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Abstract 5 

Following the adoption of Regulation (EU) 2015/2283 of the European Parliament and of the Council 6 
on Novel Foods, the European Commission requested EFSA to develop a scientific and technical 7 
guidance for notifications for Traditional Foods from third countries. This Guidance presents a 8 
common format for the organisation of the information to be presented in order to assist the applicant 9 
in the preparation of a well-structured notification dossier. The history of safe use of a Traditional 10 
Food should be substantiated by data on its composition and its experience of use. The proposed 11 
conditions of use in the EU market should not raise safety concern. The normal consumption of the 12 
traditional food should not be nutritionally disadvantageous. To that end, information is requested on 13 
the description, production process, compositional data, specifications, experience of use, and 14 
proposed conditions of use of the Traditional Food for the EU market. The application should be 15 
comprehensive and complete. Where potential health hazards have been identified on the basis of the 16 
composition and/or data from the experience of use, they should be presented, discussed and 17 
adequately addressed in the proposed conditions of use to ensure that the consumption of the 18 
Traditional Food is safe for the target population. The applicant should integrate the information on 19 
the composition and the experience of use, and provide a concise overall consideration on how this 20 
substantiates the history of safe use of the Traditional Food and how this relates to the proposed 21 
conditions of use in the EU. On the basis of the information provided, EFSA will assess whether there 22 
are reasoned safety objections related to the consumption of the Traditional Food under the proposed 23 
conditions of use. 24 
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Summary 51 

Following the adoption of the new Regulation (EU) 2015/2283 of the European Parliament and of the 52 
Council on Novel Foods, the European Commission requested the European Food Safety Authority to 53 
develop a scientific and technical guidance for the preparation and presentation of notifications for 54 
Traditional Foods from third countries.  55 

This Guidance presents a common format for the organisation of the information to be presented in 56 
order to assist the applicant in the preparation of a well-structured notification dossier. 57 

As outlined in Regulation 2015/2283, the history of safe use of a Traditional Food should be 58 
substantiated by data on its composition and its experience of use. The proposed conditions of use in 59 
the EU market should not raise safety concern. The normal consumption of the traditional food should 60 
not be nutritionally disadvantageous. To that end, information is requested on the description, 61 
production process, compositional data, specifications, experience of use, and proposed conditions of 62 
use of the Traditional Food for the EU market. The structure of the notification dossier should follow 63 
the sections presented in this Guidance. 64 

This Guidance for notifications of Traditional Foods from third countries is also intended to support 65 
applicants in providing the type and quality of information EU Member States and EFSA need to 66 
conclude whether there are reasoned safety objections to the placing on the market within the Union 67 
of the Traditional Food at the proposed conditions of use. 68 

The application should be comprehensive and complete. Where potential health hazards have been 69 
identified on the basis of the composition and/or data from the experience of use, they should be 70 
presented, discussed and adequately addressed in the proposed conditions of use to ensure that the 71 
consumption of the Traditional Food is safe for the target population. The applicant should integrate 72 
the information on the composition and the experience of use, and provide a concise overall 73 
consideration on how this substantiates the history of safe use of the Traditional Food and how this 74 
relates to the proposed conditions of use in the EU. 75 

On the basis of the information provided, EFSA will assess whether there are reasoned safety 76 
objections related to the consumption of the Traditional Food under the proposed conditions of use. 77 

  78 
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Background as provided by the European Commission 117 

On 25 November 2015, the European Parliament and the Council adopted the Regulation of the 118 
European Parliament and of the Council on novel foods1. 119 

The Regulation foresees that all applications for the authorisation of novel foods shall be submitted to 120 
the Commission who may then request a risk assessment from the European Food Safety Authority 121 
(EFSA). In assessing the safety of novel foods, EFSA shall, where appropriate, consider the following: 122 

(a) whether the novel food concerned is as safe as food from a comparable food category already 123 
existing on the market within the Union; 124 

(b) whether the composition of the novel food and the conditions of its use do not pose a safety 125 
risk to human health in the Union; 126 

(c) a novel food, which is intended to replace another food, does not differ from that food in such 127 
a way that its normal consumption would be nutritionally disadvantageous for the consumer. 128 

