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ABSTRACT 8 

Following a request from the European Commission, the EFSA Panel on Dietetic products, Nutrition and 9 
Allergies (NDA) was asked to provide scientific and technical guidance for the assessment of products notified 10 
as food for special medical purposes in the context of Article 3 of Regulation (EU) No 609/2013. The guidance 11 
presented in this document is for assisting in the preparation and presentation of well-structured dossiers for 12 
food products notified as foods for special medical purposes (FSMPs). It presents a common format for the 13 
organisation of the information to be provided and outlines the information and scientific data which must be 14 
included in the dossier, as well as the key issues which should be addressed in the dossier in order to assess the 15 
extent to which a food product notified as FSMP falls under the scope of Regulation (EU) No 609/2013, under 16 
the proposed use. It is intended that the guidance will be kept under review and will be further amended and 17 
updated as appropriate in the light of experience gained from the evaluation of dossiers for specific food 18 
products notified as FSMP, and in the light of future Community guidelines and legislation. The scope of this 19 
guidance is limited to FSMPs in the context of Article 3 of Regulation (EU) No 609/2013. Out of the scope of 20 
this guidance are: a) other categories of food falling under Regulation (EU) No 609/2013, such as infant formula 21 
and follow-on formula, processed cereal-based food and baby food, and total diet replacement for weight 22 
control; b) meal replacements for weight control; c) foods “gluten-free” and “lactose-free”.  23 
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SUMMARY 29 

Following a request from the European Commission, the EFSA Panel on Dietetic products, Nutrition 30 

and Allergies (NDA) was asked to provide scientific and technical guidance for the assessment of 31 

products notified as food for special medical purposes in the context of Article 3 of Regulation (EU) 32 

No 609/2013. 33 

The guidance presented in this document is for assisting in the preparation and presentation of well-34 

structured dossiers for food products notified as foods for special medical purposes (FSMPs). It 35 

presents a common format for the organisation of the information to be provided and outlines the 36 

information and scientific data which must be included in the dossier, as well as the key issues which 37 

should be addressed in the dossier in order to assess the extent to which a food product notified as 38 

FSMP falls under the scope of Regulation (EU) No 609/2013, under the proposed use. 39 

It is intended that the guidance will be kept under review and will be further amended and updated as 40 

appropriate in the light of experience gained from the evaluation of dossiers for specific food products 41 

notified as FSMP, and in the light of future Community guidelines and legislation. 42 

The scope of this guidance is limited to FSMPs in the context of Article 3 of Regulation (EU) No 43 

609/2013. Out of the scope of this guidance are: 44 

a) other categories of food falling under Regulation (EU) No 609/2013, such as infant formula 45 

and follow-on formula, processed cereal-based food and baby food, and total diet replacement 46 

for weight control;   47 

b) meal replacements for weight control; 48 

c) foods “gluten-free” and “lactose-free”. 49 

The dossier must contain information on:  50 

a) the characteristics of the food product proposed as FSMP. This information should 51 

contain aspects such as the composition, physical and chemical characteristics, 52 

manufacturing process, and stability; 53 

b) the disease/disorder or the medical condition, including the criteria used for the diagnosis 54 

of the disease/disorder, or a detailed description of the medical condition;  55 

c) the characteristics of patients suffering from the disease/disorder or the medical condition 56 

for which the food product is intended, including the reasons why such patients would 57 

have a nutritional disadvantage from consuming ordinary foodstuffs only, i.e. the dietary 58 

management of such patients cannot be achieved or is difficult to achieve by 59 

modifications to the normal diet alone, including the addition of food supplements and/or 60 

fortified foods; 61 

d) the proposed conditions of use, including the quantity and pattern of consumption and 62 

directions for the preparation and/or use; 63 

e) the specific role of the food product proposed as FSMP in the dietary management of 64 

patients with the disease/disorder or the medical condition for which the food product is 65 

intended, including information on how the food product is different from/more suitable 66 

than ordinary foodstuffs and evidence that the food product is effective in meeting the 67 

nutritional requirements of such patients; 68 

f) any potential restrictions of use. 69 

On the basis of the data provided in the dossier, the NDA Panel will evaluate the extent to which:  70 

a) the food product proposed as FSMP is characterised;  71 

b) the disease/disorder or the medical condition is characterised; 72 



Guidance for the assessment of FSMP 

 

EFSA Journal 20YY;volume(issue):NNNN 3 

c) the dietary management of patients with the disease/disorder or the medical condition is 73 

not possible or is difficult to achieve by using ordinary foodstuffs or by modifying the 74 

normal diet;  75 

d) the food product is different from / more suitable than ordinary foodstuffs for the dietary 76 

management of patients for whom it is intended; 77 

e) the food product is effective in meeting the nutritional requirements of the patients for 78 

whom it is intended under the proposed conditions of use; 79 

f) restrictions of use apply. 80 
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BACKGROUND AS PROVIDED BY THE EUROPEAN COMMISSION 127 

Existing legal framework for dietary food for special medical purposes (FSMPs) and its application 128 

Commission Directive 1999/21/EC
4
 lays down composition and labelling requirements for dietary 129 

food for special medical purposes (FSMPs) under the framework of Directive 2009/39/EC of the 130 

European Parliament and of the Council on foods intended for particular nutritional uses (also called 131 

"dietetic foods")
5
.   132 

According to Article 1(2)(b) of Directive 1999/21/EC "‘dietary foods for special medical purposes’ 133 

means a category of foods for particular nutritional uses specially processed or formulated and 134 

intended for the dietary management of patients and to be used under medical supervision. They are 135 

intended for the exclusive or partial feeding of patients with a limited, impaired or disturbed capacity 136 

to take, digest, absorb, metabolise or excrete ordinary foodstuffs or certain nutrients contained therein 137 

or metabolites, or with other medically-determined nutrient requirements, whose dietary management 138 

cannot be achieved only by modification of the normal diet, by other foods for particular nutritional 139 

uses, or by a combination of the two."
6
  140 

Article 3 of Directive 1999/21/EC sets the requirement that the formulation of FSMPs shall be based 141 

on sound medical and nutritional principles. Their use, in accordance with the manufacturer's 142 

instructions, shall be safe and beneficial and effective in meeting the particular nutritional 143 

requirements of the persons for whom they are intended, as demonstrated by generally accepted 144 

scientific data. Certain compositional criteria for FSMPs are set out in the Annex to the Directive. It is 145 

however foreseen that FSMPs can derogate from the compositional requirements if these are contrary 146 

to the intended use of the product. This flexibility is needed taking into account the variety of 147 

conditions for the dietary management of which FSMPs are intended. 148 

Article 4 of Directive 1999/21/EC sets a series of labelling requirements for FSMPs and Article 5 149 

requires operators to notify the placing on the market of FSMPs to national competent authorities 150 

