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SUMMARY
Following a request from the European Commission, the Panel on Dietetic Products, Nutrition and
Allergies was asked to provide a scientific opinion on a list of health claims pursuant to Article 13 of
Regulation (EC) No 1924/2006. This opinion addresses the scientific substantiation of health claims
in relation to protein and increase in satiety leading to a reduction in energy intake, contribution to the
maintenance or achievement of a normal body weight, maintenance of normal bone and growth or
maintenance of muscle mass. The scientific substantiation is based on the information provided by the
Member States in the consolidated list of Article 13 health claims and references that EFSA has
received from Member States or directly from stakeholders.
The food constituent that is the subject of the health claim is protein. The Panel considers that protein
is sufficiently characterised.
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Increase in satiety leading to a reduction in energy intake
The claimed effect is “satiety/weight management”. The target population is assumed to be the
general population. In the context of the proposed wording, the Panel assumes that the claimed effect
refers to an increase in satiety. The Panel considers that an increase in satiety leading to a reduction in
energy intake, if sustained, might be a beneficial physiological effect.
The Panel notes that in all the studies presented that investigated the effects of protein pre-loads on
appetite ratings and subsequent energy intake, aiming to control for the energy content of the
intervention and “control” pre-loads, the study design does not allow conclusions to be drawn on
whether the effects observed are owing to dietary protein or to the concomitant modification of
carbohydrate and/or fat intakes; it is impossible to vary dietary protein, carbohydrate and fat content
independently of one another using a single control pre-load. The Panel also notes that none of these
studies has tested the sustainability of an effect of dietary protein on appetite ratings and subsequent
energy intake (i.e. effects were tested on a single occasion and no information has been provided on
the repeated consumption of the food constituent). The Panel considers that no conclusions can be
drawn from the studies provided for the scientific substantiation of the claimed effect.
On the basis of the data presented, the Panel concludes that a cause and effect relationship has not
been established between the dietary intake of protein and a sustained increase in satiety leading to a
reduction in energy intake.
Contribution to the maintenance or achievement of a normal body weight
The claimed effect is “satiety/weight management”. The target population is assumed to be the
general population. The Panel considers that contribution to the maintenance or achievement of a
normal body weight is a beneficial physiological effect.
Out of the 17 individual studies considered by the Panel which addressed the effects of protein intake
on weight loss, 16 studies did not allow conclusions to be drawn about the role of protein per se (i.e.
independently of other dietary manipulations) on body weight control because the intervention and
the control diets prescribed differed in aspects other than the protein content, which could have had an
impact on body weight changes. For the remaining study, the Panel notes the short duration of the
weight maintenance phase, that the composition of the meal replacement was not reported, and that
the design of the study does not allow conclusions to be drawn on the effects of protein per se (i.e.
independently of other dietary manipulations) on body weight control.
On the basis of the data presented, the Panel concludes that a cause and effect relationship has not
been established between the dietary intake of protein and contribution to the maintenance or
achievement of a normal body weight.
Maintenance of normal bone
The claimed effect is “bone health”. The target population is assumed to be the general population.
The Panel considers that maintenance of normal bone is a beneficial physiological effect.
The evidence provided by consensus opinions/reports from authoritative bodies and reviews shows
that there is good consensus on the role of protein in growth, development and maintenance of bone.
The Panel concludes that a cause and effect relationship has been established between the dietary
intake of protein and maintenance of normal bone.
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The Panel considers that in order to bear the claim a food should be at least a source of protein as per
Annex to Regulation (EC) No 1924/2006. Such amounts can be easily consumed as part of a balanced
diet. The target population is the general population.
Growth or maintenance of muscle mass
The claimed effects are “body tissues”, “muscle maintenance and recovery”, “maintenance of muscle
mass of elderly people”, “development of muscle mass of strength athletes”, “reconstruction and
repair of muscle proteins after exercise in endurance athletes” and “supports skeletal muscle protein
accretion”. The target population is assumed to be the general population. In the context of the
proposed wording, the Panel assumes that the claimed effect refers to the growth or maintenance of
muscle. The Panel considers that growth or maintenance of muscle mass is a beneficial physiological
effect.
The evidence provided by consensus opinions/reports from authoritative bodies and reviews shows
that there is good consensus on the role of dietary protein in the maintenance of whole body lean body
mass, including muscle mass.
The Panel concludes that a cause and effect relationship has been established between the dietary
intake of protein and the growth or maintenance of muscle mass.
The Panel considers that in order to bear the claim a food should be at least a source of protein as per
Annex to Regulation (EC) No 1924/2006. Such amounts can be easily consumed as part of a balanced
diet. The target population is the general population.
KEY WORDS
Protein, weight management, satiety, bone, muscle mass, health claims.
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INFORMATION AS PROVIDED IN THE CONSOLIDATED LIST
The consolidated list of health claims pursuant to Article 13 of Regulation (EC) No 1924/20064
submitted by Member States contains main entry claims with corresponding conditions of use and
literature for similar health claims. EFSA has screened all health claims contained in the original
consolidated list of Article 13 health claims which was received by EFSA in 2008 using six criteria
established by the NDA Panel to identify claims for which EFSA considered sufficient information
had been provided for evaluation and those for which more information or clarification was needed
before evaluation could be carried out5. The clarifications which were received by EFSA through the
screening process have been included in the consolidated list. This additional information will serve
as clarification to the originally provided information. The information provided in the consolidated
list for the health claims which are the subject of this opinion is tabulated in Appendix C.