The Regulation also introduces a special procedure for safety assessment for Traditional Foods from 129 
third countries, based on a history of safe food use. In this case, a notification for the placing on the 130 
market of a Traditional Food from a third country is sent to the Commission who forwards it to all the 131 
Member States and EFSA. A Member State or EFSA may submit reasoned safety objections on the 132 
placing on the market of the notified food. In this latter case, the applicant may transform the 133 
notification into an application, for which a safety evaluation will be requested from EFSA. In 134 
assessing the safety of these types of novel foods, EFSA shall, where appropriate, consider the 135 
following: 136 

(a) whether the history of safe food use in a third country is substantiated by reliable data 137 
submitted by the applicant; 138 

(b) whether the composition of the food and the conditions of its use do not pose a safety risk to 139 
human health in the Union; 140 

(c) where the Traditional Food from the third country is intended to replace another food, 141 
whether it does not differ from that food in such a way that its normal consumption would be 142 
nutritionally disadvantageous for the consumer. 143 

The Commission shall adopt implementing rules on administrative and scientific requirements for the 144 
preparation and the presentation of the applications for novel foods, as well as for the notifications 145 
and applications for Traditional Foods from third countries for the scientific assessment, respectively in 146 
accordance with Article 13 and Article 20 of the Regulation. These implementing measures need to be 147 
complemented with scientific and technical guidance regarding the information that needs to be 148 
submitted by the applicants. In this context, the current Commission Recommendation 97/618/EC2, 149 
which is in place for the additional safety assessment of the novel food applications under the current 150 
rules (Regulation (EC) No 258/973), should serve as the basis for updating the guidance on 151 
preparation and presentation of applications for novel foods. 152 

Terms of Reference as provided by the European Commission 153 

In accordance with Article 29 of Regulation (EC) No 178/2002, the European Commission asks the 154 
European Food Safety Authority to update and develop scientific and technical guidance for the 155 
preparation and presentation of applications for authorisation of novel foods, and to develop scientific 156 
and technical guidance for notifications and applications for authorisation of Traditional Foods from 157 
third countries. 158 

Objectives   159 

This Guidance presents a common format for the organisation of the information to be presented in 160 
order to assist the applicant in the preparation of a well-structured notification dossier on the “history 161 

                                                           
1 Regulation (EU) 2015/2283 of the European Parliament and of the Council on novel foods, amending Regulation (EU) 
2  OJ L 253, 16.9.1997, p. 1. 
3  OJ L 43, 14.2.1997, p. 1. 
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of safe food use in a third country” of a Traditional Food as defined by Article 3 of Regulation (EU) 162 
2015/2283, and on the proposed conditions of use. Adherence to this format will also facilitate easy 163 
access to information and scientific data in notifications to help EU Member States and EFSA in 164 
carrying out their evaluation in an effective and consistent way. 165 

This Guidance for notifications of Traditional Foods from third countries is also intended to support 166 
applicants in providing the type and quality of information EU Member States and EFSA need to 167 
conclude whether there are reasoned safety objections to the placing on the market within the Union 168 
of the Traditional Food at the proposed conditions of use. 169 

Scope 170 

The Guidance presented in this document is for preparing and presenting the data on the history of 171 
safe food use in a third country and on the proposed conditions of use for notifications of Traditional 172 
Foods under Article 14 and for applications for the authorisation of Traditional Foods from third 173 
countries under Article 16 of Regulation (EU) 2015/2283.  174 

For the preparation and presenting of information other than on the history of safe food use in a third 175 
country and on the proposed conditions of use, in response to the reasoned safety objections under 176 
Article 16 of the Regulation (EU) 2015/2283, the applicant should consider the Guidance on the 177 
preparation and presentation of applications for authorisation of a novel food (EFSA, 2016).  178 

The Guidance will be kept under review and it will be amended and updated as appropriate in the 179 
light of experience gained from evaluations of notifications for traditional foods. 180 

Definitions  181 

As per Article 3, paragraph 2 of Regulation (EU) 2015/2283  182 

(a) ‘Novel Food’ means any food that was not used for human consumption to a significant degree 183 
within the Union before 15 May 1997 irrespective of the dates of accession of Member States to the 184 
Union and that falls under at least one of the following categories:  185 

(i) food with a new or intentionally modified molecular structure, where that structure was not 186 
used as, or in, a food within the Union before 15 May 1997;  187 

