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and 14 health claims1 3 

European Food Safety Authority
2, 3 

4 

European Food Safety Authority (EFSA), Parma, Italy 5 

INTRODUCTION 6 

Regulation (EC) No 1924/2006
4
 harmonises the provisions that relate to nutrition and health claims 7 

and establishes rules governing the Community authorisation of health claims made on foods. 8 

As foreseen in the Regulation, the EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA) 9 

issued an opinion in 2007 providing scientific and technical guidance for the preparation and 10 

presentation of the application for authorisation of a health claim under Article 14 (applications related 11 

to claims referring to children‟s development and health and disease risk reduction claims)
5
. This 12 

opinion of the EFSA NDA Panel formed the basis for Commission Regulation (EC) No 353/2008
6
 13 

establishing implementing rules for applications for authorisation of health claims as provided for in 14 

Article 15 of Regulation (EC) No 1924/2006, which applies also to claims submitted under Article 15 

13.5 of the health claims Regulation (health claim applications based on newly developed scientific 16 

evidence and/or proprietary data).  17 

EFSA has also published guidance on administrative and procedural questions which applicants 18 

intending to submit applications for health claims authorisation may have
7
. 19 

The Standing Committee on the Food Chain and Animal Health at its meeting on the 20 

14 December 2007 adopted guidance on the implementation of Regulation EC (No) 1924/2006 on 21 
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nutrition and health claims made on foods
8
 for (1) interaction with other Community legislation 22 

(relating to foodstuffs for particular nutritional uses, novel foods) (2) the use of comparative nutrition 23 

claims, and (3) classification of nutrition and health claims, including borderline cases between 24 

function claims and reduction of disease risk claims and between claims referring to children‟s 25 

development and health and other health claims.  26 

In the context of Article 13.1 of the Regulation (EC) No 1924/2006, the European Commission 27 

requested EFSA in July 2008 to give a scientific opinion on the Community list of permitted health 28 

claims
9
. To this end, EFSA received from the European Commission the terms of reference and a 29 

consolidated list of claims submitted by Member States.  30 

In the light of the experience gained with the health claims evaluations, EFSA provided in 2009 31 

further advice and organised two meetings with various stakeholders. For health claim applications 32 

(Article 14 and 13.5 health claims) EFSA provided additional advice to applicants in the form of a 33 

frequently asked question document (FAQ). The draft FAQ was subjected to public consultation and 34 

discussed at a meeting with applicants in June 2009 before its finalisation and publication in 35 

September 2009
10

. In order to update Member States and the European Commission on the evaluation 36 

of Article 13.1 health claims, EFSA held a meeting with them in October 2009. To this end a draft 37 

briefing document was prepared and discussed at the meeting, which was updated after the meeting 38 

and published in December 2009
11

. 39 

As the NDA Panel is applying similar criteria for the evaluation of all health claims, these two 40 

documents have been combined into a single briefing document and updated taking into account the 41 

latest developments. This briefing document for stakeholders on the evaluation of Article 13.1, 13.5 42 

and 14 health claims will serve as a basis for discussion at a technical meeting with stakeholders, 43 

which will be held on 1 June 2010. A revised version of this document, taking into account the 44 

discussion at the meeting, will be published after the meeting together with a summary report of the 45 

meeting. 46 

This briefing document will be further updated as appropriate as additional issues are addressed. 47 

48 
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available energy from the diet. 
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assessment of Article 14 and 13.5 health claims applications on request of EFSA. EFSA Journal 2009; 7(9):1339. [18 pp.]. 
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11 EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA); Briefing document for Member States and European 

Commission on the evaluation of Article 13.1 health claims on request of EFSA. EFSA Journal 2009; 7(11):1386. [10 pp.]. 
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  Briefing document forArticle13 and 14 health claims evaluations 

 

EFSA Journal 2010; x(x):xxxx 3 

The following topics are addressed in this briefing document:  49 

1. Overview of main issues addressed by the NDA Panel in evaluation of Article 13.1, 13.5 50 

and 14 health claims 51 

2. How does the NDA Panel decide whether a health claim is substantiated?  52 

3. What is the totality of the available scientific data?  53 

4. What are pertinent studies for substantiation of a health claim?  54 

5. On what basis does the NDA Panel propose wordings of health claims?  55 

6. To what extent should a food/constituent be characterised?  56 

7. How should the claimed effect be shown to be beneficial?  57 

8. What is a risk factor for the development of a human disease? 58 

9. Compliance/eligibility issues for health claims 59 

10. Procedural aspects for Article 13.5 and 14 health claims  60 

11. Procedural aspects for Article 13.1 health claims 61 

62 
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1.  Overview of main issues addressed by the NDA Panel in evaluation of Article 13.1, 13.5 63 

and 14 health claims 64 

The Terms of Reference (TOR) provided to EFSA for the Article 13.1 health claims list are consistent 65 

with the approach adopted by the NDA Panel in evaluation of claims under Articles 13.5 and 14 of the 66 

Regulation. Thus, the NDA Panel has adopted a similar approach to evaluation of Article 13.1 health 67 

claims, with some differences noted in the procedural section.  68 

In assessing each specific food/health relationship that forms the basis of a health claim the NDA 69 

Panel considers the extent to which:  70 

1. the food/constituent is defined and characterised;  71 

2. the claimed effect is defined and is a beneficial physiological effect (“beneficial to human 72 

health”);  73 

3. a cause and effect relationship is established between the consumption of the food/constituent 74 

and the claimed effect (for the target group under the proposed conditions of use). 75 

If a cause and effect relationship is considered to be established, the NDA Panel considers whether:  76 

 the quantity of food/pattern of consumption required to obtain the claimed effect can 77 

reasonably be consumed within a balanced diet;  78 

 the proposed wording reflects the scientific evidence;  79 

 the proposed wording complies with the criteria for the use of claims specified in the 80 