(unless Member States consider this notification not necessary). 151 

National competent authorities have reported that application of the current legislative framework 152 

applicable to FSMPs is becoming challenging, that it may differ from one Member State to the other 153 

and that particular attention has to be paid to the definition of these products. Member States' experts 154 

have in particular flagged that an increasing number of products are notified as FSMPs in their 155 

territory, very often with doubts arising on whether these products really comply with the definition of 156 

FSMP. This situation may be detrimental to the interests of consumers, can affect competition and 157 

may pose challenges for the free circulation of goods in the EU.  158 

In this context, the Commission services have taken note of the requests of Member States to develop 159 

a guidance document that could assist Member States' competent authorities in their enforcement tasks 160 

and stakeholders in marketing their products under the appropriate legal framework. Work on this 161 

guidance is currently on-going.  162 

                                                      
4  OJ L 91, 7.4.1999, p. 29 
5  OJ L 124, 20.5.2009, p. 21 
6  This definition is similar to that given in the CODEX Standard for the labelling of and claims for foods for special medical 

purposes (Codex STAN 180-1991). According to Article 1(3) of Directive 1999/21/EC, FSMPs are classified into three 

categories (a) nutritionally complete foods with a standard nutrient formulation which, used in accordance with the 

manufacturer's instructions, may constitute the sole source of nourishment for the persons for whom they are intended; (b) 

nutritionally complete foods with a nutrient-adapted formulation specific for a disease, disorder or medical condition 

which, used in accordance with the manufacturer's instructions, may constitute the sole source of nourishment for the 

persons for whom they are intended; (c) nutritionally incomplete foods with a standard formulation or a nutrient-adapted 

formulation specific for a disease, disorder or medical condition which are not suitable to be used as the sole source of 

nourishment. The foods referred to in points (a) and (b) may also be used as a partial replacement or as a supplement to the 

patient's diet. 
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The new Framework applicable to FSMPs  163 

Regulation (EU) No 609/2013 of the European Parliament and of the Council on food intended for 164 

infants and young children, food for special medical purposes and total diet replacement for weight 165 

control
7
 (the FSG Regulation) revises the framework applicable to dietetic foods in general and to 166 

FSMPs in particular. The Regulation abolishes the concept of dietetic food, includes FSMPs under its 167 

scope, maintains the definition of Directive 1999/21/EC with minor adaptations
8
 and requires the 168 

Commission to establish specific composition and information requirements for FSMPs in a delegated 169 

act to be adopted by 20 July 2015. The Commission is currently preparing the delegated act that will 170 

maintain the existing rules with adaptations where needed.  171 

In order to ensure uniform implementation of the rules, Article 3 of the FSG Regulation empowers the 172 

Commission to decide as of 20 July 2016 (date of entry into application of the Regulation) by means 173 

of implementing acts:  174 

(a) whether a given food falls within the scope of the Regulation and/or  175 

(b) to which specific category of food covered by the Regulation a given food belongs. 176 

Taking into account that the FSG Regulation does not further specify the procedure to be followed 177 

when applying Article 3, the Commission services have started to reflect, together with Member 178 

States, on the practical implications of the future application of this Article.  179 

Application of Article 3 of the FSG Regulation for products notified as FSMPs 180 

Given the abovementioned difficulties related to the application of the current FSMPs legislative 181 

framework, in particular with respect to the product definition (which has been maintained in the FSG 182 

Regulation), it appears evident that Article 3 of the FSG Regulation will be of particular relevance for 183 

these products in the future.  184 

In this context, the Commission considers including in the guidance document for FSMPs it is 185 

currently working on clear information on how Article 3 of the FSG Regulation could be applied in 186 

the case of products notified at national level as FSMPs. The inclusion of this information in the 187 

FSMPs guidance would guarantee transparency both for national competent authorities and 188 

stakeholders. In addition, this information could constitute useful advice to national competent 189 

authorities when applying the relevant rules on a case-by-case basis to products notified as FSMPs 190 

(even before it is decided to adopt a decision under Article 3). Finally, the inclusion of this 191 

information in the guidance would help operators market their products in accordance with the 192 

appropriate rules.  193 

EFSA's role when Article 3 of the FSG Regulation is applied for products notified as FSMPs 194 

Article 7 of the FSG Regulation foresees the possibility to consult EFSA on any matter related to the 195 

application of the Regulation which is likely to have an effect on public health. Clearly, EFSA's advice 196 

will be crucial for the Commission after 20 July 2016 when preparing implementing decisions 197 

pursuant to Article 3 in the case of products notified as FSMPs.  198 

  199 

                                                      
7  OJ L 181, 29.6.2013, p. 35 
8  Article 2(2)(g): "'Food for special medical purposes’ means food specially processed or formulated and intended for the 

dietary management of patients, including infants, to be used under medical supervision; it is intended for the exclusive or 

partial feeding of patients with a limited, impaired or disturbed capacity to take, digest, absorb, metabolise or excrete 

ordinary food or certain nutrients contained therein, or metabolites, or with other medically-determined nutrient 

requirements, whose dietary management cannot be achieved by modification of the normal diet alone". 
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When deciding to adopt an implementing decision on a specific product notified as FSMP, the main 200 

point on which the Commission could need EFSA's advice is expected to be the relationship between 201 

the product and the disease/disorder/condition for the dietary management of which the product is 202 

intended. Indeed, according to the definitions given in Directive 1999/21/EC and the FSG Regulation, 203 