(ii) food consisting of, isolated from or produced from microorganisms, fungi or algae; 188 

(iii) food consisting of, isolated from or produced from material of mineral origin;  189 

(iv) food consisting of, isolated from or produced from plants or their parts, except when the 190 
food has a history of safe food use within the Union and is consisting of, isolated from or 191 
produced from a plant or a variety of the same species obtained by:  192 

– traditional propagating practices which have been used for food production within the 193 
Union before 15 May 1997; or  194 

– non-traditional propagating practices which have not been used for food production within 195 
the Union before 15 May 1997, where those practices do not give rise to significant changes 196 
in the composition or structure of the food affecting its nutritional value, metabolism or level 197 
of undesirable substances;  198 

(v) food consisting of, isolated from or produced from animals or their parts, except for animals 199 
obtained by traditional breeding practices which have been used for food production within the 200 
Union before 15 May 1997 and the food from those animals has a history of safe food use within 201 
the Union;  202 

(vi) food consisting of, isolated from or produced from cell culture or tissue culture derived from 203 
animals, plants, micro-organisms, fungi or algae;  204 

(vii) food resulting from a production process not used for food production within the Union 205 
before 15 May 1997, which gives rise to significant changes in the composition or structure of a 206 
food, affecting its nutritional value, metabolism or level of undesirable substances;  207 

(viii) food consisting of engineered nanomaterials as defined in point (f) of this paragraph;  208 
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(ix) vitamins, minerals and other substances used in accordance with Directive 2002/46/EC, 209 
Regulation (EC) No 1925/2006 or Regulation (EU) No 609/2013, where:  210 

– a production process not used for food production within the Union before 15 May 1997 211 
has been applied as referred to in point (a) (vii) of this paragraph; or  212 

– they contain or consist of engineered nanomaterials;  213 

(x) food used exclusively in food supplements within the Union before 15 May 1997, where it is 214 
intended to be used in foods other than food supplements as defined in point (a) of Article 2 of 215 
Directive 2002/46/EC;”  216 

 (b) ‘History of safe food use in a third country’ means that the safety of the food in question has 217 
been confirmed with compositional data and from experience of continued use for at least 25 years in 218 
the customary diet of a significant number of people in at least one third country, prior to a 219 
notification referred to in Article 14; 220 

(c) ‘Traditional Food from a third country’ means novel food as defined in point (a) of this paragraph, 221 
other than novel food as referred to in points (a) (i), (iii), (vii), (viii), (ix) and (x) thereof which is derived 222 
from primary production as defined in point 17 of Article 3 of Regulation (EC) No 178/2002 with a history of 223 
safe food use in a third country. 224 

  225 
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General Principles 226 

 This document should be read in conjunction with Regulation (EU) 2015/2283 of the 227 
European Parliament and of the Council on Novel Foods, and with current and future EU 228 
guidelines and Regulations. In addition, several Guidances from EFSA are of relevance for the 229 
preparation of a notification of a Traditional Food from third countries. They are listed 230 
throughout the present document. Since revisions may occur, the applicant should refer to the 231 
most up-to-date version of the Guidances. In addition, this list is not exhaustive; other EFSA 232 
Guidances might be applicable in specific cases and should be considered by the applicant 233 
where relevant. 234 

 The term “notification dossier” hereafter means a stand-alone dossier containing the 235 
information and the scientific data submitted for the assessment of the Traditional Food from 236 
third countries.  237 

 As outlined in Regulation 2283/2015, the history of safe use of a Traditional Food should be 238 
substantiated by data on its composition and its experience of use. The proposed conditions 239 
of use in the EU market should not raise safety concern. The normal consumption of the 240 
traditional food should not be nutritionally disadvantageous. In order to perform the 241 
assessment, information is requested on the description (section 2), production process 242 
(section 3), compositional data (section 4), specifications (section 5), data from experience of 243 
use (section 6) and proposed conditions of use in the EU market (section 7). The structure of 244 
the notification dossier should follow the sections presented in this Guidance. 245 

 It is the duty of the applicant to provide all of the available data (including both data in favour 246 
and not in favour) that are pertinent to the safety of the Traditional Food.  247 