Regulation;  81 

 the proposed conditions/restrictions of use are appropriate;  82 

 in the case of Article 13.5 and 14 claims, substantiation is dependent on data claimed as 83 

proprietary by the applicant.  84 

Because health claims are assessed on a case by case basis, the detailed application of these steps may 85 

vary. 86 

Substantiation of the claim is dependent on a favourable outcome of the assessment of 1, 2 and 3 87 

above. Thus, a cause and effect relationship is considered not to be established if the outcome of any 88 

one of these assessments is unfavourable. Furthermore, if there are no human studies that are pertinent 89 

to the claim (i.e. studies using the food/constituent and with appropriate outcome measures in a group 90 

that is representative of the target group for the claim) the outcome of question 3 will be unfavourable 91 

(see flowchart). 92 

For Article 13.1 claims each relationship between a food/constituent and a claimed effect is assessed 93 

separately and individual assessments are combined, as appropriate, to form coherent opinions.  94 

95 



  Briefing document forArticle13 and 14 health claims evaluations 

 

EFSA Journal 2010; x(x):xxxx 5 

 96 

97 

Key questions addressed by the EFSA NDA Panel in the scientific evaluation of 

health claims 

Is the food / constituent  

sufficiently defined and characterised? 

Is the claimed effect sufficiently defined 

and is it a  

beneficial physiological effect? 

Have pertinent human studies been 

presented to substantiate the claim? 
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The NDA Panel weighs the evidence of all  

pertinent studies (i.e., studies from which 

scientific conclusions can be drawn to 

substantiate the claim) presented, including 

animal, in vitro, and mechanistic studies. 

 
 

A cause and effect relationship  

has not been established. 

No 

No 

No 

If
 t

h
e 

o
u
tc

o
m

e 
o
f 

o
n
e 

o
r 

m
o
re

 o
f 

th
es

e 
q
u
es

ti
o

n
s 

is
 u

n
fa

v
o

u
ra

b
le

..
. 



  Briefing document forArticle13 and 14 health claims evaluations 

 

EFSA Journal 2010; x(x):xxxx 6 

2.  How does the NDA Panel decide whether a health claim is substantiated? 98 

In accordance with Regulation (EC) No 1924/2006, and with the Terms of Reference which were 99 

received from the European Commission in relation to Article 13.1 claims, the NDA Panel considers 100 

(for all health claims) whether the beneficial effect of the food on the function is substantiated by 101 

generally accepted scientific evidence by taking into account the totality of the available scientific 102 

data, and by weighing the evidence. In this context, the NDA Panel comments according to consistent 103 

criteria on the nature and quality of the totality of the evidence provided.  104 

In assessing each specific food/health relationship that forms the basis of a claim, the NDA Panel 105 

makes a scientific judgement on the extent to which a cause and effect relationship is established 106 

between the consumption of the food/constituent and the claimed effect (for the target group under the 107 

proposed conditions of use). All the evidence from the pertinent studies (i.e., studies from which 108 

scientific conclusions can be drawn for the substantiation of the claim) is weighed with respect to its 109 

overall strength, consistency and biological plausibility, taking into account the quality of individual 110 

studies and with particular regard to the population group for which the claim is intended and to the 111 

conditions of use proposed for the claimed effect. A grade is not assigned to the evidence. While 112 

studies in animals or in vitro may provide supportive evidence, human data are central for the 113 

substantiation of the claim. This procedure is in agreement with the hierarchy of evidence as described 114 

in the EFSA guidance
12

. The NDA Panel considers the rationale/evidence on the biological plausibility 115 

of the claim based on the data provided by the applicant to support the substantiation of the claim. 116 

Each relationship between a food/constituent and a claimed effect is assessed separately. There is no 117 

pre-established formula as to how many or what type of studies are needed to substantiate a claim. 118 

However, the NDA Panel considers what the accepted norms are in the relevant research fields and 119 

consults experts from various disciplines, as appropriate. Scientific requirements for substantiation of 120 

specific types of health claims (e.g. related to which claimed effects are considered beneficial 121 

physiological effects and which outcome measures are accepted for substantiation) are considered by 122 

the NDA Panel on an ongoing basis and are to be found in published opinions. EFSA will consolidate 123 

these scientific requirements to provide additional guidance to applicants.  124 

Substantiation of reduction of disease risk claims requires evidence on the effect of the 125 

food/constituent on risk factors that are predictive of a reduced risk of disease.  126 

The outcome of each assessment is one of three possible conclusions:  127 

1.  A cause and effect relationship has been established between the consumption of the 128 

food/constituent and the claimed effect.  129 

This statement represents the best judgement of the NDA Panel on whether a cause and effect 130 

relationship is established between the consumption of the food/constituent and the claimed effect by 131 

the evidence provided (i.e. that the claim is substantiated by generally accepted scientific evidence).  132 

2.  The evidence provided is insufficient to establish a cause and effect relationship between the 133 

consumption of the food/constituent and the claimed effect.  134 

This statement represents the best judgement of the NDA Panel that, although there is scientific 135 

evidence supporting a cause and effect relationship, the evidence is not conclusive (i.e. that the claim 136 

is not substantiated by generally accepted scientific evidence).  137 

There are several possible reasons for reaching a conclusion that the evidence provided is insufficient 138 

to establish a cause and effect relationship between the consumption of the food/constituent and the 139 

                                                           
12 http://www.efsa.europa.eu/en/scdocs/doc/530.pdf  

http://www.efsa.europa.eu/en/scdocs/doc/530.pdf
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claimed effect. For example, it could be owing to emerging evidence, conflicting evidence, etc. The 140 

reasons for such a conclusion are provided in the respective opinions. 141 

3.  A cause and effect relationship has not been established between the consumption of the 142 

food/constituent and the claimed effect.  143 

The NDA Panel considers that there is no or, at most, limited scientific evidence supporting a cause 144 

and effect relationship and the claim is not substantiated by generally accepted scientific evidence.  145 