FSMPs are intended for the exclusive or partial feeding of patients
9
: 204 

(a) with a limited, impaired or disturbed capacity to take, digest, absorb, metabolise or excrete 205 

ordinary foodstuffs or certain nutrients contained therein or metabolites; 206 

(b) or with other medically-determined nutrient requirements, whose dietary management cannot 207 

be achieved only by modification of the normal diet, by other foods for particular nutritional 208 

uses, or by a combination of the two
10

. 209 

The main function of FSMPs is therefore to feed patients that, because of a particular 210 

disease/disorder/condition, either have problems in consuming ordinary foodstuffs, or have specific 211 

medically-determined nutrient requirements whose dietary management cannot be achieved by 212 

modifying the normal diet. In both the sub-paragraphs of the definition quoted above, there is a clear 213 

indication of the difference between FSMPs and other foodstuffs that are not FSMPs: FSMPs are 214 

foods whose consumption by patients is necessary because it is impossible, very difficult or unrealistic 215 

for these patients to satisfy their nutritional needs through the consumption of foods other than 216 

FSMPs
11

. 217 

This is why, after 20 July 2016 (when Article 3 of the FSG Regulation becomes applicable), EFSA 218 

might be requested to provide advice on a specific product notified as FSMP and to inform the 219 

Commission whether it is recognised, on the basis of generally accepted scientific data, that people 220 

suffering from the specific disease/disorder/condition for the dietary management of which the product 221 

is intended: 222 

(a) are in the impossibility or difficulty to take, digest, absorb, metabolise or excrete ordinary 223 

foodstuffs, or certain nutrients contained therein or metabolites or 224 

(b) have specific medically-determined nutrient requirements, typical to the 225 

disease/disorder/condition, that cannot be reasonably or realistically satisfied by modifying the 226 

normal diet.  227 

EFSA might be requested to inform the Commission about the degree to which it would be impossible 228 

or difficult to consume ordinary foodstuffs and/or to what extent a modification of the normal diet 229 

would not reasonably or realistically cater for the specific nutrient requirements of the patient in the 230 

specific case. In this context, EFSA might be requested to advise the Commission on the role of the 231 

specific product, namely whether and how is the specific product different from/more suitable than 232 

foods that are not FSMPs, taking into account its composition, its intended use and the proposed 233 

instructions for use (including patterns of consumption).  234 

Requests for EFSA's advice to inform the preparation of Commission's implementing decisions 235 

pursuant to Article 3 of the FSG Regulation for products notified as FSMPs will not be sent to EFSA 236 

before 20 July 2016.  237 

                                                      
9  For the purposes of this exercise, the concept of 'patient' has to be interpreted in a broad way, as people suffering from a 

diagnosed disease, disorder or medical condition.  
10 Reference to "foods for particular nutritional uses" has disappeared in the definition given in the FSG Regulation. 
11  Food supplements or fortified foods are regulated as foods and should therefore, for the purpose of this exercise, be 

considered as "ordinary foodstuffs" (see first bullet point quoting the definition above). Similarly, a "modification of the 

normal diet" (see second bullet point quoting the definition above) should be considered as any adjustment to the diet 

through consumption of foods other than FSMPs and can include use of food supplements or fortified foods. 
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However, in preparation for future work, the Commission considers it necessary to consult EFSA at 238 

this stage regarding the type of data that food business operators should make available to EFSA in the 239 

future in order for EFSA to provide scientific advice to the Commission along the lines described 240 

above.  241 

This advice from EFSA could eventually also be included in the guidance document currently being 242 

drafted by the Commission on FSMPs so that the document would describe procedural aspects of the 243 

application of the Article 3 procedure (e.g. details about how to request the Commission's intervention 244 

on a specific product) as well as information on how to prepare a dossier for EFSA's assessment.  245 

TERMS OF REFERENCE AS PROVIDED BY THE EUROPEAN COMMISSION 246 

In accordance with Article 29 of Regulation (EC) No 178/2002, the European Commission requests 247 

the European Food Safety Authority to issue an opinion on scientific and technical guidance regarding 248 

the type of data that will be needed by EFSA for providing scientific advice to the Commission, after 249 

20 July 2016, on specific products notified as FSMPs at national level and for which the Commission 250 

intends to adopt implementing decisions pursuant to Article 3 of Regulation (EU) No 609/2013.  251 

In preparing this scientific and technical guidance, EFSA is requested to take into account the type of 252 

scientific advice that the Commission will need when taking decisions pursuant to Article 3 of 253 

Regulation (EU) No 609/2013. In this context, after 20 July 2016, EFSA might for example be asked 254 

to advise on: 255 

1. the extent to which the disease/disorder/condition for which the specific product is intended is 256 

sufficiently characterised; 257 

2. the extent to which patients suffering from the specific disease/disorder/condition for the 258 

dietary management of which the product is intended: 259 

a. are in the impossibility or difficulty to take, digest, absorb, metabolise or excrete ordinary 260 

foodstuffs, or certain nutrients contained therein or metabolites or  261 

b. have specific medically-determined nutrient requirements, typical to the 262 

disease/disorder/condition, that cannot be reasonably or realistically satisfied by 263 

modifying the normal diet; 264 

3. the extent to which the specific product is sufficiently characterised; 265 

4. the specific role of the product in the dietary management of the disease/disorder/condition for 266 

which it is intended, in particular the extent to which the specific product is different from / 267 

more suitable than foods that are not FSMPs, taking into account its composition, its intended 268 

use and the proposed instructions of use (including patterns of consumption); 269 

5. any potential restrictions of use. 270 

 271 

272 
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OBJECTIVES 273 

The guidance presented in this document is for assisting in the preparation and presentation of well-274 

structured dossiers for food products notified as foods for special medical purposes (FSMPs) in the 275 

context of Article 3 of Regulation (EU) No 609/2013.  276 

It presents a common format for the organisation of the information to be provided and outlines:  277 

 the information and scientific data which must be included in the dossier,  278 

 the key issues which should be addressed in the dossier in order to assess the extent to 279 

which a food product notified as FSMP falls under the scope of Regulation (EU) No 280 