 As such, the notification dossier should be comprehensive and complete. The identification of 248 
data pertinent to the safety of the Traditional Food must be performed and documented in 249 
order to demonstrate that the notification covers the complete information available on the 250 
Traditional Food. The published literature should be reviewed following systematic review 251 
principles (EFSA, 2010). The methods used to identify relevant data, including databases used 252 
and criteria of literature searches, should be reported. Full study reports should be provided if 253 
available.  254 

 The applicant should provide its considerations at the end of individual sections on how the 255 
information supports the safety of the Traditional Food under the proposed conditions of use. 256 
Uncertainties should be addressed, and a critical appraisal on data potentially not in favour of 257 
the safety of the Traditional Food should be provided.  258 

 Deviations from the requirements specified in the respective sections described in this 259 
Guidance should be justified.  260 

 Analyses/tests should be performed in a competent facility that can certify the data. Quality 261 
systems in place for control/documentation should be indicated. Information on the 262 
accreditation of involved facilities and certificates of analyses should be provided. Whenever 263 
official national and/or international guidelines and quality systems were followed, the 264 
applicant should indicate compliance. 265 

 The decision on confidential treatment of information submitted under Article 23 of Regulation 266 
2283/2015 falls under the responsibility of the European Commission. The applicant is 267 
referred to the relevant implementing acts from the European Commission. As per Article 268 
23(5) of the Regulation, EFSA shall take necessary measures to ensure appropriate 269 
confidentiality of the information received under this Regulation, except for information which 270 
is required to be made public in order to protect human health. 271 

Organisation and content of the notification 272 

The following information should be provided in the notification dossier and the structure should 273 
follow a common format, i.e. order and numbering system for the two Parts, their main 274 
headings and first and second sub-headings. Data provided in the notification dossier should be 275 
organised into two parts: 276 
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 Part 1 contains information related to the introduction (section 1), description (section 2), 277 
production process (section 3), compositional data (section 4), specifications (section 5), data 278 
from experience of use (section 6), proposed conditions of use in the EU market (section 7) 279 
and concluding remarks (section 8). 280 

 Part 2 comprises the glossary or abbreviations of terms quoted throughout the notification 281 
dossier, the certificates (certificates of analyses, certificates of accreditation of laboratories) 282 
and all pertinent scientific data (published and unpublished) including copies/reprints of 283 
pertinent publications, full study reports, and scientific opinions of national/international 284 
regulatory bodies. 285 

Structure of Part 1 286 

Introduction  287 

The nature of the Traditional Food should be summarised in an introductory paragraph, including the 288 
source, the principle of the production process and typical compositional features. Its traditional use in 289 
a third country and intended use on the EU market should be briefly described. 290 

1. Description of the Traditional Food 291 

The following information should be provided, depending on the category under which the Traditional 292 
Food falls: 293 

 Foods consisting of, isolated from or produced from 1.1.294 

microorganisms, fungi or algae  295 

 Taxonomic classification of the microorganism, fungi or algae and identification procedure 296 

 Synonyms that may be used interchangeably with the preferred scientific name 297 

 Genetic characterisation (molecular typing) for unicellular organisms 298 

 Origin and history of the organism  299 

 Deposition in an officially-recognized culture collection with access number 300 

 Foods consisting of, isolated from or produced from plants or their 1.2.301 

parts 302 

 Scientific (Latin) name (botanical family, genus, species, subspecies, variety with author’s 303 
name, chemotype, if applicable)  304 

 Synonyms (botanical name) that may be used interchangeably with the preferred scientific 305 
name 306 

 Common names (if a trivial or common name is used extensively, it should be linked to the 307 
scientific name and part used)  308 

 Part used (e.g. root, leaf, seed)  309 

 Geographical origin (continent, country, region) 310 

 Food consisting of, isolated from or produced from animals or their 1.3.311 

parts 312 

 Scientific (Latin) name (zoological family, genus, species, subspecies, breed, if applicable)  313 

 Synonyms that may be used interchangeably with the preferred scientific name 314 

 Common names (if a trivial or common name is used extensively, it should be linked to the 315 
scientific name and part used)  316 
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 Part used  317 

 Geographical origin (continent, country, region)  318 

 Food consisting of, isolated from or produced from cell culture or 1.4.319 

tissue culture derived from animals, plants, fungi or algae  320 

This section concerns cultures of multicellular origin (animals, plants including multicellular algae, and 321 
mushrooms). Foods originating from cultures of unicellular organisms should be addressed under 2.1.   322 