3.  What is the totality of the available scientific data?  146 

The totality of data refers to all studies available to the NDA Panel that are considered pertinent (i.e., 147 

the studies from which scientific conclusions can be drawn for the substantiation of the claim), 148 

including those that support the relationship as well as studies showing no effect and/or opposing 149 

effects.  150 

Article 13.1 health claims 151 

The NDA Panel uses the references received from the Member States and references received directly 152 

from stakeholders. In the assessment the NDA Panel may use data which are not included in the 153 

references provided if they are considered pertinent to the claim. However, it is not required to search 154 

for additional references.  155 

There are several limitations (including inaccurate or incomplete references, references to documents 156 

which are not readily accessible (e.g. published in Journals not readily available), and references to 157 

documents in languages other than English) regarding the availability of documents cited in the 158 

references provided.  159 

The NDA Panel carries out the evaluation of claims with the data available to it, taking into account 160 

the availability of the documents cited in the references provided. The NDA Panel notes that it has no 161 

assurance that the references provided represent all data pertinent to the claim, i.e. that they include 162 

evidence of no effect and/or opposing effects as well as evidence that supports the relationship.  163 

For claims for which there is well established consensus among scientific experts as to their 164 

substantiation by generally accepted scientific evidence, e.g. many of the functions of the essential 165 

nutrients, the NDA Panel may rely on such consensus as indicated by authoritative scientific sources. 166 

In such cases it may not be necessary to review the primary scientific studies on the claimed effect of 167 

the food/constituent. For claims for which there is no established consensus, as indicated by 168 

authoritative scientific sources, it is necessary to review the primary studies in order to assess whether 169 

such claims are substantiated. 170 

The NDA Panel reviews the totality of scientific data provided, including handbooks and monographs, 171 

to see if they contain data from which scientific conclusions can be drawn (pertinent data) for the 172 

substantiation of the claim.  173 

Article 13.5 and Article 14 health claims 174 

For Article 13.5 and 14 applications it is the responsibility of the applicant to provide the totality of 175 

the available data. In its assessment the Panel may use data which are not included in the application if 176 

they are considered pertinent to the claimed effect.  177 
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4.  What are pertinent studies for substantiation of a health claim?  178 

In considering whether the studies identified by the references provided are pertinent (i.e. studies from 179 

which scientific conclusions can be drawn for the substantiation of the claim), the NDA Panel 180 

addresses the following questions: 181 

 Have the studies been carried out with the food/constituent for which the claim is made? This 182 

requirement means that there should be sufficient definition of the food/constituent for which the 183 

claim is made and of the food/constituent that is the subject of the studies which have been 184 

provided for substantiation of the claim. 185 

 Have the human studies used (an) appropriate outcome measure(s) of the claimed effect?  186 

 How do the conditions under which the human studies were performed relate to the conditions of 187 

use (e.g. quantity and pattern of consumption of the food/constituent) proposed for the claim?  188 

 Have the human studies been carried out in a study group representative of the population group 189 

for which the claim is intended? Can the results obtained in the studied population be 190 

extrapolated to the target population?  191 

 To what extent can evidence derived from studies in animals/in vitro support the claimed effect in 192 

humans?  193 

As human data are central for the substantiation of a health claim, particular attention is given to 194 

whether the human studies provided are pertinent to the claim. In addition, it is important that the 195 

human studies provided represent all available evidence pertinent to the claim, including evidence that 196 

supports the relationship as well as equivocal evidence and evidence of no effect and/or opposing 197 

effects. 198 

If the claim is for a specific formulation or fixed combination of constituents, (as distinct from the 199 

individual constituents) the pertinent studies are those performed with this specific formulation or 200 

combination and not the studies performed with the individual constituents.  201 

The NDA Panel gives a summary of the references provided to support a health claim (both numbers 202 

and nature of studies) and of the reasons for excluding studies which are not considered pertinent. 203 

Extrapolation from studies in groups other than the target group  204 

For studies in groups (e.g. subjects with a disease) other than the target group (e.g. general population) 205 

for a claim, the NDA Panel considers whether scientific conclusions can be drawn for the 206 

substantiation of the claim on a case by case basis. For example, for claims on reducing gastro-207 

intestinal discomfort (in the general population) evidence in patients with irritable bowel syndrome 208 

may be accepted. However, for claims on maintenance of normal joints (in the general population), 209 

evidence is not accepted from studies with osteoarthritis patients. Based on the available evidence, 210 

osteoarthritis patients are not considered to be representative of the general population with regard to 211 

the status of their joint tissues, as normal cells and tissues are different from osteoarthritic cells and 212 

tissues and therefore may respond differently to intervention with exogenous substances. It is the 213 

responsibility of the applicant to provide the evidence that results from a study group other than the 214 

target population can be extrapolated to the target population.  215 

5.  On what basis does the NDA Panel propose wordings of health claims?  216 

For claims for which a cause and effect relationship has been established, the NDA Panel considers 217 

whether the proposed wording reflects the scientific evidence and complies with the criteria laid down 218 
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in the Regulation (e.g. it should not refer only to general, non-specific health benefits of the 219 

food/constituent); if not, the NDA Panel may propose an appropriate wording.  220 

It should be noted that the wording adopted by the Commission during authorisation may need to take 221 

into account aspects other than agreement with the scientific evidence, e.g. understanding by 222 

consumers. Any issues related to consumer understanding of the wording of a claim should be 223 

addressed to the Commission following publication of the opinion of the NDA Panel. EFSA liaises 224 

with the Commission, as appropriate, on scientific aspects of the wording of the claim. 225 