ASSESSMENT
1.

Characterisation of the food/constituent

The food constituent that is the subject of the health claim is protein.
Proteins are important for many body functions (enzyme capacity, antibody action, transport of
various substances) and are major cellular structural elements within the body tissues. Protein can be
used as an energy source and can be measured in foods by established methods. Proteins are
synthesised in vivo in humans from 20 amino acids. Nine of the amino acids are considered as
indispensable, meaning they must be provided by the diet, whereas the rest are categorised as
dispensable as they can be synthesised within the body from other amino acids. Almost all foods of
animal and plant origin contain proteins. Animal dietary sources in particular have a high content of
all indispensable amino acids.
The Panel considers that the food constituent, protein, which is the subject of the health claims, is
sufficiently characterised.
2.

Relevance of the claimed effect to human health

2.1.

Increase in satiety leading to a reduction in energy intake (ID 414, 616, 730)

The claimed effect is “satiety/weight management”. The Panel assumes that the target population is
the general population.
In the context of the proposed wording, the Panel assumes that the claimed effect refers to an increase
in satiety. Satiety is the decrease in the motivation to eat after consumption of food. The effect may
persist up to several hours, may reduce energy intake either at the next meal or across the day and, if
sustained, may lead to a reduction in body weight.
The Panel considers that an increase in satiety leading to a reduction in energy intake, if sustained,
might be a beneficial physiological effect.

4

Regulation (EC) No 1924/2006 of the European Parliament and of the Council of 20 December 2006 on nutrition and
health claims made on foods. OJ L 404, 30.12.2006, p. 9–25.
5
Briefing document for stakeholders on the evaluation of Article 13.1, 13.5 and 14 health claims:
http://www.efsa.europa.eu/en/ndameetings/docs/nda100601-ax01.pdf
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2.2.

Contribution to the maintenance or achievement of a normal body weight (ID 414,
616, 730)

The claimed effect is “satiety/weight management”. The Panel assumes that the target population is
the general population.
Weight management can be interpreted as contribution to the maintenance of a normal body weight.
In this context, weight loss in overweight individuals even without achieving a normal body weight is
considered to be a beneficial physiological effect.
The Panel considers that contribution to the maintenance or achievement of a normal body weight is a
beneficial physiological effect.
2.3.

Maintenance of normal bone (ID 416)

The claimed effect is “bone health”. The Panel assumes that the target population is the general
population.
In the context of the proposed wording, the Panel assumes that the claimed effect refers to the
maintenance of normal bone through the promotion of calcium absorption.
The Panel considers that maintenance of normal bone is a beneficial physiological effect.
2.4.

Growth or maintenance of muscle mass (ID 415, 417, 593, 594, 595, 715)

The claimed effects are “body tissues”, “muscle maintenance and recovery”, “maintenance of muscle
mass of elderly people”, “development of muscle mass of strength athletes”, “reconstruction and
repair of muscle proteins after exercise in endurance athletes” and “supports skeletal muscle protein
accretion”. The Panel assumes that the target population is the general population.
In the context of the proposed wording, the Panel assumes that the claimed effect refers to the growth
or maintenance of muscle mass. Failure to increase muscle mass during growth and development, and
the loss of muscle mass at any age, will reduce muscle strength and power.
The Panel considers that growth or maintenance of muscle mass is a beneficial physiological effect.
3.

Scientific substantiation of the claimed effect

3.1.

Increase in satiety leading to a reduction in energy intake (ID 414, 616, 730)