609/2013, under the proposed use. 281 

It is intended that the guidance will be kept under review and will be further amended and updated as 282 

appropriate in the light of experience gained from the evaluation of dossiers for specific food products 283 

notified as FSMP, and in the light of future Community guidelines and legislation. 284 

 SCOPE 285 

The scope of this guidance is limited to FSMPs in the context of Article 3 of Regulation (EU) No 286 

609/2013.  287 

Out of the scope of this guidance are: 288 

a) other categories of food falling under Regulation (EU) No 609/2013, such as infant 289 

formula and follow-on formula, processed cereal-based food and baby food, and total diet 290 

replacement for weight control;   291 

b) meal replacements for weight control; 292 

c) foods “gluten-free” and “lactose-free”. 293 

GENERAL PRINCIPLES 294 

This document should be read in conjunction with Regulation (EU) No 609/2013 of the European 295 

Parliament and of the Council as regards FSMP, with Directive 2002/46/EC of the European 296 

Parliament and of the Council on the approximation of the laws of the Member States relating to food 297 

supplements, as amended
12

, Regulation (EC) No 1925/2006 of the European Parliament and of the 298 

Council on the addition of vitamins and minerals and of certain other substances to foods
13

, as 299 

amended, and with current and future Community guidelines and Regulations. 300 

1. This guidance applies to FSMP as described in Regulation (EU) No 609/2013, i.e. “food 301 

specially processed or formulated and intended for the dietary management of patients, 302 

including infants, to be used under medical supervision; it is intended for the exclusive or 303 

partial feeding of patients with a limited, impaired or disturbed capacity to take, digest, 304 

absorb, metabolise or excrete ordinary food or certain nutrients contained therein, or 305 

metabolites, or with other medically-determined nutrient requirements, whose dietary 306 

management cannot be achieved by modification of the normal diet alone”.  307 

2. In the context of this guidance: 308 

Disease/disorder means a pathological process, acute or chronic, inherited or acquired, of 309 

known or unknown origin, having a characteristic set of signs and symptoms which are used 310 

for its diagnosis and the management of which requires nutritional intervention under medical 311 

                                                      
12 OJ L 183, 12.7.2002, p. 51 
13 OJ L 404, 30.12.2006, p. 26 
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supervision. In this guidance document, the terms disease and disorder are considered as 312 

synonymous and have the same meaning. 313 

Medical condition denotes any structural or functional alteration, either acute or chronic, 314 

which may result from one or more diseases or disorders, the management of which requires 315 

nutritional intervention under medical supervision
14

.  316 

Patient refers to a person (including infants and young children) affected by the 317 

disease/disorder or the medical condition.  318 

Food product denotes any food suitable for human consumption
15

 (i.e. to be administered by 319 

the oral or enteral route) which provides energy-containing macronutrients (e.g. 320 

carbohydrates, protein, fats), and/or micronutrients (e.g. vitamins, minerals), and/or other 321 

substances which may contribute to fulfil the nutritional requirements of patients.   322 

Food supplements means foodstuffs the purpose of which is to supplement the normal diet 323 

and which are concentrated sources of nutrients (i.e. vitamins, minerals) or other substances 324 

with a nutritional or physiological effect, alone or in combination, marketed in dose form, 325 

namely forms such as capsules, pastilles, tablets, pills and other similar forms, sachets of 326 

powder, ampoules of liquids, drop dispensing bottles, and other similar forms of liquids and 327 

powders designed to be taken in measured small unit quantities
16

.   328 

Fortified food means a foodstuff to which vitamin(s), mineral(s), other substances, or a 329 

combination of them, have been added
17

. 330 

Ordinary foodstuff means any food available in the market intended for human consumption 331 

which may be part of the normal diet, or may be used to supplement the normal diet, of 332 

subjects belonging to the general population or population subgroups thereof. In this guidance, 333 

fortified foods and food supplements are considered ordinary foodstuffs. 334 

Modifications of the normal diet means changes introduced into a subject’s habitual diet by 335 

using ordinary foodstuffs only. 336 

Proposed use denotes the context in which the food product is proposed as FSMP, including 337 

the target patient population, the disease/disorder or the medical condition, the conditions 338 

of use (i.e. quantity and pattern of consumption, directions for preparation and use), and, 339 

where applicable, the restrictions of use. 340 

3. The term dossier hereafter means a stand-alone package containing the information and 341 

scientific data submitted for the scientific evaluation of a food product notified as FSMP under 342 

the proposed use.    343 

4. One dossier should be prepared for each individual food product and proposed use; this means 344 

that only a food product and a single disease/disorder OR a single medical condition can 345 

be the object of each dossier. However, multiple versions
18

 of the food product can be 346 

                                                      
14 Examples (non-exhaustive list) of medical conditions resulting from different diseases/disorders are, e.g.: a) liver failure 

resulting from e.g. viral hepatitis, hemochromatosis, Wilson’s disease; b) dysphagia resulting from e.g. cancer of the upper 

gastrointestinal tract, neurological disorders (e.g. multiple sclerosis, muscular dystrophy, Parkinson's disease); c) 

respiratory failure resulting from e.g. cystic fibrosis, Duchenne myopathy, α 1-antitrypsin deficiency; d) short bowel 

syndrome resulting from e.g. inflammatory bowel disease, necrotizing enterocolitis; e) chronic metabolic acidosis resulting 

from e.g. inherited renal tubular acidosis, organic acidaemias (e.g. maple syrup urine disease, propionic acidaemia). 
15 Products intended for administration via other routes (e.g. intravenous, intramuscular, cutaneous, by inhalation) are out of 

the scope of this guidance 
16 Adapted from Directive 2002/46/EC 
17 As laid down in Commission Regulation (EC) No 1925/2006, as amended 
18 For example, a food product available in different flavours (e.g. vanilla, chocolate) or formats (tablets, powder, liquid). 
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proposed as FSMP in the same dossier, provided that the scientific evidence is valid for all 347 

proposed versions of the food product.  348 

5. The dossier should contain all pertinent information and scientific data (published and 349 

unpublished, data in favour and not in favour) relative to the assessment of the food product as 350 