 Biological source (taxonomic information on family, genus, species, subspecies, variety) 323 

 Organ and tissue or part of the organism sourced  324 

 Laboratory or culture collection sourced 325 

 Information on the identity of cells  326 

 Cell or tissue substrate used as a Traditional Food 327 

 Type of culture 328 

2. Production process 329 

The process employed to produce the Traditional Food should be described. The description should be 330 
detailed enough to allow conclusions to be drawn regarding the impact of the complete production 331 
process on the safety and nutritional value of the Traditional Food. It should specifically focus on 332 
potential by-products, impurities or chemical and microbiological contaminants that could raise safety 333 
concerns.  334 

This section should include information on the growth and harvesting conditions for plants and fungi 335 
(e.g. wild or cultivated, cultivation practices, time of harvest in relation to both season and stage of 336 
the plant growth); the breeding, rearing, feeding and farming conditions for farmed animals or the 337 
hunting, catching or collecting and killing of wild living animals; the culture conditions for 338 
microorganisms, microalgae, and cell cultures from multicellular organisms. The description of the 339 
cultivation of plants, fungi, microalgae and microorganisms, and of the rearing of animals, should also 340 
include information on the use of pesticides, antimicrobials and antiparasitic agents. 341 

The transport and storage conditions of the raw materials used for further processing, and of 342 
unprocessed Traditional Foods, should be described.   343 

The parts of the organism used as a raw material should be specified, and information on other 344 
starting substances or materials, employed reagents and solvents should be provided. 345 

The applicant should describe in detail the process by which the raw material is converted into the 346 
Traditional Food. Operational limits and key parameters of the production process should be given. 347 
Measures implemented for production control and quality assurance should be described (e.g. HACCP, 348 
GMP, and ISO). A production flow chart should be provided, including information on quality control 349 
checks.  350 

3. Compositional data  351 

The information should include qualitative and quantitative data on the composition, as well as 352 
physico-chemical, biochemical and microbiological properties of the Traditional Food. 353 

Validated methods should be used for the analyses, preferably nationally or internationally recognised 354 
methods (e.g. AOAC International, American Chemical Society (ACS), European Pharmacopea). The 355 
respective methods of analysis [with their limit of detection (LOD) and limit of quantification (LOQ)] 356 
should be described together with relevant references. Certificates of analyses and information on the 357 
accreditation of laboratories should be provided. If in-house methods are employed, they should be 358 
fully described and the results of the respective validation procedures should be provided. If the 359 
analyses are not performed in accredited laboratories, justification should be provided. 360 

Compositional data and their variability should support the setting of specifications which is 361 
representative of the product to be marketed (Section 5). The analytical information should preferably 362 

http://www.acs.org/
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be provided on at least five representative batches of the Traditional Food that have been 363 
independently produced (i.e. with independent batches of raw materials). 364 

A qualitative and quantitative characterisation of the main constituents should be performed, at least 365 
via sum parameters. For whole foods this should include proximates analyses (i.e. ash, moisture, 366 
protein, fat, carbohydrate). On the basis of these data, a mass balance should be set up. The amount 367 
of unidentified constituents (calculated as 100 % minus the percentage characterised) should be 368 
indicated, and should be as low as possible. 369 

For the classes of naturally or chemically derived components which characterise the nature of the 370 
Traditional Food (e.g. peptides, phospholipids, carotenoids, phenolics, and sterols), comprehensive 371 
qualitative and quantitative data should be provided. Data from taxonomically related species should 372 
be taken into consideration for the identification of relevant components. 373 

Qualitative and quantitative data on nutritionally relevant inherent constituents (e.g. micronutrients) 374 
should also be given. The content and effect of anti-nutritional factors in the Traditional Food (e.g. 375 
inhibiting absorption or modifying bioavailability of nutrients) and other interactions with nutrients 376 
should be assessed. 377 

In addition, qualitative and quantitative data on toxic, addictive, psychotropic or other substances of 378 
possible concern to human health contained in the Traditional Food should be provided. Furthermore 379 
special attention should be given to the presence of potential allergens.     380 