A total of 66 publications were cited for the scientific substantiation of the claim. The references
provided include intervention studies and reviews on the effects of dietary protein on outcomes other
than measures of satiety (e.g. body weight, body fat, serum insulin or blood lipid profile). The Panel
considers that no conclusions can be drawn from these references for the scientific substantiation of
the claimed effect. A total of 10 reviews, 14 original articles and a meta-analysis were considered
pertinent to the claim. Six of the original articles were not included within the meta-analysis.
In the meta-analysis by Halton and Hu (2004), 15 studies examined the effects of a protein pre-load
on subsequent energy intake (Ludwig et al., 1999; Barkeling et al., 1990; Araya et al., 2000; Porrini et
al., 1995; Poppitt et al., 1998; Rolls et al., 1988; Johnson and Vickers, 1993; Booth et al., 1970;
De Graaf et al., 1992; Geliebter, 1979; Porrini et al., 1997; Stubbs et al., 1996, 1999; Teff et al., 1989;
Johnstone et al., 1996), 10 of which also included measures of appetite ratings (Ludwig et al., 1999;
Barkeling et al., 1990; Araya et al., 2000; Porrini et al., 1995; Poppitt et al., 1998; Rolls et al., 1988;
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Johnson and Vickers, 1993; Booth et al., 1970; De Graaf et al., 1992; Geliebter, 1979; Porrini et al.,
1997; Stubbs et al., 1996, 1999; Teff et al., 1989; Johnstone et al., 1996). Six of the studies provided,
which were not contained within the meta-analysis, also examined the effects of a protein pre-load on
subsequent energy intake (Latner et al., 1999; Williams et al., 2006; Harper et al., 2007; Lang et al.,
1999), two of which also included measures of appetite ratings (Harper et al., 2007; Lang et al.,
1999). Generally the studies followed a standard design and used two isocaloric pre-loads differing in
protein (and at least one other macronutrient content) which were presented to participants on
separate (single) occasions typically utilising a randomised crossover design. Subjects were followed
several hours later and given access to ad libitum meals.
The Panel notes that in all the studies presented that investigated the effects of protein pre-loads on
appetite ratings and subsequent energy intake, aiming to control for the energy content of the
intervention and “control” pre-loads, the study design does not allow conclusions to be drawn on
whether the effects observed are owing to dietary protein or to the concomitant modification of
carbohydrate and/or fat intakes; it is impossible to vary dietary protein, carbohydrate and fat content
independently of one another using a single control pre-load. The Panel also notes that none of these
studies has tested the sustainability of an effect of dietary protein on appetite ratings and subsequent
energy intake (i.e. effects were tested on a single occasion and no information has been provided on
the repeated consumption of the food constituent). The Panel considers that no conclusions can be
drawn from the studies provided for the scientific substantiation of the claimed effect.
The Panel concludes that a cause and effect relationship has not been established between the dietary
intake of protein and a sustained increase in satiety leading to a reduction in energy intake.
3.2.

Contribution to the maintenance or achievement of a normal body weight (ID 414,
616, 730)

A total of 66 publications were cited for the scientific substantiation of the claim. The references
provided included intervention studies and reviews on the effects of dietary protein on outcomes other
than measures of body weight (e.g. body fat, serum insulin or blood lipid profile). The Panel considers
that no conclusions can be drawn from these references for the scientific substantiation of the claimed
effect.
A total of 11 publications reporting on human intervention studies and one meta-analysis (Halton and
Hu, 2004) which included 15 randomised and controlled studies aiming to investigate the effect of
high protein intakes on body weight in humans were provided. Only three of the original articles
provided were not included in the meta-analysis, two of which addressed the effect of protein intake
on weight loss (Weigle et al., 2005; Leidy et al., 2007), and one of which addressed weight
maintenance after weight loss (Westerterp-Plantenga et al., 2004).
Out of the 17 individual studies considered by the Panel that addressed the effects of protein intake on
weight loss, 10 addressed the effects of protein intake against one other macronutrient on body weight
using energy-restricted (and energy controlled) diets, and were generally of short duration ( 10
weeks, except Farnsworth et al., 2003; Luscombe et al., 2002, 2003). Nine of these studies controlled
for fat intake (i.e. protein was compared to carbohydrates; Baba et al., 1999; Worthington and Taylor,
1974; Layman et al., 2003; Piatti et al., 1994; Whitehead et., 1996; Farnsworth et al., 2003; Luscombe
et al., 2002, 2003; Leidy et al., 2007), and one controlled for carbohydrate intake (protein was
compared to fat; Weigle et al., 2005). One additional study, which controlled for fat intake, was
conducted ad libitum for six months (Skov et al., 1999). The study which controlled for carbohydrate
intake also had an ad libitum phase (Weigle et al., 2005). The remaining six studies manipulated all
three macronutrients (and sometimes energy) simultaneously in the intervention (high protein) diet
with respect to the control (low protein) diet (Brehm et al., 2003; Yancy et al., 2004; Alford et al.,
1990; Parker et al., 2002; Samaha et al., 2003; Foster et al., 2003). Four of these studies used an ad
EFSA Journal 2010;8(10):1811
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libitum approach (Brehm et al., 2003; Yancy et al., 2004; Samaha et al., 2003; Foster et al., 2003) and
were of longer duration (i.e. six months). The Panel notes that these studies do not allow conclusions
to be drawn about the role of protein per se (i.e. independently of other dietary manipulations) on
body weight control because the intervention and control diets prescribed differed in aspects other
than the protein content, which could have an impact on body weight changes. The Panel considers
that no conclusions can be drawn from these references for the scientific substantiation of the claimed
effect.
One study was provided which investigated the effect of a protein supplementation on body weight
maintenance after weight loss (Westerterp-Plantenga et al., 2004). In a randomised parallel design,
148 adults followed a very low-energy diet (2.1 MJ/day) during four weeks. At the end of the weight
loss phase, subjects were randomised to consume either 48.2 g/day of protein in addition to their diet
or no supplemental protein in the context of a weight-maintenance programme (dietary counselling)
for three months. Both groups had the same frequency of visits and received the same counselling on
demand by the dietitian. Part of the additional protein was administered as a meal replacement to be
dissolved in water in order to obtain a milkshake, pudding, soup or muesli as part of an ad libitum
lunch (17 g protein, 0.7 MJ/day) and as calcium caseinate (31.2 g protein, 0.5 MJ/day) to be dissolved
in water resulting in two vanilla drinks. The Panel notes the short duration of the weight maintenance
phase, that the composition of the meal replacement was not reported, and that the design of the study
does not allow conclusions to be drawn on the effects of protein per se (i.e. independently of other
dietary manipulations) on body weight control. The Panel considers that no conclusions can be drawn
from this reference for the scientific substantiation of the claimed effect.
The Panel concludes that a cause and effect relationship has not been established between the dietary
intake of protein and contribution to the maintenance or achievement of a normal body weight.
3.3.