For reduction of disease risk claims, the wording should refer to the specific risk factor for the disease, 226 

e.g. „plant sterols/stanols have been shown to reduce blood cholesterol levels. High cholesterol levels 227 

are a risk factor in the development of coronary heart disease‟.  228 

6.  To what extent should a food/constituent be characterised?  229 

Health claims can be made on a food category, a food or a food constituent (e.g. a nutrient, or other 230 

substance, or a combination of nutrients/other substances) and these are covered under the term 231 

“food/constituent”. 232 

The NDA Panel considers whether the specific food/constituent is sufficiently defined and 233 

characterised to establish that the studies provided for substantiation of the claim were performed with 234 

the food/constituent for which the claim is made. (There should also be sufficient definition of the 235 

food/constituent used in the studies provided for substantiation of the claim.) Characterisation should 236 

also be sufficient to allow definition of appropriate conditions of use
13

. It is in the interest of the 237 

applicant to provide this information along with the information regarding manufacturing processes, 238 

where applicable, in order to show consistency in the final product for those characteristics considered 239 

pertinent to the claimed effect.  240 

The NDA Panel considers whether the information provided includes those characteristics considered 241 

pertinent to the claimed effect, i.e. those that may influence the specific physiological effect that is the 242 

basis of the claim. It may be necessary to distinguish between a specific formulation, a specific 243 

constituent or combination of constituents and the following cases have been identified: 244 

 If the claim is for an individual constituent, then substantiation of the claim is based on studies 245 

performed with this constituent.  246 

 If the claim is for a specific formulation or a fixed combination of constituents, then studies are 247 

needed on this specific formulation or combination. If individual constituent(s) are identified as 248 

contributing to the claimed effect the NDA Panel considers whether sufficient information is 249 

provided to establish such a role for the constituent(s).  250 

 For a food category (e.g. “wholegrain”, “dairy”), the NDA Panel considers whether the 251 

information provided sufficiently addresses the variability between individual foods for those 252 

characteristics considered pertinent to the claimed effect.  253 

 For plant products, the NDA Panel considers whether the information provided includes the 254 

scientific name, the part and the preparation used. The Panel also considers whether the 255 

food/constituent has been sufficiently characterised with respect to the claimed effect and the 256 

proposed conditions of use, taking into account information extracted from standard reference 257 

textbooks.  258 

                                                           
13 Although not required for substantiation of a claim, characterisation should also be sufficient to allow control authorities to 

verify that the food/constituent which bears a claim is the same one that was the subject of a Community authorisation. 
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 For microorganisms (e.g. bacteria, yeast), the NDA Panel considers whether, in addition to 259 

species identification, sufficient information is provided for the characterisation (genetic typing) 260 

at strain level by internationally accepted molecular methods and naming of strains according to 261 

the International Code of Nomenclature. (There should also be sufficient definition of the 262 

strain(s) used in the studies provided for substantiation of the claim.). Although not required for 263 

the substantiation of a claim, it is also desirable that strains are deposited in an internationally 264 

recognised culture collection (with access number) for control purposes. In case of combination 265 

of two or more microorganisms, the Panel considers that if one microorganism used in the 266 

combination is not sufficiently characterised, the combination proposed is not sufficiently 267 

characterised.  268 

 For manufacturing processes, information should be provided to show consistency in the final 269 

product for those characteristics considered pertinent to the claimed effect.  270 

For the evaluation procedure of Article 13.1 claims, the characterisation of a food constituent that is a 271 

microorganism is based on evaluation of available references up to end December 2008, including the 272 

following:  273 

 The information provided by the Member States in the consolidated list of Article 13 health 274 

claims and references that EFSA has received from Member States or directly from stakeholders;  275 

 Generally available data obtained by searching Gene databases, Pubmed and Web of Science 276 

databases by using the strain name as search term.  277 

During the scientific evaluation of the Article 13.1 health claims, the NDA Panel considered that the 278 

information provided was not sufficient to characterise a number of foods/constituents with respect to 279 

the claimed effects (including some, but not all, „probiotic‟ bacteria) and that the foods/constituents 280 

did not comply with a key criterion in the Terms of Reference for evaluation of these claims. In these 281 

cases, the claims could not be substantiated because the food/constituent was not sufficiently 282 

characterised and it could not be established that the scientific studies that were submitted in support 283 

of the claim were performed with the same food/constituent as was proposed for the claim. 284 

It should be noted also that in the Article 13 list of health claims, some foods/constituents are 285 

classified only on the basis of the claimed effect, i.e. the name of the food/constituent contains a 286 

description or indication of a beneficial effect on a function (e.g. non-cariogenic, low GI, 287 

antioxidants). Claims on such foods/constituents cannot be substantiated because these 288 

foods/constituents cannot be sufficiently characterised.  289 

7.  How should the claimed effect be shown to be beneficial?  290 

According to Regulation (EC) No 1924/2006, the use of health claims shall only be permitted if the 291 

food/constituent, for which the claim is made, has been shown to have a beneficial physiological 292 

effect.  293 

In assessing each claim, the NDA Panel makes a scientific judgement on whether the claimed effect is 294 

considered to be a beneficial physiological effect in the context of the specific claim as described in 295 

the information provided.  296 

For function claims, a beneficial effect may relate to maintenance or improvement of a function.  297 

