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Learning Objective
•
•
•
•
•
•
•
•
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Understand rules on labelling clarity
When to label products with allergenic ingredients
What are the allergenic ingredients
Exemptions
How to label
Understand “May contain”
Rules for gluten and lactose claims
Guidance

A short film on the importance of allergenic labelling: https://youtu.be/nfaTZ0k2AgA

Legibility (Article 1)
Definitions
Paragraph 2 (m)

‘legibility’ means the physical appearance

of information

, by means of which the information is visually

accessible to the general population and which is determined by various elements, inter alia, font size,
letter spacing,
spacing between lines,
stroke width,
type colour, typeface, width- height ratio of the letters, the surface of the material and significant contrast
between the print and the background

Is this legible and clear labelling? Does it matter?

Legibility
Article 13 (1)
(….) mandatory food information shall be marked in a conspicuous place in
such a way as to be easily visible, clearly legible and, where appropriate,
indelible. It shall not in any way be hidden, obscured, detracted from or
interrupted by any other written or pictorial matter or any other intervening
material.
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Legibility (Article 13)
Surface area of the pack

Minimum required x-height

greater than or equal to 80cm²

1.2mm

between 25cm² and 80cm²

0.9mm

less than 25cm²

0.9mm but exempt from mandatory nutrition
declaration

Legibility (Annex IV)
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Measuring device

Group work – 5 minutes

1
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i. Size of font for:
a.
b.
c.
d.

nutrition information for 1
warning statement for 1 and 2
ingredient list for 2
allergen labelling for 2

ii. Which of the above is mandatory?
For 1
For 2
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i. Size of font for:
a. nutrition information for 1
Ø Less than 25cm2, exempt from nutrition
information
b. warning statement for 1 and 2
Ø For 1 – laxative affect of polyols 0.9mm
Ø For 2 – if used, phenylalanine warning 1.2mm
c. ingredient list for 2
Ø 1.2mm
d. allergen labelling for 2
Ø No allergenic ingredients, but 1.2mm for
labelling
ii. Which of the above is mandatory?
For 1 –warning statement
For 2 –ingredient list, allergenic ingredients and
warning statement but only if appropriate

Allergen labelling - quiz
What is a food allergen?
a. a specific food
b. a bacteria
c. an enzyme
d. A protein

Allergen labelling
REGULATION (EU) No 1169/2011
Art 9 – mandatory labelling;
9(1) (c) allergenic ingredients
(list in Annex II)
Any food – in any form – packaged or loose – must always have information for the
consumer about the presence of any allergenic ingredients
This is not merely about consumer information; it is foremost a food safety measure
(Art 14 Regulation 178/2002 [injurious to health; taking account of food information;
and sensitivities of specific categories of consumer])
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Annex II list of allergenic ingredients
•
•

•
•
•
•
•
•

Celery*
Cereals containing gluten
(namely: wheat (such as spelt
and Khorasan wheat), rye,
barley, oats or their hybridised
strains*
Crustaceans*
Eggs*
Fish*
Lupin*
Milk*
Molluscs*

* and products thereof
13

•

Mustard*

•

Nuts (namely almond, hazelnut,
walnut, cashew, pecan nut, Brazil
nut, pistachio nut, macadamia nut
and Queensland nut)*
Peanuts*
Sesame seeds*
Soybeans*
Sulphur dioxide and sulphites at
levels above 10 mg/kg or 10 mg/litre
expressed as SO2

•
•
•
•

* and products thereof

List of Food Ingredients and Substances Exempt
from Allergen Labelling Requirements (1)
Cereals containing gluten
•

Wheat based glucose syrups including dextrose**

•

Wheat based maltodextrins**

•

Glucose syrups based on barley

•

Cereals used for making distillates or ethyl alcohol of agricultural origin for
spirit drinks and other alcoholic drinks

** and products thereof, in so far as the process that they have undergone is not likely to
increase the level of allergenicity assessed by the EFSA for the relevant product from which
they originated.
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List of Food Ingredients and Substances Exempt
from Allergen Labelling Requirements (2)
Soybean
•

Fully refined soybean oil and fat**

•

Natural mixed tocopherols (E306), natural D-alpha tocopherol, natural D-alpha
tocopherol acetate, natural D-alpha tocopherol succinate from soybean sources

•

Vegetable oils derived phytosterols and phytosterol esters from soybean sources

•

Plant stanol ester produced from vegetable oil sterols from soybean sources

** and products thereof, in so far as the process that they have undergone is not likely to
increase the level of allergenicity assessed by the EFSA for the relevant product from which
they originated.
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List of Food Ingredients and Substances Exempt
from Allergen Labelling Requirements (3)
Fish*
Fish gelatine used as a carrier for vitamin or carotenoid preparations
Fish gelatine or Isinglass used as a fining agent in beer and wine
Milk*
Whey used for making distillates or ethyl alcohol of agricultural origin for spirit drinks and
other alcoholic beverages
Lactitol
Nuts
Nuts used for making distillates or ethyl alcohol of agricultural origin for spirit drinks and other
alcoholic beverages
*In the case of wine fining, they should not be found at the limit of detection (<0.25mg per litre)as indicated in EU Regulation
No. 579/2012. Where egg or milk fining agents are not detected at these levels, they are exempt from the allergen labelling
requirements.
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Quiz

How many allergenic ingredients are there?
a. 14
b. 27

c. ∞
Why are there 14 (12 + 2 categories) listed in
Annex II?
a. These are the most common food allergens
b. EFSA has looked at the science about
these allergens
c.