Maintenance of normal bone (ID 416)

The evidence provided by consensus opinions/reports from authoritative bodies and reviews shows
that there is good consensus on the role of protein in growth, development and maintenance of bone.
It is well established that a source of protein is essential for allowing both growth and maintenance of
bone. In humans, normal growth is slow and the dietary requirement to support growth is low in
relation to maintenance needs, except at very young ages. While at 18 years of age and beyond protein
requirement for deposition is only 1-3 % of the average total requirement, it is one sixth of the
average total requirement at 1 year of age. Borderline inadequate protein intakes in infants and
children are reflected in failure to grow in length or height. Maximum peak bone mass is reached
between the ages of 25 to 35 years. Thereafter, there is a gradual decrease with age. Inadequate
protein intakes in adults and elderly people may lead to an increased risk of bone loss and subsequent
osteoporotic fractures. Protein requirements of older infants, children and adolescents have recently
been re-determined by the factorial method based on estimates of maintenance requirements and rates
of protein deposition during periods of growth, corrected for inter-individual variability and efficiency
of utilisation (IoM, 2005; WHO, 2007). There is no evidence of a benefit of additional protein
consumption above the amount found in otherwise nutritionally complete diets (WHO, 2007).
The Panel concludes that a cause and effect relationship has been established between the dietary
intake of protein and maintenance of normal bone.
3.4.

Growth and maintenance of muscle mass (ID 415, 417, 593, 594, 595, 715)

The evidence provided by consensus opinions/reports from authoritative bodies and reviews shows
that there is good consensus on the role of dietary protein in the maintenance of whole body lean body
mass, including muscle mass. Maintenance of lean body mass is achieved if (protein) nitrogen intake
is equal to (protein) nitrogen losses over a period of time. It is well documented that protein intake
EFSA Journal 2010;8(10):1811
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(essential amino acids) is necessary to maintain nitrogen (protein) balance as nitrogen is lost from the
body primarily via the urine, but also in small amounts via faeces, sweat, skin, hair and nails.
Similarly, maintenance of muscle mass is achieved if mean muscle protein synthesis rate is equal to
mean muscle protein breakdown rate over a period of time (SCF, 1992; AFSSA, 2007; NNR, 2004;
WHO, 1985, 2007; IoM, 2005).
Dietary reference values (DRV) for protein have been defined by national and international bodies for
children, adults and elderly people in a context of energy balance and moderate physical activity
(SCF, 1992; AFSSA, 2007; NNR, 2004; IoM, 2005; WHO, 2007). Protein intakes within the DRV
allow for normal protein turnover and muscle recovery after physical exercise.
The Panel concludes that a cause and effect relationship has been established between the dietary
intake of protein and the growth or maintenance of muscle mass.
4.

Panel’s comments on the proposed wording

4.1.

Maintenance of bone (ID 416)

The Panel considers that the following wording reflects the scientific evidence: “Protein contributes
to the maintenance of bone”.
4.2.

Growth or maintenance of muscle mass (ID 415, 417, 593, 594, 595, 715)

The Panel considers that the following wording reflects the scientific evidence: “Protein contributes
to the growth or maintenance of muscle mass”.
5.

Conditions and possible restrictions of use

The Panel considers that in order to bear the claims a food should be at least a source of protein as per
Annex to Regulation (EC) No 1924/2006. Such amounts can be easily consumed as part of a balanced
diet. The target population is the general population.