For reduction of disease risk claims, „beneficial‟ refers to whether the claimed effect relates to the 298 

reduction of a risk factor for the development of a human disease.  299 
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The NDA Panel considers whether the claimed effect is sufficiently defined to establish that the 300 

studies identified for substantiation of the claim were performed with (an) appropriate outcome 301 

measure(s) of that claimed effect. Thus, it may be necessary to distinguish between different possible 302 

effects or interpretations. 303 

For health claim applications, one application should be prepared for each individual health claim; this 304 

means that only a relationship between a food/constituent and a single claimed effect can be the 305 

subject of each application.  306 

The NDA Panel considers whether the claimed effect refers to a specific health claim (and is not 307 

general and non-specific) as required by Regulation (EC) No 1924/2006. The claimed effect needs to 308 

be specific enough to be testable and measurable by generally accepted methods. For example, “gut 309 

health” is too general (unclear what measure can be used) but “transit time” is specific (measurable by 310 

generally accepted methods). 311 

For claims for which the information in the Article 13 list is unclear as to the definition of the claimed 312 

effect, the NDA Panel will use its best judgement to identify the claimed effect, e.g. by reference to 313 

the proposed wordings as well as the health relationship. The NDA Panel will also use its best 314 

judgement to identify the appropriate target group for the claim where this information is not 315 

provided. In its evaluation, the NDA Panel considers that where a health claim relates to a function 316 

that may be associated with a disease, subjects with the disease are not the target for the claim.  317 

In the preparation of an application, a rationale/evidence should be provided that the claimed effect is 318 

beneficial in the context of the specific claim.  319 

8. What is a risk factor for the development of a human disease?  320 

Regulation (EC) No 1924/2006 defines reduction of disease risk claims as „significantly reduces a risk 321 

factor in the development of a human disease‟. Thus, for reduction of disease risk claims, the 322 

beneficial physiological effect (which the Regulation requires to be shown for the claim to be 323 

permitted) is the reduction (or beneficial alteration) of a risk factor for the development of a human 324 

disease (not reduction of the risk of disease).  325 

For the purpose of classifying disease, the World Health Organizations (WHO) International 326 

Statistical Classification of Diseases and Related Health
14

 should be used.  327 

A risk factor is a factor associated with the risk of a disease that may serve as a predictor of 328 

development of that disease. To date, the NDA Panel has considered a limited number of disease risk 329 

factors, all of them physiological factors that (potentially) may be beneficially altered by diet. Dietary 330 

behaviour (e.g. diets with low content of a specific category of foods) would not be acceptable as a 331 

risk factor in this context as the beneficial alteration of the risk factor (increased consumption of a 332 

specific category of foods) is not a beneficial physiological effect as required by the Regulation.  333 

Whether or not the alteration of a risk factor is considered to be beneficial in the context of a reduction 334 

of disease risk claim, depends on the extent to which it is established that:  335 

 The risk factor is an independent predictor of disease risk (such a predictor may be established 336 

from intervention and/or observational studies); 337 

 The relationship of the risk factor to the development of the disease is biologically plausible. 338 

                                                           
14 http://www.who.int/classifications/icd/en / 

http://www.who.int/classifications/icd/en
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For some risk factors, there is strong evidence that they meet both criteria. For example, elevated 339 

serum LDL-cholesterol concentrations are a risk factor for coronary heart disease (CHD) for which 340 

there is strong evidence for the biological basis through which it can contribute to the development of 341 

atherosclerosis (one pathway to CHD). There is also strong evidence that there is an independent 342 

association between the risk factor and the incidence of CHD, including evidence that a reduction in 343 

the risk factor (by dietary modification and drugs) generally reduces the risk of development of CHD. 344 

Reduction in serum LDL-cholesterol concentrations, therefore, may be considered beneficial in the 345 

context of a reduction of disease risk claim for CHD.  346 

Similarly, reduction in systolic blood pressure may be considered beneficial in the context of a 347 

reduction of disease risk claim for CHD or stroke.  348 

For other risk factors, the evidence may not be as strong. For example, increased dental plaque level is 349 

a risk factor for dental caries for which there is strong evidence for the biological basis through which 350 

it can contribute to the development of dental caries. However, while there is evidence that there is an 351 

independent association between dental plaque and the incidence of dental caries, it is not generally 352 

established that lowering plaque level can lower the risk of development of the disease. Nevertheless, 353 

if there is evidence that decreasing plaque by a specific dietary intervention is accompanied by 354 

reduced incidence of dental caries, then such a reduction in dental plaque might be considered 355 

beneficial in the context of a reduction of a disease risk claim for dental caries for that specific dietary 356 

intervention.  357 

Except for well established risk factors (e.g. elevated LDL-cholesterol concentrations for CHD), the 358 

extent to which the reduction of a risk factor is beneficial in the context of a reduction of disease risk 359 

claim needs to be considered on a case-by-case basis.  360 

9. Compliance/eligibility issues for health claims  361 

Compliance with the criteria laid down in the Regulation  362 

EFSA is requested to consider the claimed effect on the function, and provide advice on the extent to 363 

which the wording used to express the claimed effect complies with the criteria laid down in the 364 

Regulation.  365 

Such criteria include:  366 

 General, non-specific claims - reference to general, non-specific benefits of the nutrient or food 367 

for overall good health or health-related well-being may only be made if accompanied by a 368 

specific health claim included in the lists provided for in Article 13 or 14 (Article 10.3).  369 

 Claims that encourage excess consumption of a food – the use of health claims shall not 370 

encourage or condone excess consumption of a food (Article 3c and Recital 18).  371 

 The claimed effect must be beneficial - the use of health claims shall only be permitted if the 372 

food/constituent for which the claim is made has been shown to have a beneficial physiological 373 

effect (Article 5.1(a)).  374 

 Claims on foods/constituents with no independent role in the claimed effect - the use of health 375 

claims shall only be permitted if the presence, absence or reduced content of a nutrient or other 376 

substance in a food or category of food, in respect of which the claim is made, has been shown 377 

to have a beneficial physiological effect (Article 5.1(a)). The NDA Panel considers whether the 378 

presence, absence or reduced content of a nutrient or other substance in a food or category of 379 

food, in respect of which the claim is made, has an independent role in the claimed effect or 380 

whether its role is based on the inclusion or replacement (i.e., substitution) of other substances.  381 
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Borderline issues  382 