FSMP under the proposed use.  351 

6. The dossier in itself cannot be confidential. Sections considered as confidential by the party 352 

responsible for the dossier should be kept to a minimum. In addition, EFSA requests the party 353 

responsible for the dossier to identify and justify those parts of the dossier claimed as 354 

confidential. For example, confidentiality can only be given to specific parts of a study if duly 355 

justified, and not to an entire study. However, in principle and without prejudice to Regulation 356 

(EC) No 1049/2001 on public access to documents, if a study has not yet been published and 357 

its disclosure would undermine the commercial interests and rights of the party responsible for 358 

the dossier, EFSA will not make such study available to third parties. In order to comply with 359 

its requirements for transparency as outlined in Article 38 of Regulation (EC) No 178/2002
19

, 360 

EFSA needs to disclose in its scientific opinions key data from dossiers which are considered 361 

essential for the scientific assessment. If the request for confidential treatment for those parts 362 

identified by the party responsible for the dossier is accompanied by verifiable justification 363 

and if this is accepted by EFSA, those elements will be kept confidential in the final scientific 364 

opinion.  365 

7. This guidance presents a common format for the organisation of the information. Adherence 366 

to this format will also facilitate access to the information by the NDA Panel in order to 367 

conduct the evaluation and deliver scientific advice in an effective and consistent way.  368 

8. Not all the information and data specified in this guidance will be required for each dossier. 369 

However, reasons/justification must be given for the absence of such data in the dossier.  370 

9. The dossier must contain information on:  371 

a) the characteristics of the food product proposed as FSMP. This information should contain 372 

aspects such as the composition (e.g. ingredients and their sources, concentrations of 373 

macro- and micronutrients), physical and chemical characteristics, manufacturing process, 374 

and stability;  375 

b) the disease/disorder or the medical condition, including the criteria used for the diagnosis 376 

of the disease/disorder, or a detailed description of the medical condition;  377 

c) the characteristics of patients suffering from the disease/disorder or the medical condition 378 

for which the food product is intended, including the reasons why such patients would 379 

have a nutritional disadvantage from consuming ordinary foodstuffs only, i.e. why the 380 

dietary management of such patients cannot be achieved or is difficult to achieve by 381 

modifications to the normal diet alone, including the addition of food supplements and/or 382 

fortified foods
20

; 383 

d) the proposed conditions of use, including the quantity and pattern of consumption and 384 

directions for the preparation and/or use; 385 

                                                      
19  Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002 laying down the general 

principles and requirements of food law, establishing the European Food Safety Authority and laying down procedures in 

matters of food safety, as last amended.   
20  For example, the nutritional requirements of patients needing tube feeding could be met by mixing, homogenising and 

diluting normal foods. However, the process is time consuming, technically complex and potentially harmful (e.g. 

infectious complications), so that the use of ready-to-feed products for enteral nutrition could be justified for the dietary 

management of these patients.  
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e) the specific role of the food product proposed as FSMP in the dietary management of 386 

patients with the disease/disorder or the medical condition for which the food product is 387 

intended, including information on how the food product is different from ordinary 388 

foodstuffs and evidence that the food product is effective in meeting the nutritional 389 

requirements of such patients; 390 

f) any potential restrictions of use. 391 

10. On the basis of the data provided in the dossier, the NDA Panel will evaluate the extent to 392 

which:  393 

a) the food product proposed as FSMP is characterised;  394 

b) the disease/disorder or the medical condition is characterised; 395 

c) the dietary management of patients with the disease/disorder or the medical condition is 396 

not possible or is difficult to achieve by using ordinary foodstuffs or by modifications of 397 

the normal diet; 398 

d) the food product is different from / more suitable than ordinary foodstuffs for the dietary 399 

management of patients for whom it is intended; 400 

e) the food product is effective in meeting the nutritional requirements of the patients for 401 

whom it is intended under the proposed conditions of use; 402 

f) restrictions of use apply. 403 

ORGANISATION AND CONTENT OF THE DOSSIER 404 

The following information should be provided in the dossier, and the structure should follow a 405 

common format, i.e. order and numbering system of different parts, headings and sub-headings. Data 406 

provided in the dossier should be organised into six Parts. 407 

Part 1 contains administrative and technical data, such as the identification form, information related 408 

to the party responsible for the dossier, and the dossier specifications, including conditions and 409 

restrictions of use. 410 

Part 2 contains information relative to the characterisation of the food product proposed as FSMP, 411 

including its name and characteristics, list of ingredients, a quantitative analysis of its energy and 412 

nutrient content, a description of the manufacturing process, and stability information.   413 

Part 3 contains information relative to the characterisation of the disease/disorder or the medical 414 

condition for which the food product proposed as FSMP is intended, including criteria for diagnosis of 415 

the disease/disorder or a description of the medical condition, and the impact of the disease/disorder or 416 

the medical condition on the nutritional status of patients, if any.  417 

Part 4 comprises information relative to the characterisation of the patients suffering from the 418 

disease/disorder or the medical condition for whom the specific food product is intended and to the 419 

reason(s) why such patients would have a nutritional disadvantage from consuming ordinary 420 

foodstuffs only. 421 

Part 5 contains a description of the proposed conditions of use, including the quantity and pattern of 422 

consumption and directions for the preparation and/or use, and a description of any potential 423 

restrictions of use. 424 

Part 6 comprises information relative to the specific role of the food product proposed as FSMP in the 425 

dietary management of patients with the disease/disorder or the medical condition for which the food 426 

product is intended, including data on the effectiveness of the food product in meeting the nutritional 427 

requirements of the patients for whom it is intended. 428 
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Where some of the data that are required as described in this guidance document do not apply to a 429 

particular food product, reasons/justification must be given for the absence of such data in the dossier.  430 
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1. Part 1: Administrative and technical data 431 