CONCLUSIONS
On the basis of the data presented, the Panel concludes that:
The food constituent, protein, which is the subject of the health claim, is sufficiently
characterised.
Increase in satiety leading to a reduction in energy intake (ID 414, 616, 730)
The claimed effect is “promotion of satiety”. The target group is assumed to be the general
population. An increase in satiety leading to a reduction in energy intake, if sustained, might
be a beneficial physiological effect.
A cause and effect relationship has not been established between the dietary intake of protein
and a sustained increase in satiety leading to a reduction in energy intake.
Contribution to the maintenance or achievement of a normal body weight (ID 414, 616, 730)
The claimed effect is “weight management”. The target group is assumed to be the general
population. Contribution to the maintenance or achievement of a normal body weight is a
beneficial physiological effect.
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A cause and effect relationship has not been established between the dietary intake of protein
and contribution to the maintenance or achievement of a normal body weight.
Maintenance of bone (ID 416)
The claimed effect is “bone health”. The target population is assumed to be the general
population. Maintenance of normal bone is a beneficial physiological effect.
A cause and effect relationship has been established between the dietary intake of protein and
maintenance of normal bone.
The following wording reflects the scientific evidence: “Protein contributes to the
maintenance of bone”.
Growth or maintenance of muscle mass (ID 415, 417, 593, 594, 595, 715)
The claimed effects are “body tissues”, “muscle” and “maintenance of muscle mass of elderly
people”. The target population is assumed to be the general population. Growth or
maintenance of muscle mass is a beneficial physiological effect.
A cause and effect relationship has been established between the dietary intake of protein and
the growth or maintenance of muscle mass.
The following wording reflects the scientific evidence: “Protein contributes to the growth or
maintenance of muscle mass”.
Conditions and possible restrictions of use
The Panel considers that in order to bear the claims a food should be at least a source of
protein as per Annex to Regulation (EC) No 1924/2006. Such amounts can be easily
consumed as part of a balanced diet. The target population is the general population.

DOCUMENTATION PROVIDED TO EFSA
Health claims pursuant to Article 13 of Regulation (EC) No 1924/2006 (No: EFSA-Q-2008-1201,
EFSA-Q-2008-1202, EFSA-Q-2008-1203, EFSA-Q-2008-1204, EFSA-Q-2008-1380, EFSA-Q-20081381, EFSA-Q-2008-1382, EFSA-Q-2008-1403, EFSA-Q-2008-1502, EFSA-Q-2008-1517). The
scientific substantiation is based on the information provided by the Member States in the
consolidated list of Article 13 health claims and references that EFSA has received from Member
States or directly from stakeholders.
The full list of supporting references as provided
http://www.efsa.europa.eu/panels/nda/claims/article13.htm.
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APPENDICES
APPENDIX A
BACKGROUND AND TERMS OF REFERENCE AS PROVIDED BY THE EUROPEAN COMMISSION
The Regulation (EC) No 1924/2006 on nutrition and health claims made on foods6 (hereinafter "the
Regulation") entered into force on 19th January 2007.
Article 13 of the Regulation foresees that the Commission shall adopt a Community list of permitted
health claims other than those referring to the reduction of disease risk and to children's development
and health. This Community list shall be adopted through the Regulatory Committee procedure and
following consultation of the European Food Safety Authority (EFSA).
Health claims are defined as "any claim that states, suggests or implies that a relationship exists
between a food category, a food or one of its constituents and health".
In accordance with Article 13 (1) health claims other than those referring to the reduction of disease
risk and to children's development and health are health claims describing or referring to:
a) the role of a nutrient or other substance in growth, development and the functions of the
body; or
b) psychological and behavioural functions; or
c) without prejudice to Directive 96/8/EC, slimming or weight-control or a reduction in the
sense of hunger or an increase in the sense of satiety or to the reduction of the available
energy from the diet.
To be included in the Community list of permitted health claims, the claims shall be:
(i) based on generally accepted scientific evidence; and
(ii) well understood by the average consumer.
Member States provided the Commission with lists of claims as referred to in Article 13 (1) by 31
January 2008 accompanied by the conditions applying to them and by references to the relevant
scientific justification. These lists have been consolidated into the list which forms the basis for the
EFSA consultation in accordance with Article 13 (3).
ISSUES THAT NEED TO BE CONSIDERED
IMPORTANCE AND PERTINENCE OF THE FOOD7
Foods are commonly involved in many different functions8 of the body, and for one single food many
health claims may therefore be scientifically true. Therefore, the relative importance of food e.g.
nutrients in relation to other nutrients for the expressed beneficial effect should be considered: for
functions affected by a large number of dietary factors it should be considered whether a reference to
a single food is scientifically pertinent.
6