Maintenance claims on risk factors - In the Article 13 list, there are some claims that refer to the 383 

maintenance of a function but the scientific evidence is based on a reduction of a (well established) 384 

risk factor for disease (e.g. maintenance of normal blood cholesterol levels, based on evidence of 385 

reduction of LDL-cholesterol concentrations). The NDA Panel notes the Commission guidance on the 386 

implementation of Regulation (EC) No 1924/2006, of December 2007
15

: „when the claim mentions a 387 

disease risk factor generally recognised by scientific evidence, it should be considered as an Article 14 388 

claim only when a reduction of this risk factor is stated, suggested or implied‟ and „when a claim 389 

refers to a risk factor of a disease, without stating, suggesting or implying its reduction it is considered 390 

an Article 13 claim‟.  391 

The NDA Panel has evaluated claims for the maintenance of normal blood cholesterol concentrations 392 

under Article 13 even when the evidence for substantiation of the claimed effect is based on studies 393 

showing a reduction of blood cholesterol concentrations. Such evaluations have also been done for 394 

claims related to the maintenance of normal blood pressure.  395 

Claims related to children‟s health and development - In accordance with the Commission guidance 396 

on the implementation of Regulation (EC) No 1924/2006, of December 2007, claims which the NDA 397 

Panel considers would only be scientifically justified for children are considered as Article 14 and are 398 

not evaluated in the context of the Article 13 claims list.  399 

Comparative claims – EFSA has received a number of claims based on effects of a food/constituent 400 

when used in substitution of another food/constituent, e.g., effects of monounsaturated fats when 401 

replacing saturated fats, claims on low-fermentable carbohydrates and dental health or „non-402 

cariogenic‟ (all compared to a reference carbohydrate), some claims on satiety (improved compared to 403 

a reference food). The Commission guidance addressed comparative nutrition claims but did not 404 

consider comparative health claims.  405 

In the absence of further guidance on comparative health claims, the NDA Panel considers whether 406 

the presence, absence or reduced content of a nutrient or other substance in a food or category of food, 407 

in respect of which the claim is made, has an independent role in the claimed effect. For example 408 

linoleic acid reduces cholesterol concentrations when compared to carbohydrates which have a neutral 409 

effect on cholesterol concentrations and, therefore, linoleic acid has an independent role in the claimed 410 

effect. On the other hand, the saturated fatty acid, stearic acid, only lowers cholesterol concentrations 411 

when compared with other saturated fatty acids (which increase cholesterol concentrations) but not 412 

when compared with carbohydrates which have a neutral effect on cholesterol concentrations. -413 

therefore stearic acid has no independent role in the claimed effect.  414 

The beneficial effect of the absence or reduced content of a nutrient or other substance in a food or 415 

category of food implies that the presence of the substance has an adverse effect, e.g. sugar 416 

absence/reduction may help to maintain tooth enamel when compared to sugar presence/higher level. 417 

Target group - The NDA Panel considers that the population group for which health claims are 418 

intended is the general (healthy) population or specific subgroups thereof, e.g. elderly people, sports 419 

people, pregnant women. In its evaluation, the NDA Panel considers that where a health claim relates 420 

to a function/effect that may be associated with a disease, subjects with the disease are not the target 421 

population for the claim, e.g. joint health and osteoarthritis patients. Applications for claims that 422 

specify target groups other than the general (healthy) population are the subject of ongoing discussions 423 

with the Commission and Member States with regard to their admissibility. 424 

                                                           
15 http://ec.europa.eu/food/food/labellingnutrition/claims/index_en.htm  

http://ec.europa.eu/food/food/labellingnutrition/claims/index_en.htm
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10.  Procedural aspects for Article 13.5 and 14 health claims 425 

Procedural aspects for authorisation of Article 13.5 and Article 14 claims are laid down in Articles 15-426 

18 of the health claims Regulation (Regulation (EC) No 1924/2006) and in Commission Regulation 427 

(EC) No 353/2008 establishing implementing rules for applications for authorisation of health claims.  428 

Additional procedural aspects for EFSA concern: 429 

Communication with applicants 430 

All communication between EFSA and the applicant is through the staff of the NDA Unit (not the 431 

Panel experts). There are five points during the procedure where direct or indirect communication 432 

between EFSA and the applicant may occur. 433 

1. Indirect - during the admissibility check carried out by the Member State through which the 434 

application is submitted. EFSA staff liaise with the Member State regarding whether the application 435 

fulfils the criteria for the health claim classification under which it was submitted (i.e. Article 14 for 436 

claims related to children‟s development and health or the reduction of disease risk, or Article 13.5. 437 

newly developed science/proprietary data). 438 

2. Direct - before EFSA considers the application complete, EFSA staff communicate with the 439 

applicant regarding completeness of the application and compliance with administrative procedures. 440 

Completeness checking includes administrative completeness checking, clear identification of the 441 

food/constituent for which the claim is made (consistency throughout application), clear definition of 442 

the claimed effect (a defined claimed effect including identification of endpoint(s) and methods of 443 

measurement, identification of (a) risk factor(s) for disease risk reduction claims), and definition of 444 

conditions of use. Identification of the food/constituent, the claimed effect and the conditions of use 445 

are key decision points for the evaluation. 446 

3. During evaluation - EFSA may request the applicant to provide supplementary information on the 447 

application („stop the clock‟ procedure). Requests from EFSA staff to applicants for supplementary 448 

information are made based on a case–by-case judgement by the NDA Panel experts. In addition to 449 

requests for clarification of aspects of data presented in the application, EFSA uses the „stop the clock‟ 450 

procedure to request, when the NDA experts consider appropriate, supplementary information from 451 

applicants related to the definition of the claim, e.g. the proposed food/constituent, the claimed effect, 452 

risk factors for disease, and conditions of use. The experience of the NDA Panel has shown that issues 453 

relating to the definition of these elements of claims that become apparent only during assessment of 454 

the application can have a significant bearing on the evaluation. Therefore, EFSA considers that this 455 

communication procedure is helpful both to applicants and the NDA Panel. 456 

If the applicant fails to provide the supplementary information within a time limit as specified by 457 