1.1. Comprehensive table of contents of the dossier  432 

1.2. Identification form 433 

Please use the identification form provided in the Appendix.  434 

1.3. Party responsible for the dossier 435 

1.3.1. Company/organisation 436 

Provide the name and address of the company or organisation
21

.  437 

1.3.2. Contact person 438 

Indicate the contact person authorised to communicate with EFSA on behalf of the party responsible 439 

for the dossier
22

.  440 

1.4. Specifications 441 

1.4.1. Specify the food product proposed as FSMP 442 

        443 

1.4.2. Specify whether the dossier refers to: 444 

  A nutritionally complete food product with a standard nutrient formulation which, used in 445 

accordance with the manufacturer's instructions, may constitute the sole source of 446 

nourishment for the persons for whom it is intended.  447 

  A nutritionally complete food product with a nutrient-adapted formulation specific for a 448 

disease, disorder or medical condition which, used in accordance with the manufacturer's 449 

instructions, may constitute the sole source of nourishment for the persons for whom it is 450 

intended. 451 

  A nutritionally incomplete food product with a standard formulation or a nutrient-adapted 452 

formulation specific for a disease, disorder or medical condition which are not suitable to be 453 

used as the sole source of nourishment. 454 

1.4.3. Specify the disease/disorder or the medical condition for which the food product 455 

proposed as FSMP is intended 456 

        457 

1.4.4. Describe the type of patients for whom the food product proposed as FSMP 458 

is intended  459 

        460 

1.4.5. Conditions of use 461 

Indicate the quantity of the food product proposed as FSMP and the pattern of consumption and/or 462 

mode of administration which would be required for the dietary management of patients for whom the 463 

food product is intended. 464 

                                                      
21 In case more than one company or organisation submits dossier, provide their names and addresses. EFSA requires that 

only one contact person be authorised to communicate with EFSA.  
22  To facilitate communication, EFSA requires that there be only one contact person per dossier.  
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      465 

1.4.6. Restrictions of use 466 

Specify the category or categories of patients who should avoid using the food product proposed as 467 

FSMP and provide a rationale for the proposed restrictions of use. 468 

      469 

1.5. Confidential data 470 

State whether the dossier includes confidential data    yes    no 471 

If yes, please specify the related Part in the dossier, stating section and page number, and providing (a) 472 

verifiable justification(s)/declaration(s) (see also general principle 6 of this guidance document). 473 

1.6. References and supporting documentation  474 

References and supporting documentation quoted under Part 1 should be given here (no particular 475 

format required), together with copies/reprints of published data and/or full reports of unpublished 476 

data. 477 

      478 

2. Part 2: Characterisation of the food product proposed as FSMP 479 

2.1. Name and characteristics 480 

The source and specifications (e.g. physical and chemical properties, composition, and where 481 

applicable microbiological constituents) of the food product proposed as FSMP should be provided 482 

and should include the list of ingredients and their sources, as well as a quantitative analysis of the 483 

energy and nutrient content of the product as consumed. 484 

Analytical methods applied should be scientifically sound and standardised to ensure quality and 485 

consistency of the data.  486 

Measurements should be performed in a competent laboratory that can certify the data. Whenever a 487 

quality system is in place for control/documentation (e.g. GLP and ISO17025) the particular system 488 

should be indicated. 489 

      490 

2.2. Manufacturing process 491 

A description of the manufacturing process should be provided. If the production follows a quality 492 

system (e.g. GMP) the particular system should be indicated. The variability from batch to batch 493 

should be addressed.  494 

      495 

2.3. Stability information 496 

Where applicable, a brief summary of the studies undertaken (e.g. conditions, batches and analytical 497 

procedures), and of the results and conclusions of the stability studies, should be provided. 498 

Conclusions with respect to storage conditions and shelf-life should be given. 499 

      500 
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2.4. References 501 

References and supporting documentation quoted under Part 2 should be given here (no particular 502 

format required), together with copies/reprints of published data and/or full reports of unpublished 503 

data. 504 

      505 

3. Part 3: Characterisation of the disease/disorder or the medical condition for which the 506 

food product proposed as FSMP is intended 507 

3.1. Diagnosis of the disease/disorder – description of the medical condition 508 

For the disease/disorder or the medical condition for which the food product proposed as FSMP is 509 

intended, please specify whether:  510 

a) It is a disease or disorder
23

, the diagnosis of which relies on widely accepted, well-511 

defined, objective criteria (i.e. the criteria used for diagnosis are widely accepted by the 512 

medical community and can be verified by a physician) 513 

 yes  no 514 

If yes, please specify which are the criteria used for diagnosis. Guidelines/consensus 515 

papers published by scientific (medical) societies in which the criteria used for diagnosis 516 

are described should also be provided, whenever available. 517 

b) It is a medical condition
24

  518 

 yes  no 519 

If yes, please specify and describe in detail the medical condition.   520 

3.2. Impact of the disease/disorder or the medical condition on the nutritional status of the 521 

patients for whom the food product proposed as FSMP is intended 522 

The disease/disorder or the medical condition has an impact on the nutritional status of the patients for 523 

whom the specific food product is intended: 524 

 yes  no 525 

 If yes, please specify whether the disease/disorder or the medical condition leads to: 526 

a) Energy/protein malnutrition 527 

 yes  no 528 

If yes, please provide evidence that the disease/disorder or the medical condition leads to 529 

energy/protein malnutrition 530 

      531 

b) Excess/deficiency of essential amino acids 532 

 yes  no 533 

                                                      
23 As defined in general principle 2 of this guidance document 
24 As defined in general principle 2 of this guidance document 
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If yes, provide evidence that the disease/disorder or the medical condition leads to 534 

deficiency or excess of (essential) amino acid(s) and specify which amino acids are 535 

affected 536 

      537 

c) Deficiency of essential fatty acids 538 

 yes  no 539 

If yes, provide evidence that the disease/disorder or the medical condition leads to 540 

essential fatty acid deficiency and specify which essential fatty acid(s) are affected 541 