OJ L12, 18/01/2007
The term 'food' when used in this Terms of Reference refers to a food constituent, the food or the food category.
8
The term 'function' when used in this Terms of Reference refers to health claims in Article 13(1)(a), (b) and (c).
7
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It should also be considered if the information on the characteristics of the food contains aspects
pertinent to the beneficial effect.
SUBSTANTIATION OF CLAIMS BY GENERALLY ACCEPTABLE SCIENTIFIC EVIDENCE
Scientific substantiation is the main aspect to be taken into account to authorise health claims. Claims
should be scientifically substantiated by taking into account the totality of the available scientific
data, and by weighing the evidence, and shall demonstrate the extent to which:
(a)

the claimed effect of the food is beneficial for human health,

(b)

a cause and effect relationship is established between consumption of the food and the
claimed effect in humans (such as: the strength, consistency, specificity, doseresponse, and biological plausibility of the relationship),

(c)

the quantity of the food and pattern of consumption required to obtain the claimed
effect could reasonably be achieved as part of a balanced diet,

(d)

the specific study group(s) in which the evidence was obtained is representative of the
target population for which the claim is intended.

EFSA has mentioned in its scientific and technical guidance for the preparation and presentation of
the application for authorisation of health claims consistent criteria for the potential sources of
scientific data. Such sources may not be available for all health claims. Nevertheless it will be
relevant and important that EFSA comments on the availability and quality of such data in order to
allow the regulator to judge and make a risk management decision about the acceptability of health
claims included in the submitted list.
The scientific evidence about the role of a food on a nutritional or physiological function is not
enough to justify the claim. The beneficial effect of the dietary intake has also to be demonstrated.
Moreover, the beneficial effect should be significant i.e. satisfactorily demonstrate to beneficially
affect identified functions in the body in a way which is relevant to health. Although an appreciation
of the beneficial effect in relation to the nutritional status of the European population may be of
interest, the presence or absence of the actual need for a nutrient or other substance with nutritional or
physiological effect for that population should not, however, condition such considerations.
Different types of effects can be claimed. Claims referring to the maintenance of a function may be
distinct from claims referring to the improvement of a function. EFSA may wish to comment whether
such different claims comply with the criteria laid down in the Regulation.
WORDING OF HEALTH CLAIMS
Scientific substantiation of health claims is the main aspect on which EFSA's opinion is requested.
However, the wording of health claims should also be commented by EFSA in its opinion.
There is potentially a plethora of expressions that may be used to convey the relationship between the
food and the function. This may be due to commercial practices, consumer perception and linguistic
or cultural differences across the EU. Nevertheless, the wording used to make health claims should be
truthful, clear, reliable and useful to the consumer in choosing a healthy diet.
In addition to fulfilling the general principles and conditions of the Regulation laid down in Article 3
and 5, Article 13(1)(a) stipulates that health claims shall describe or refer to "the role of a nutrient or
other substance in growth, development and the functions of the body". Therefore, the requirement to
EFSA Journal 2010;8(10):1811
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describe or refer to the 'role' of a nutrient or substance in growth, development and the functions of
the body should be carefully considered.
The specificity of the wording is very important. Health claims such as "Substance X supports the
function of the joints" may not sufficiently do so, whereas a claim such as "Substance X helps
maintain the flexibility of the joints" would. In the first example of a claim it is unclear which of the
various functions of the joints is described or referred to contrary to the latter example which
specifies this by using the word "flexibility".
The clarity of the wording is very important. The guiding principle should be that the description or
reference to the role of the nutrient or other substance shall be clear and unambiguous and therefore
be specified to the extent possible i.e. descriptive words/ terms which can have multiple meanings
should be avoided. To this end, wordings like "strengthens your natural defences" or "contain
antioxidants" should be considered as well as "may" or "might" as opposed to words like
"contributes", "aids" or "helps".
In addition, for functions affected by a large number of dietary factors it should be considered
whether wordings such as "indispensable", "necessary", "essential" and "important" reflects the
strength of the scientific evidence.
Similar alternative wordings as mentioned above are used for claims relating to different relationships
between the various foods and health. It is not the intention of the regulator to adopt a detailed and
rigid list of claims where all possible wordings for the different claims are approved. Therefore, it is
not required that EFSA comments on each individual wording for each claim unless the wording is
strictly pertinent to a specific claim. It would be appreciated though that EFSA may consider and
comment generally on such elements relating to wording to ensure the compliance with the criteria
laid down in the Regulation.
In doing so the explanation provided for in recital 16 of the Regulation on the notion of the average
consumer should be recalled. In addition, such assessment should take into account the particular
perspective and/or knowledge in the target group of the claim, if such is indicated or implied.
TERMS OF REFERENCE
HEALTH CLAIMS OTHER THAN THOSE REFERRING TO THE REDUCTION OF DISEASE RISK AND TO
CHILDREN'S DEVELOPMENT AND HEALTH
EFSA should in particular consider, and provide advice on the following aspects:
 Whether adequate information is provided on the characteristics of the food pertinent to the
beneficial effect.
 Whether the beneficial effect of the food on the function is substantiated by generally
accepted scientific evidence by taking into account the totality of the available scientific data,
and by weighing the evidence. In this context EFSA is invited to comment on the nature and
quality of the totality of the evidence provided according to consistent criteria.
 The specific importance of the food for the claimed effect. For functions affected by a large
number of dietary factors whether a reference to a single food is scientifically pertinent.
In addition, EFSA should consider the claimed effect on the function, and provide advice on the
extent to which:
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 the claimed effect of the food in the identified function is beneficial.
 a cause and effect relationship has been established between consumption of the food and the
claimed effect in humans and whether the magnitude of the effect is related to the quantity
consumed.
 where appropriate, the effect on the function is significant in relation to the quantity of the
food proposed to be consumed and if this quantity could reasonably be consumed as part of a
balanced diet.
 the specific study group(s) in which the evidence was obtained is representative of the target
population for which the claim is intended.
 the wordings used to express the claimed effect reflect the scientific evidence and complies
with the criteria laid down in the Regulation.
When considering these elements EFSA should also provide advice, when appropriate:
 on the appropriate application of Article 10 (2) (c) and (d) in the Regulation, which provides
for additional labelling requirements addressed to persons who should avoid using the food;
and/or warnings for products that are likely to present a health risk if consumed to excess.
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APPENDIX B
EFSA DISCLAIMER
The present opinion does not constitute, and cannot be construed as, an authorisation to the marketing
of the food/food constituent, a positive assessment of its safety, nor a decision on whether the
food/food constituent is, or is not, classified as foodstuffs. It should be noted that such an assessment
is not foreseen in the framework of Regulation (EC) No 1924/2006.
It should also be highlighted that the scope, the proposed wordings of the claims and the conditions of
use as proposed in the Consolidated List may be subject to changes, pending the outcome of the
authorisation procedure foreseen in Article 13(3) of Regulation (EC) No 1924/2006.
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APPENDIX C
Table 1. Main entry health claims related to protein, including conditions of use from similar claims,
as proposed in the Consolidated List.
ID
414