Information should also be provided on the identities and quantities of impurities or by-products, 381 
residues and contaminants. The type and spectrum of potential target analytes should be considered 382 
in the light of the sources and the production process (Section 3). For example, for substances 383 
produced via microbial fermentation, the presence of undesirable metabolites, such as mycotoxins, 384 
has to be investigated. For substances isolated via extraction, residues of the employed solvent should 385 
be provided. 386 

 Stability  3.1.387 

The stability of the Traditional Food should be evaluated in order to identify hazards which might arise 388 
during storage.  389 

Stability tests should therefore focus on those constituents and parameters of the Traditional Food 390 
which may be susceptible to changes during storage, and which may directly affect its safety or serve 391 
as indicators for alterations which could have an impact on the safety of the food. The nature of 392 
degradation products should be identified. 393 

Depending on the nature and type of the Traditional Food, the assessment should cover the physico-394 
chemical, biochemical and/or microbiological stability of the Traditional Food under normal conditions 395 
of storage, including the effects of packaging, storage temperature and the environment (light, 396 
oxygen, moisture, relative humidity). Information on the normal storage conditions of the Traditional 397 
Food should be provided, as well as on the storage conditions under which the stability testing was 398 
performed. 399 

If the Traditional Food is intended to be used as an ingredient added to other foods, its stability in the 400 
processed foods should be investigated (e.g. effect of processing temperature, pH, and other 401 
constituents in the processed foods). 402 

4. Specifications 403 

The specifications define the key parameters which characterise and substantiate the identity of the 404 
Traditional Food, as well as limits for these parameters and for other relevant physico-chemical, 405 
biochemical and microbiological properties. The specifications will be used, among other compositional 406 
data, to evaluate whether the data provided to substantiate the history of safe food use regards the 407 
Traditional Food intended to be placed on the EU market. In addition, the assessment will consider 408 
whether the limits set in the specifications for toxicologically and/or nutritionally relevant components 409 
raise any safety concern. 410 

On the basis of the analytical characterisation of the Traditional Food (sections 2 and 4), the applicant 411 
should propose specifications, in the form of a table.  412 



 Traditional Foods from Third Countries 
 

 

 
www.efsa.europa.eu/efsajournal 12 EFSA Journal 2016;volume(issue):NNNN 
 

A rationale for the selected parameters should be provided. As a minimum, the specifications should 413 
include contents and/or limits for the parameters on the identity of the product; the minimal purity; 414 
and acceptable limits for impurities and degradation products, in particular those of toxicological or 415 
nutritional relevance. In the absence of legal requirements in the EU, maximum levels of contaminants 416 
(e.g. microorganisms, mycotoxins, heavy metals, pesticide residues, PAHs) should be included. 417 

The specifications should provide the methods used for the analysis of all parameters.  418 

5. Data from experience of use  419 

This section should provide all data from the experience of use which are pertinent to the safety 420 
assessment of the Traditional Food. 421 

The type of references could include scientific publications, scientific expert opinions, monographs, 422 
information from international or national organisations, governmental documentation, figures on 423 
cultivation/harvesting, sales and trade. Further information might be obtained from cookbooks, 424 
recipes and anecdotal data. The reliability and weight of the data will be assessed in the light of their 425 
source, and qualitative and quantitative nature. 426 

 Experience of food use in a third country  5.1.427 

The documentation on the experience of food use should provide a description of the extent of use of 428 
the Traditional Food, the characteristics of consumer groups, the role of the Traditional Food in the 429 
diet, as well as information on precautions for the preparation and restrictions of use. A 430 
comprehensive literature review of human studies reporting adverse effects related to the 431 
consumption of the Traditional Food should be performed.   432 

The documentation provided should unambiguously relate to the Traditional Food that is the subject 433 
of the notification. 434 

5.1.1.  Extent of use  435 

The applicant should characterise the extent of use of the Traditional Food by documenting: 436 

 The length and continuity of its use over time. 437 

 The quantity of consumption, including information on the serving size(s) and average, high 438 
and maximum daily intake levels per person. If available, intake estimates based on food 439 
consumption surveys or other intake estimates should be provided. 440 

 Figures on cultivation/harvesting, sales and trade may also provide information. 441 

 The geographical areas (e.g. region, country, continent) where it has been consumed. 442 