EFSA, the NDA Panel will issue an opinion based on the data provided in the application.  458 

4. Notification - before publication of the adopted opinion EFSA sends applicants a copy of the 459 

adopted opinion in advance of publication for their information and to give the possibility to the 460 

applicant to indicate any errors and to check that no confidential data are disclosed unnecessarily. No 461 

re-opening of the scientific evaluation is foreseen at this step. 462 

5. Indirect -  after publication of the opinion, EFSA replies to requests from the Commission in 463 

relation to scientific comments on the opinion submitted during the public comment period (30 days 464 

following publication of the opinion) provided for in Regulation (EC) No 1924/2006. Such comments 465 

may be from applicants (among others). In addition, as appropriate, EFSA may be asked by the 466 

Commission for additional advice, e.g. in relation to conditions of use of the claim, or scientific 467 

aspects of the wording of the claim. 468 
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Use of proprietary data  469 

Where evidence for substantiation includes a request for the protection of proprietary data, the NDA 470 

Panel only considers whether the claim could not have been substantiated without the data claimed 471 

proprietary by the applicant. In such cases, applicants should ensure that in addition to all proprietary 472 

also all non-proprietary data pertinent to the claimed effect are included in the application.  473 

The decision on the protection of proprietary data, as appropriate, falls within the responsibility of the 474 

European Commission.  475 

Use of confidential data 476 

The applicant should keep the designation of confidential information to a minimum.  477 

For transparency reasons, those data and information, which are considered essential for the scientific 478 

assessment are released in the opinion, e.g. broad description of the study and main outcome. 479 

11.  Procedural aspects for Article 13.1 health claims 480 

The Article 13 list of health claims 481 

The updated consolidated database of Article 13.1 health claims published in May 2010 contains the 482 

4,637 main health claim entries submitted to EFSA for evaluation
16

. Around 10,500 similar health 483 

claims / health relationships have been clustered within these main health claim entries. These health 484 

claims/relationships describe similar effects of a substance on the body and include the conditions of 485 

use and literature that EFSA will have to take into account in its scientific evaluation. 486 

The list can be found at: http://www.efsa.europa.eu/panels/nda/claims/article13.htm.  487 

This list incorporates amendments to the earlier version of the Access database published on the EFSA 488 

website in January 2009 and which were requested by the European Commission and Member States, 489 

including: 490 

 re-allocation of a number of similar health claims which had been accidentally placed under a 491 

wrong main health claim entry (misplaced claims).  492 

 a number of similar health claims identified by Member States which were not submitted to 493 

EFSA with the original list (“missing claims”) and which were added to the database under the 494 

appropriate main health claim entry.  495 

                                                           
16

 Lists of Article 13 health claims received by EFSA from the Commission: 

July 2008: draft list with 2870 main entries and about 7000 similar health relationships in 9 separate Access files 

including 885 botanicals). This was a consolidated list of Article 13 claims submitted by Member States to the 

European Commission (about 44,000 claims in total, accompanied by the conditions of use and by references for the 

scientific substantiation).  

November 2008: list with 3,138 main entries and over 8,000 similar health relationships in 9 separate Access files (health 

claims for botanicals not included). This was a revision of the draft list received in July 2008.  

December 2008: list of health claims (mainly for botanicals) with 4,185 main entries and about 10,000 similar health 

relationships in 9 separate Access files. This was a revision of the draft list received in July 2008. 

March 2010: addendum to the list with 452 main entry claims (single entries with no additional similar health 

relationships). This was an addition to the list received in July, November and December 2008. 

http://www.efsa.europa.eu/panels/nda/claims/article13.htm
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Detailed information on each claim, including evaluation status, question number and proposed 496 

deadline for completion of evaluation is also available through the EFSA Register of Questions
17

. 497 

The list of Article 13 health claims published on the EFSA website constitutes an EFSA working 498 

document for internal use. This list is not, and cannot be interpreted as being, representative of the 499 

final Community list of permitted health claims to be adopted by the European Commission in 500 

accordance with Article 13(3) of Regulation (EC) No 1924/2006. 501 

EFSA is not accountable for the content of the list as the content lies solely within the responsibility of 502 

the European Commission/Member States. Therefore questions related to this (updated) list should be 503 

directed to the respective National Competent Authority or the European Commission. 504 

Screening of claims 505 

EFSA has screened all health claims contained in the original consolidated list of Article 13 health 506 

claims which was received by EFSA in 2008 using six criteria established by the NDA Panel to 507 

identify claims for which EFSA considered sufficient information had been provided for evaluation 508 

and those for which more information or clarification was needed before evaluation could be carried 509 

out
18

.  510 

Approximately 2,000 main health claims entries were referred back to the European 511 

Commission/Member States in January 2009 for further information or clarification. The outcome of 512 

this screening is indicated for each claim (main entry) on the list. The European Commission had 513 

agreed to coordinate with Member States the provision of the information or clarification needed by 514 

the NDA Panel in order to carry out the evaluation of these claims. For the remaining claims, the NDA 515 