Food or Food constituent
Protein

Health Relationship

Proposed wording

Satiety / Weight management

-foods/ meals/ diets rich in protein
help you feel fuller for longer to
help manage your weight;
-protein promotes satiety.

Conditions of use
-

Conditions of "high protein" from HC regulation 1924/2006 (i.e.20% E from protein)

-

Quantity in Average daily serving: 76 g protein. Daily amount to be consumed to produce
claimed effect: 49.15 gram(s)

-

High protein claim according to reg. 1924/2006 (requires a minimum level of 20 E % protein)

-

Erwachsene (adults) 20 Energieprozent (E %)

-

20% E from protein = high claim

-

Fresh (unripened) cheeses with 10.9g/100g of protein, 3.2g/serving. Low-energy milk drinks
with 3.3g/100g of protein, 6.6g/serving. Contain a lot of calcium and fibre but little energy
(40% less than regular fat-free milk) and carbohydrates. Yoghurts with 3.6g/100g of protein,
6.3g/serving

-

Bedingungen für Angabe zu hohem Proteinanteil UND täglich 15 g/Portion oder 50 g täglich
einhalten.

-

Whole meat preparations with protein content of 17-19 g/100 g, 4-5 g/serving, serving 16-20 g.

ID
415

Food or Food constituent
Protein

Health Relationship
Body tissues

Proposed wording
-proteins help to build and
maintain a strong body;
-essential amino acids are needed
for maintenance of muscles;

Conditions of use
-

420 mg Isoleucin,–480 mg Valin,–660 mg Leucin pro Tag in Zeiten erhöhter Belastung

-

Milks, buttermilks and milk drinks with protein content of 2.8-3.8g/100g, 5.6-7.6g/serving

-

Cereal preparations (wheat germs, oat biscuits, protein pasta) with 19-29g/100g of protein, 716g/serving depending on the product

-

Must meet minimum requirements for use of the claim "source of protein" as per Annex to
Regulation 1924/2006.

-

Daily amount to be consumed to produce claimed effect: 7.50 gram(s). The answer given refers
to the recommended daily allowance of protein for the Irish population, and is per kg of body
weight. i.e 7.5g protein per Kg body weight per day. Are there factors that could interfere with
bioavailability: Yes. Please give reason: For a number of reasons protein absorption might be
incomplete. Some proteins, becasuse of their physical or chemical structure are resisitant to
proteolytic attack and therefore pass through the small intestine relatively unmodified. Length of
time after consumption for claimed effect to become apparent: Habitual intakeIs there a limit to
the amount of food which should be consumed in order to avoid adverse health effects: Don't
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Know. At present there is little evidence and insufficient information to define a safe upper limit
of daily protein intake. However, it is gernally recommended to avoid excessive protein intakes
of more than twice the recommended daily allowance.
-

MUSS GEMÄß ANHANG ZUR VERORDNUNG MINDESTENS EINE PROTEINQUELLE
SEIN

-

Sonden- und Trinknahrungen mehr als 20 kcal % Protein

-

Gesamtbevölkerung

-

420 mg Isoleucin,–480 mg Valin,–660 mg Leucin pro Tag in Zeiten erhöhter Belastung

-

MUST AT LEAST BE A SOURCE OF PROTEIN AS PER ANNEX TO REGULATION
1924/2006

-

420 mg Isoleucin,–480 mg Valin,–660 mg Leucin pro Tag in Zeiten erhöhter Belastung

ID
416

Food or Food constituent
Protein.