      542 

d) Vitamin deficiency 543 

 yes  no 544 

If yes, please provide evidence that the disease/disorder or the medical condition leads to 545 

vitamin deficiency and specify which vitamins are affected.  546 

      547 

e) Deficiency of minerals 548 

 yes  no 549 

If yes, please provide evidence that the disease/disorder or the medical condition leads to 550 

mineral deficiency and specify which essential minerals are affected.  551 

      552 

f) Other impacts on nutritional status 553 

 yes  no 554 

If yes, please specify 555 

      556 

The potential impact of inflammation resulting from some diseases/disorders or medical conditions on 557 

nutrient biomarker use and interpretation should be considered and discussed, where applicable.  558 

3.3. References 559 

References and supporting documentation quoted under Part 3 should be given here (no particular 560 

format required), together with copies/reprints of published data and/or full reports of unpublished 561 

data. 562 

      563 
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4. Part 4: Characterisation of the patients suffering from the disease/disorder or the 564 

medical condition for which the specific food product is intended 565 

4.1. Patients 566 

Please specify the patients suffering from the disease/disorder or the medical condition for which the 567 

specific food product is intended. Information should be provided on whether the specific food 568 

product is intended for all patients suffering from the disease/disorder or the medical condition. If the 569 

specific food product is intended only for a particular subgroup of patients suffering from the 570 

disease/disorder or the medical condition, please specify the characteristics of such patients (e.g. age, 571 

sex, stage of the disease, clinical condition).  572 

       573 

4.2. Nutritional disadvantage 574 

Specify the reason(s) why such patients should have a nutritional disadvantage from consuming 575 

ordinary foodstuffs only
25

: 576 

a) Inability (or reduced ability) to chew and/or swallow ordinary foodstuffs 577 

 yes  no 578 

If yes, please specify the reason why the disease/disorder or the medical condition for 579 

which the food product proposed as FSMP is intended would lead to the inability (or 580 

reduced ability) to chew and/or swallow ordinary foodstuffs. 581 

      582 

b)  Inability (or reduced ability) to digest ordinary foodstuffs 583 

 yes  no 584 

If yes, please specify the reason why the disease/disorder or the medical condition for 585 

which the food product proposed as FSMP is intended would lead to the inability (or 586 

reduced ability) to digest ordinary foodstuffs. 587 

      588 

c) Inability (or reduced ability) to absorb nutrients contained in ordinary foodstuffs 589 

 yes  no 590 

If yes, please specify the reason why the disease/disorder or the medical condition for 591 

which the food product proposed as FSMP is intended would lead to the inability (or 592 

reduced ability) to absorb nutrients (please specify which nutrients) contained in 593 

ordinary foodstuffs.  594 

      595 

d) Inability (or reduced ability) to metabolise and/or utilise nutrients contained in ordinary 596 

foodstuffs 597 

 yes  no 598 

                                                      
25

 For the purpose of this guidance, food supplements and fortified foods are considered ordinary foodstuffs. 
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If yes, please specify the reason why the disease/disorder or the medical condition for 599 

which the food product proposed as FSMP is intended would lead to the inability (or 600 

reduced ability) to metabolise and/or utilise nutrients (please specify which nutrients) 601 

contained in ordinary foodstuffs. 602 

      603 

e) Inability (or reduced ability) to excrete nutrients contained in ordinary foodstuffs, and/or 604 

their metabolites 605 

 yes  no 606 

If yes, please specify the reason why the disease/disorder or the medical condition for 607 

which the food product proposed as FSMP is intended would lead to the inability (or 608 

reduced ability) to excrete nutrients (please specify which nutrients) contained in 609 

ordinary foodstuffs, and/or their metabolites (please specify which metabolites). 610 

      611 

f) The disease/disorder or the medical condition is triggered or aggravated by the 612 

consumption of ordinary foodstuffs
26

. 613 

 yes  no 614 

If yes, please provide evidence that the disease/disorder or the medical condition is 615 

triggered or aggravated by the consumption of ordinary foodstuff(s) and specify the 616 

foodstuff(s) which trigger(s) or aggravate(s) the disease/disorder or the medical condition, 617 

and why. 618 

      619 

g) The disease/disorder or the medical condition leads to specific dietary requirements, 620 

which cannot be fulfilled/are difficult to fulfil by the consumption of ordinary foodstuffs 621 

or by modifications of the normal diet. 622 

 yes  no 623 

If yes, please specify whether the disease/disorder or the medical condition leads to 624 

specific dietary requirements of: 625 

 Energy    Carbohydrates  Fat/fatty acids  626 

 Protein/amino acids   Vitamins   Minerals 627 

 Other substances. Please specify:       628 

Please provide evidence that the disease/disorder or the medical condition leads to specific 629 

dietary requirements, identify the nutrients/other substances for which the dietary 630 

requirements are specific, and provide evidence/a rationale for the reason(s) why such specific 631 

requirements cannot be fulfilled/are difficult to fulfil by the consumption of ordinary 632 

foodstuffs or by modifications of the normal diet.  633 

      634 

                                                      
26 For example, consumption of protein-containing ordinary foodstuffs triggers sign(s)/symptom(s) of phenylketonuria due to 

the reduced ability of the body to metabolise the amino acid phenylalanine. 
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h) Other reasons  635 

 yes  no 636 

If yes, please specify 637 

      638 

4.3. Guidelines for the dietary management of patients  639 

Please provide guidelines/consensus papers published by scientific (medical) societies for the dietary 640 

management of patients with the disease/disorder or the medical condition for which the food product 641 

proposed as FSMP is intended, if available. 642 

      643 

4.4. References 644 

References and supporting documentation quoted under Part 4 should be given here (no particular 645 

format required), together with copies/reprints of published data and/or full reports of unpublished 646 

data. 647 

       648 

5. Part 5: Proposed conditions and restrictions of use 649 

5.1. Conditions of use 650 

a) Indicate the quantity of the food product proposed as FSMP and the pattern of consumption 651 

required for the dietary management of patients for which the food product is intended.  652 