Panel proceeded with the evaluation. 516 

This screening was based on the information provided on the list, i.e. the name of the food, the 517 

proposed health relationship, the proposed conditions of use and examples of wordings. Screening was 518 

applied to all claims in the same way. For example, 94 claims (main entries) were considered to 519 

require more information or clarification with respect to criterion 4 „foods which are not sufficiently 520 

characterised or conditions of use are not sufficiently specified‟. This procedure was undertaken 521 

because the screening step showed that the information provided on the list (the name of the food 522 

and/or the proposed conditions of use) for the food/constituent was not properly identified for the 523 

assessment purposes (e.g. „dairy products‟ or „soups‟). Therefore scientific evaluation of the claim was 524 

not started and the claim was referred back to the Commission for more information or clarification 525 

with regard to criterion 4. 526 

Many claims (main entries) were considered to require more information or clarification with respect 527 

to criterion 2 „general well-being claims where the health relationship is not clear‟ and 3 „claims 528 

which are too vague (claimed effect not specified/measurable)‟. This means that based on the 529 

screening of the information provided on the list (the proposed health relationship and examples of 530 

                                                           
17 http://registerofquestions.efsa.europa.eu/roqFrontend/questionsListLoader?panel=ALL  

 
18 Screening criteria 

1.  Claims where clarification on legal scope is needed (e.g. claims referring to risk reduction or referring to children‟s 

development and health, or medicinal claims) 

2.  General well-being claims where the health relationship is not clear, e.g. “Compound X supplementation to sustain 

vitality while aging” 

3.  Claims which are too vague (claimed effect not specified/measurable), e.g. Compound X and “energy and vitality”. 

Proposed wording: Compound X is “necessary to maintain energy and general vitality” 

4.  Foods which are not sufficiently characterised or conditions of use are not sufficiently specified 

5.  Combination constituents that are not sufficiently defined 

6.  Claims in languages other than English (to be returned for translation). If EFSA is asked to carry out the translations, 

EFSA will send translated claims back to Member States for validation of the translation. 

http://registerofquestions.efsa.europa.eu/roqFrontend/questionsListLoader?panel=ALL
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wordings), a specific claim could not be identified owing to lack of definition of the claim or that the 531 

only claims defined were of a general, non-specific nature (e.g. „sustain vitality while ageing‟). 532 

Therefore, evaluation of the claim was not started and the claim was referred back to the Commission 533 

for more information or clarification with regard to criterion 2 or 3. Claims were not referred back to 534 

the Commission under criterion 2 or 3 if any specific claim could be identified from either the health 535 

relationship or the proposed wordings.  536 

In June 2009 EFSA also referred back to the Commission/Member States a number of so-called 537 

product specific claims and comparative claims for consideration of their eligibility. In its letter of 538 

9 November 2009 the Commission indicated that the assessment of comparative claims should 539 

proceed.  540 

As product specific claims are not eligible under the Article 13 claims procedure, EFSA received back 541 

in March 2010 only those claims which could be transferred into a generic food/food constituent. 542 

References 543 

The references provided by Member States were either included in the Access database or were 544 

submitted in separate files. In addition, full-text copies of references were provided directly to EFSA 545 

from some stakeholders. The deadline for submission of full-text copies of references was at the end 546 

of 2008. In some instances, references provided to EFSA referred to papers which were submitted for 547 

publication. In the case of subsequent publication in the public domain, EFSA has endeavoured to 548 

include the correct citation in the list of references and this inclusion may result in some references 549 

carrying a 2009 publication date.  550 

A compilation of the references for around 2,200 claims is already published on the EFSA website, 551 

which correspond to around 40,000 individual references
19

. 552 

This compilation includes also all submitted references for main health claim entries for which EFSA 553 

has already published an opinion. EFSA is continuing to compile the references for the remaining 554 

claims and will update the documents containing the list of references. 555 

Some issues related to the references provided are covered in section 3.  556 

Schedule of adoption and publication of opinions 557 

In total EFSA has received 4,637 health claims. Out of these, 937 health claims have been already 558 

evaluated and published by EFSA in respective opinions. In addition, EFSA has registered as 559 

withdrawn by 22 March 2010 a total of 297 claims, which were still in progress at the level of EFSA 560 

at the time of withdrawal. This leaves EFSA with 3,403 claims still to be evaluated based on the 561 

information received. The NDA Panel will continue to evaluate the remaining claims on the list, by 562 

taking into account the clarification EFSA has received from the European Commission via its 563 

correspondence of 9 November 2009 (SANCO/E4/LK/lb (2009)D/540731) and the information 564 

received from the Commission in the correspondence of 12 March 2010 in relation to those claims in 565 

the consolidated list for which EFSA had asked for further information in January 2009 and 566 

June 2009. The correspondence between EFSA and the European Commission on the Article 13 567 

claims list can be found in the EFSA Register of Questions at the bottom of the section related to the 568 

specific mandate (Mandate number: M-2008-1061). 569 

Taking into account the high number of claims to be evaluated and in order to comply with 570 

requirements for transparency
20

 and to keep the workload manageable, the NDA Panel and EFSA will 571 

                                                           
19 http://www.efsa.europa.eu/panels/nda/claims/article13.htm  
20

 Regulation (EC) No 178/2002 requires EFSA to make public without delay the opinions of the Scientific Panels 

http://www.efsa.europa.eu/panels/nda/claims/article13.htm
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continue to adopt and publish claims opinions in series. In this context, EFSA is trying to be as 572 

efficient as possible in combining claims into series of opinions to be published. 573 

EFSA envisages completing its work on the remaining 3,403 health claims by 31 December 2011, but 574 

this overall timeframe may need to be reconsidered in case new priorities emerge for the evaluation of 575 

Article 13 health claims, in particular in the context of a possible resubmission of those Article 13 576 

health claims for which the Panel already issued an opinion and concluded that there is insufficient 577 

substantiation or that the food/food constituent was not sufficiently characterised.  578 

EFSA’s contact point for further clarification on claims 579 

Based on the Regulation (EC) No 1924/2006, the list of claims has been submitted to EFSA from 580 

Member States via the European Commission. Therefore, the EFSA‟s contact point for any issues 581 

related to the Article 13 list is the European Commission/Member States.  582 