Health Relationship
Bone health.

Proposed wording
- protein contributes to the bone
health;
- protein has beneficial effects on
bone health.

Conditions of use
-

MUSS GEMÄß ANHANG ZUR VERORDNUNG MINDESTENS EINE PROTEINQUELLE
SEIN.

-

MUST AT LEAST BE A SOURCE OF PROTEIN AS PER ANNEX TO REGULATION
1924/2006.

-

Daily amount to be consumed to produce claimed effect: 7.50 gram(s). The answer given refers
to the recommeded daily allowance of protein for the Irish population, and is per kg of body
weigth. i.e. 7.5g per Kg body weight per day. Are there factors that could interfere with
bioavailability: Yes. Please give reason: For a numer of reasons protein absorption might be
incomplete. Some proteins, becasuse of their physical or chemical structure are resistant to
proteolytic attack and therefore pass through the small intestine relatively unmodified. Length
of time after consumption for claimed effect to become apparent: Habitual intake. Is there a
limit to the amount of food which should be consumed in order to avoid adverse health effects:
Don't Know. At present there is little evidence and insufficient information to define a safe
upper limit of daily protein intake. However, it is generally recommeded to avoid excessive
protein intakes of more than twice the recommeded daily allowance.

ID
417

Food or Food constituent
Protein

Health Relationship
Muscle maintenance and
recovery

Proposed wording
Protein is required for muscle
maintenance and recovery.

Conditions of use

ID
593

-

High protein claim according to reg. 1924/2006 (requires a minimum of 20E% protein)

-

The product must contain at least 10 grams high quality protein per serving. Claim to be used for
foods for active individuals
Food or Food constituent

Protein

Health Relationship
Maintenance of muscle mass
of elderly people

Proposed wording
Dietary proteins help to maintain
muscle mass of elderly people.
Or
Dietary proteins help to preserve
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muscles of elderly people.
Conditions of use
ID
594

. Food that is a source of or rich in proteins according to the appendix of the regulation
1924/2006. Daily protein intakes according to the current recommendations for elderly people.
Food or Food constituent

Protein

Health Relationship
Development of muscle mass
of strength athletes

Proposed wording
Dietary proteins combined with
physical resistance exercise help
in the development of muscle
mass.

Conditions of use
ID
595

. Food that is a source of or rich in proteins according to the appendix of the regulation
1924/2006. Daily protein intakes according to the current recommendations for strength athletes
Food or Food constituent

Protein

Health Relationship
Reconstruction and repair of
muscle proteins after
exercise in endurance
athletes

Proposed wording
Dietary proteins consumed after
intense endurance exercise are
necessary for rebuilding and
repairing muscle tissue.
Or
Dietary proteins are necessary to
renew and repair muscle damaged
by intense endurance exercise.

Conditions of use
-

ID
616

Food that is a source of or rich in proteins according to the appendix of the regulation
1924/2006. Daily protein intakes according to the current recommendations for endurance
athletes.
Food or Food constituent

Hyperproteins pasta

Health Relationship

Proposed wording

Satiety/Weight management

* Foods rich in protein help you to
feel you satiate longer so as to
help you to manage your weight. *
Proteins promotes satiety. * Diets
rich in protein and poor in
carbohydrate affect positively
body mass and body composition.
* Loss higher in fat and loss
limited in muscle mass. * Diets
with high protein/carbohydrate
ratio have a positive effect on
body composition.

(FPP-P-0702)

Conditions of use
-

ID
715

75 % of energetic value are produced by proteins; 1 packet (50 g of pasta) provides 35 g of
proteins; RDA = 0,8 g proteins/kg body mass/day.
Food or Food constituent

Protein
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Health Relationship
Supports skeletal muscle
protein accretion

Proposed wording
Delivers amino acids to support
muscle protein synthesis and
growth
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Consumed immediately after
exercise supports muscle protein
synthesis and growth
Conditions of use
ID
730

The product must contain at least 10 grams high quality protein per serving. Claim to be used for
foods for active individual.
Food or Food constituent

Protein

Health Relationship

Proposed wording

Satiety / Weight management

Protein supports a satiety feeling
and helps to control hunger
sensations

Conditions of use
-

Conditions of "high protein" from HC regulation 1924/2006 (i.e. 20 % E from protein)
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GLOSSARY AND ABBREVIATIONS
DRV
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