      653 

b) The food product is intended to be used as: 654 

 the sole source of nourishment 655 

 a partial replacement of other dietary sources 656 

 a supplement/integration to the patient’s diet 657 

c) Route of administration. The food product is intended for:  658 

 oral nutrition 659 

 tube feeding:  in the stomach  660 

   in the jejunum  661 

d) Specify, where applicable, directions for preparation and/or use. 662 

      663 

e) Specify, where applicable, the reasons why the use of the food product requires medical 664 

supervision (e.g. tube feeding, adverse effects, control of clinical and/or laboratory outcomes) 665 

      666 
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5.2. Restrictions of use 667 

a) Provide, where appropriate, a statement addressed to those patients who should avoid 668 

using the food product proposed as FSMP, and include the rationale. 669 

      670 

b) Specify, where applicable, other restrictions of use, and provide a rationale. 671 

      672 

5.3. References 673 

References and supporting documentation quoted under Part 5 should be given here (no particular 674 

format required), together with copies/reprints of published data and/or full reports of unpublished 675 

data. 676 

      677 

6. Part 6: Definition of the specific role of the food product proposed as FSMP in the 678 

dietary management of patients with the disease/disorder or medical condition for 679 

which the food product is intended 680 

6.1. Specific characteristics of the food product 681 

a) Please describe the rationale for the specific composition of the food product proposed as 682 

FSMP in relation to the pathophysiology of the disease/disorder or medical condition for 683 

which the FSMP is intended. 684 

      685 

b) Please specify why the food product proposed as FSMP is different from / more suitable 686 

than ordinary foodstuffs for the dietary management of patients for whom it is intended, 687 

taking into account its composition and conditions of use (including the directions for 688 

preparation and/or use, as well as the proposed quantity and pattern of consumption). 689 

Please clarify why the dietary management of such patients cannot be achieved/is 690 

difficult to achieve by modifying the normal diet, including the use of food supplements 691 

and/or fortified foods, and provide evidence/a rationale.  692 

      693 

6.2. Efficacy of the food product in meeting the nutritional requirements of the patients for 694 

whom it is intended 695 

Please provide human studies documenting the use of the food product for the dietary management of 696 

patients for whom it is intended. If the food is intended for more than one subgroup of patients defined 697 

on the basis of the stage of the disease
27

, evidence/a rationale should be provided for each patient 698 

subgroup. Please describe the impact of the food product on the clinical condition of the patients. 699 

      700 

6.3. References 701 

References and supporting documentation quoted under Part 6 should be given here (no particular 702 

format required), together with copies/reprints of published data and/or full reports of unpublished 703 

data. 704 

                                                      
27 For example, patients with Crohn’s disease during a flare-up and patients with Crohn’s disease in remission. 
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Appendix A.  Identification form 705 

IDENTIFICATION FORM 706 

 707 
The identification form should be used for a dossier on a food product notified as food for special 708 

medical purposes (FSMP) to an EU Member State, and for scientific evaluation by the European 709 

Food Safety Authority (EFSA) in the context of Article 3 of Regulation (EU) No 609/2013. 710 

 711 

A separate dossier for each food product notified as FSMP is required.  712 

 713 

DECLARATION and SIGNATURE 714 

 715 

 716 

Food product notified as FSMP:  717 

 718 

Proposed use
28

:  719 

 720 

Party responsible for the dossier (Company) name:  721 
Address:  722 

Country:  723 

 724 

Contact person’s name:   725 
 726 

 Address:  727 

 Country:  728 

 Telephone:  729 

Fax:  730 

e-mail:  731 

  732 

It is hereby confirmed, to our best knowledge, that all existing data which are relevant to the dossier have 733 

been supplied, as appropriate. 734 

 735 

On behalf of the applicant: 736 

                  Signature  737 

    Name  738 

    Function  739 

                            Place and date (yyyy-mm-dd)  740 

741 

                                                      
28 It refers to the context in which the food product is proposed as FSMP, including the target patient population, the 

disease/disorder or the medical condition, the conditions of use (i.e. quantity and pattern of consumption, directions for 

preparation and use), and, where applicable, the restrictions of use. 
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GLOSSARY AND ABBREVIATIONS 742 

  

Disease/disorder a pathological process, acute or chronic, inherited or acquired, of 

known or unknown origin, having a characteristic set of signs and 

symptoms which are used for its diagnosis and the management of 

which requires nutritional intervention under medical supervision 

Dossier a stand-alone package containing the information and scientific data 

submitted for the scientific evaluation of a food product notified as 

FSMP under the proposed use 

Food product any food suitable for human consumption (i.e. to be administered by 

the oral or enteral route) which provides energy-containing 

macronutrients (e.g. carbohydrates, protein, fats), micronutrients (e.g. 

vitamins, minerals), and/or other substances which may contribute to 

fulfil the nutritional requirements of patients 

Food supplements foodstuffs the purpose of which is to supplement the normal diet and 

which are concentrated sources of nutrients (i.e. vitamins, minerals) or 

other substances with a nutritional or physiological effect, alone or in 

combination, marketed in dose form, namely forms such as capsules, 

pastilles, tablets, pills and other similar forms, sachets of powder, 

ampoules of liquids, drop dispensing bottles, and other similar forms 

of liquids and powders designed to be taken in measured small unit 

quantities 

Fortified food a foodstuff to which vitamin(s), mineral(s), other substances, or a 

combination of them, have been added 

FSG Regulation Regulation (EU) No 609/2013 of the European Parliament and of the 

Council on food intended for infants and young children, food for 

special medical purposes and total diet replacement for weight control 

Medical condition any structural or functional alteration, either acute or chronic, which 

may result from one or more diseases or disorders, the management of 

which requires nutritional intervention under medical supervision 

Modifications of the 

normal diet 

changes introduced into a subject’s habitual diet by using ordinary 

foodstuffs only 

Patient a person (including infants and young children) affected by the 

disease/disorder or the medical condition 

Proposed use context in which the food product is proposed as FSMP, including the 

target patient population, the disease/disorder or the medical condition, 

the conditions of use (i.e. quantity and pattern of consumption, 

directions for preparation and use), and, where applicable, the 

restrictions of use 

 743 
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