This is a CODEX list

Article 21 (1)
How to label
a) Clear reference to the allergen must be given in the ingredients list
For cereals, if the ingredient is spelt, Khorasan or Kamut, the allergen is (wheat)
For every allergen derivative, even if forms of the same allergen (e.g. ‘ …Casein (milk)
…Whey protein (milk) ...’)
EU Council Regulation No. 1308/2013 on Dairy designations (cream, yoghurt, etc. Milk
unnecessary)
b) Emphasised through a different typeset, e.g. font, STYLE or background colour .
Remember legibility and clarity rules
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Article 21 (1)
How to label (cont.)
Where there is no ingredients list, indicate
‘contains ...’ in same field of view
• several ingredients or processing aids of a food originate from a single
substance or product listed in Annex II, the labelling shall make it clear for
each ingredient or processing aid concerned
• where the name of the food or drink mentions the allergen, this alone will
satisfy the requirement – e.g. ‘Eggs’; ‘Milk’; ‘Celery’; ‘Hazelnuts’

19

Article 14
Distance Selling
Allergen information must be given, and
• National measures any other information as required
under national measures
o E.g., in Ireland, this information should be given in advance and in
written form (either in advance or on delivery if already given
verbally)
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Article 44
Non-prepacked foods
point (c) of Article 9 (1) allergen information is mandatory;
Member States may adopt national measures ……..
UK before BREXIT adopted a measure that requires all foods pre-packed for direct sale
to be labelled with ingredients, highlighting allergenic ingredients

OOH allergen labelling
Restaurants, cafes etc:
-

Information on allergenic ingredients must be given

How?
On Menus, on notice boards, verbally using ‘contains’ – followed by the allergenic ingredient
-
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Commission guidance, paragraphs 28 - 31

“May Contain”
Why use this indication?
§

Cross – contamination

§

a factory or kitchen may use allergenic ingredients in other foods or dishes: risk of cross
contamination

GMP
Good Manufacturing Practice should take precedence over “may contain”
CODEX
Allergen management – good practice and hazard control – to improve allergen labelling,
including precautionary allergen labelling (PAL)
Commission to adopt implementing regulation on use of “PAL”
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Guidance
COMMISSION NOTICE
of 13.7.2017
relating to the provision of information on substances or products
causing allergies or intolerances as listed in Annex II of Regulation
(EU) No 1169/2011 on the provision of
food information to consumers
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Commission Guidance
……. it is not possible to
voluntarily repeat the allergen
information outside the list of
ingredients; or using the word
"contains" followed by the name of
the substance or products listed in
Annex II; or using symbols or text
boxes …..
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'Gluten free' or 'very low gluten' claims
Commission Implementing Regulation (EU) No 828/2014 establishes
levels of gluten for foods that makes a claim to be either 'gluten-free' or
'very low gluten'.
These levels are:
• 'gluten-free' – 20 parts or less of gluten per million.
• 'very low gluten' – 100 parts or less of gluten per million. However,
only foods with cereal ingredients that have been specially processed
to remove the gluten may make a 'very low gluten' claim.
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Lactose claims
Lactase enzyme

Lactase enzyme improves lactose digestion in individuals who have difficulty
digesting lactose

Live yoghurt cultures

Live cultures in yoghurt or fermented milk improve lactose digestion of the
product in individuals who have difficulty digesting lactose

The statement ‘lactose free’ may be used for infant formula and follow-on formula provided that the
lactose content in the product is not greater than 2,5 mg/100 kJ (10 mg/100 kcal). Regulation 2016/127
on infant and follow-on formula
Some Member States have ‘lactose free’ and ‘low lactose’ claims; thresholds vary
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Pre-packed for direct sale (PPDS)
Quiz

a

b

c

1. Full ingredient list
2. “Contains”
3. Reference to a list
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Conclusions
You will have understood
• When to label products with allergenic ingredients
• What are the allergenic ingredients
• Exemptions
• How to label
• Usage of “May contain”
• Rules for gluten and lactose claims
• Where to find guidance
• Rules on labelling clarity

Exercise Instructions
•

The aim of this exercise is to identify up to 6 potential allergens

•

You will achieve this by short discussion in groups

•

You will have 5 minutes discussion time

•

Your group outcome will be to inform the consumer of the presence of up to 6
allergens, how to inform them and where to do this

•

You must choose your “speaker” who will present your outcome/s to the Main Group
at the end of the exercise

(If time allows) List the allergens
In groups – 5 minutes
Inform the consumer of up to 6
allergens
How – according to the regulation?
Where?

Keep in touch
ec.europa.eu/

europeancommission

europa.eu/

@EuropeanCommission

@EU_Commission

EUTube

@EuropeanCommission

EU Spotify

European Commission
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