5.1.2. Characteristics of the population group(s) of consumers  443 

Documentation should be provided on whether a Traditional Food has been consumed by the general 444 
population or whether its consumption was rather or entirely limited to specific sub-populations 445 
defined by, for example, their age, sex, ethnic background, physiological and/or disease conditions. 446 
Information on the size of the population or population groups which have consumed the Traditional 447 
Food should be provided. 448 

5.1.3. Role of the Traditional Food in the diet 449 

Documentation should be provided on the consumption pattern including the frequency, the context 450 
of the consumption (e.g. for specific purposes, ceremonies, combined consumption with other foods), 451 
and the type of dish or meal for which the food is used (e.g. as a snack, main dish, ingredient or spice 452 
for specified foods or meals). Information on the contribution of the food to the overall macro- and 453 
micronutrient intake of the population may be helpful. 454 
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5.1.4. Precautions for preparation and restrictions of use 455 

This section should provide documentation concerning the handling, including storage, and the 456 
preparation of the food prior to its consumption, e.g. breakup or milling, peeling, removing or making 457 
use of only specific parts of the food, any kind of heat treatment, or any other type of treatment. 458 

Information on precautions to be taken during the preparation of the Traditional Food, any kind of 459 
treatment or methods to reduce levels of toxic, allergenic or anti-nutritional substances or to improve 460 
digestibility, information on reported limitations and restrictions for sensitive/specific population 461 
groups should be provided. 462 

5.1.5. Human data 463 

The applicant should document their comprehensive literature search for human data related to the 464 
safety of the Traditional Food (e.g. toxicological, nutritional and microbiological data, or data on 465 
allergenicity). These could include intervention and observational studies, case reports and 466 
information from surveillance reports. 467 

The applicant should not limit their literature search to the Traditional Food itself, but should also 468 
search for data on specific and typical components of the Traditional Food and data on similar foods 469 
from the same or other closely related sources (e.g. other varieties or subspecies or related species of 470 
the same genus or family). 471 

 Other information 5.2.472 

All other available information relevant for the safety of the Traditional Food should be provided. This 473 
could include data from non-food uses (e.g. cosmetic, medical, feed) and animal studies (e.g. toxicity 474 
studies). 475 

6. Proposed conditions of use in the EU market 476 

A rationale for the target population, proposed uses and use levels, precautions and restrictions of use 477 
should be provided with cross-referencing to relevant data on the history of safe food use. For the 478 
proposed conditions of use in the EU market, all available information on safety should be taken into 479 
consideration. 480 

Where potential health hazards have been identified on the basis of the composition and/or data from 481 
the experience of use, they should be discussed and adequately addressed in the proposed conditions 482 
of use to ensure that the consumption of the Traditional Food is safe for the target population. 483 

It is of utmost importance that the information provided in this section is precise, complete and free of 484 
any ambiguity. 485 

 Target population 6.1.486 

The applicant should unambiguously specify the intended target population, e.g. adults, the general 487 
population or certain defined population sub-groups. 488 

 Proposed uses and use levels 6.2.489 

The applicant should specify: 490 

 The form of uses (e.g. as whole food, ingredient, food supplement); 491 

 The food categories in which it is proposed to be used; 492 

 Whether the Traditional Food is intended to replace another food;   493 

 The proposed maximum amounts in final product(s); 494 

 The proposed average and maximum daily intakes for different age/gender groups as 495 
appropriate;  496 
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 Intended role in the diet 6.3.497 

Where a Traditional Food may replace another food, the applicant should demonstrate that it does not 498 
differ from that food in a way that consuming it would be nutritionally disadvantageous for the 499 
consumer. 500 

 Precautions and restrictions of use 6.4.501 

When proposing precautions and restrictions of use, all available information on safety should be 502 
taken into consideration. 503 

The applicant should specify the population (sub)groups (including population groups with certain 504 
physiological conditions) which should avoid consumption of the Traditional Food and include the 505 
rationale.  506 

 Concluding remarks 6.5.507 

Where potential health hazards have been identified on the basis of the composition and/or data from 508 
the experience of use, they should be presented, discussed and adequately addressed in the proposed 509 
conditions of use to ensure that the consumption of the Traditional Food is safe for the target 510 
population. The applicant should integrate the information on the composition and the experience of 511 
use, and provide a concise overall consideration on how this substantiates the history of safe food use 512 
of the Traditional Food and how this relates to the proposed conditions of use in the EU. 513 

 514 
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