Organisation (WHO) and the Food and Agriculture Organisation (FAO).
Agreements reached within the Codex serve as a basis for, amongst other things, negoti-
ations in the context of the World Trade Organisation. In its General Guidelines on
Claims, the Codex Committee on Food Labelling defined a health claim as any repre-
sentation that states, suggests, or implies that a relationship exists between a — constitu-
ent of a — food and health.*! As within the European Union, a debate is currently in
progress regarding the permissibility of claims regarding the reduction of disease risks.

41

CAL/GL 1-1979, revised 1-1991
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7 PASSCLAIM

PASSCLAIM is an acronym for Process for the Assessment of Scientific Support of
Claims on Foods (see http://europe.ilsi.org) - a concerted action of the European Com-
mission (EC). The European division of the International Life Sciences Institute (ILSI),
which also coordinates PASSCLAIM, introduced the initiative to the EC. The intention
is to use PASSCLAIM as a vehicle for implementation of the findings of an earlier
European concerted action entitled Functional Food Science in Europe (FUFOSE,
Dip99). PASSCLAIM’s aims are: 1) the development of a tool for the assessment of the
scientific basis for foods and food components with health claims; 2) critical evaluation
of the existing schemes available for this purpose; and 3) the selection of criteria for the
identification, validation and use of biomarkers in well-designed research into the influ-
ence of food on health. PASSCLAIM has been operating since 2001 and is expected to
run until 2005. A set of draft criteria for the support of claims was reviewed in Septem-
ber 2002 and revised at an inaugural meeting of experts (Cum03).

8 USA

In the USA, producers can submit health claims to the Food and Drug Administration
(FDA) for approval. To determine the accuracy of a claim, the FDA considers 1) what
steps the producer has taken to identify relevant data; 2) the methods used to estimate
the consumption of the substance with which the claim is associated and to estimate the
risk of the condition on which the substance is claimed to have an effect; 3) the interpre-
tation of the individual studies, 4) whether the conclusions drawn are supported by the
totality of the evidence; and 5) whether there is significant scientific agreement among
qualified experts from interested parties.42 In 1994 it has been made possible to make a
claim if it is supported and confirmed by a respected governmental scientific body.
Initially, ten claims were submitted to the FDA concerning the influence that certain
dietary substances were supposed to have on the risk of developing certain conditions.
In 1993, it was decided that scientific consensus existed regarding eight substance/dis-
ease relationships. In most cases, the claim is that “more is better”, although some are
based on the premise that “less is better”. The FDA has authorised a total of fourteen
such claims. These include claims linking sodium and blood pressure, fat and cancer, fat
and cardiovascular disease, folic acid and neural tube defects, dietary fibre and cardio-
vascular disease, dietary fibre and cancer, calcium and osteoporosis, oatmeal fibre and
cardiovascular disease, psyllium and cardiovascular disease, fruit/vegetables and cancer,

)

See www.cfsan.fda.gov/~dms/facssa.html
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and sugar and dental caries. Allusion to one of these links can be made in connection
with any product that contains the relevant component. Claims have also been assessed
but not approved concerning the links between omega-3 fatty acids and cardiovascular
disease, zinc and immunity, vitamin E and cancer, vitamin C and cancer, and carotene
and cancer. When making a claim based upon a recognised association, a producer is
obliged to state (amongst other things) that other factors also influence an individual’s
likelihood of developing the disease in question. The fact that approval is of indefinite
validity has been criticised on the grounds that new scientific developments make advis-
able the periodic review of the claims.

9 Australia and New Zealand

The Australia and New Zealand Food Authority (ANZFA) has to date only approved
one disease risk reduction claim, namely folic acid and neural tube defects. ANZFA
decided several years ago to modify its approach to the assessment of clinical guidelines

to make them applicable in relation to foods and dietary supplements with health claims
(NHM99, Tru01).
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Press release

Gezondheidsraad
Health Council of the Netherlands

Date : 10 June 2003

Health claims for food
unnecessarily confusing

More and more of the foods and dietary supplements appearing in our shops come with

statements - claims - that give the impression that the products are “healthy”, or

“healthier”. This impression is not always correct. The present rules for health claims

leave room for confusion. The Health Council of the Netherlands recommends to

prohibit vague claims. This is one of the recommendations in an advisory report that
the Council has today presented to the Minister of Health, Welfare & Sport and the

Minister of Agriculture, Nature Management & Fisheries.

Existing rules on claims are confusing because, while a manufacturer is allowed to say

that use of a food or dietary supplement helps to maintain or promote health, nothing

can be said to suggest that it can contribute to disease prevention. Claiming that a

product is preventive of disease is a medical claim, and such a claim may only be made

for medicines. Despite this legal distinction, the Council sees no practical or scientific

difference between “the maintenance of health” and “the prevention of disease”.

Furthermore, it has been proposed previously that reduction of disease risk is

essentially different from disease prevention; the Council does not see such a
distinction either. The only type of claims that should be used with foods and dietary
supplements are specific, explicit and evidentially based claims on disease risk

reduction.

The publication “Foods and dietary supplements with health claims” (no. 2003/09E)
can be downloaded from www.healthcouncil.nl. Hard copies are available from the
Secretariat of the Health Council, telephone +31 70 340 7686, fax +31 70 340 7523, e-
mail order@gr.nl. It is also available in Dutch. Enquiries regarding the subject matter
may be addressed to dr LTJ Pijls, telephone +31 70 340 6012, e-mail loek.pijls@gr.nl.
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