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Cereal Partners Worldwide

e Formed in 1990

e Joint venture between Nestlé and
General Mills
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Global differences - allergen
labelling legislation



Implications of difference In
regulations

 Be aware of allergen requirements for the
product’s target market

e Important to understand differences in

allergen legislation from originating country

— Potential for supplier to not understand definition
of allergen for final product market

— eg. definition of tree nut

e |Important when developing / using common
allergen questionnaires
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Global differences

« USA : allergens to be labelled

— Sesame, celery, mustard not mandatory
allergens

— Different list of exemptions — all highly
refined oils, non-protein containing
derivatives

e Canada : allergen list includes sesame

e Japan : allergens to be declared
Includes allergens not on EU, FSANZ, ..
USA, Canadian lists CPW)




Codex Alimentarius

The following foods and ingredients are known to
cause hypersensitivity and shall always be declared:

Cereals containing gluten ie. Wheat, rye, barley,
oats, spelt or their hybridized strains and products of
these;

Crustacea and products of these;

Eggs and egg products;

Fish and fish products;

Peanuts, soybeans and products of these;

Milk and milk products (lactose included);

Tree nuts and nut products; and

Sulphite In concentrations of 10mg/kg or more gm

General Standards for the labelling of Prepackaged Foods, Section 4.2.1.4 Codex Stan
—1985asamended ecmoeen



Australia & New Zealand - 2002

e Food Standards Australia New Zealand
(FSANZ)

e Australia New Zealand Food Standards
Code Std 1.2.3

* http://www.foodstandards.gov.au/thecode
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Australia / New Zealand
Food Standard 1.2.3

‘The presence Iin a food of any of the
substances listed ... must be declared in
accordance ... when present as —

(a) an ingredient; or
(b) aningredient of a compound ingredient;
or

(c) afood additive or component of a food
additive; or

(d) a processing aid or component of a
processing aid.
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Australia / New Zealand
Food Standard 1.2.3

Cereals containing gluten and their products, namely,
wheat, rye, barley, oats and spelt and their hybridised
strains other than where these substances are
present in beer and spirits

Crustacea and their products

Egg and egg products

Fish and fish products

Milk and milk products

Peanuts and soybeans, and their products

Added Sulphites in concentrations of 10 mg/kg or
more .

. CPW.,
Tree nuts and sesame seeds and their products’ J
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Australia / New Zealand

e EXpressions such as ‘egg and egg product’ or
‘crustacea and their products’ include all
products derived from the substance

o Coconut is the fruit of the palm (Cocos
nucifera) and is not generally considered to
be a tree nut.

« Beer and spirits are exempt from declaring
the presence of gluten
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Australia & New Zealand

Labelling requirements

 \When present allergens must be
labelled using the specific name of:

— The cereal If wheat, rye, oats, barley, spelt
(or hybridised strain thereof)

— Crustacea
— Tree nut(s)

— Fats & olls eg. Soy, peanut, sesame, tree
nut

» Fish — generic term ‘fish’ can be used cpw)

http://www.allergenbureau.net/downloads/projects-and- e
resources/Allergen_Management_and_Labelling.pdf



EU — November 2005

The following allergens when added, must be

declared on product labels

Cereals containing gluten .

e Wheat

« QOats

* Barley

* Rye

o« Kamut

e Spelt

e Triticale
Peanuts
Tree nuts
Soyabeans

Sesame seeds

Fish
Crustacea
Milk
Egg

Sulphites ( at levels above
10mg/kg expressed as SO, )

Mustard
Celery

And most products or
derivatives of these foods >
W)

*EU Directive 2000/13/EC as amended by 2003/89/EC. \



EU - Ingredients / substances exempt
from allergen labelling until Nov 2007

 Wheat based glucose syrups / maltodextrins including dextrose and products thereof
*  Glucose syrups based on barley

 Cereals and whey used in distillates for spirits

 Lysozyme (produced from egg) in wine

e  Albumin (produced from egg) used as fining agent in wine and cider

» Fish gelatine used as carrier for vitamins, caroten  oid preparations and flavours
» Fish gelatine or Isinglass used as fining agents in beer, cider and wine

* Fully refined soybean oil and fat and products ther eof

 Natural mixed tocopherols from soybean sources

* Phytosterols and phytosterol esters from soybean sour ces

* Plant stanol ester produced from vegetable oil stero Is from soybean sources

e Lactitol

* Milk (casein) products used as fining agents in cid er and wines

* Nuts used in distillates for spirits

 Almonds and walnuts used as flavour in spirits

* Celery leaf oil and seed olil, celery seed oleoresin s

e Mustard oil, mustard seed oil and mustard seed oleo  resin

*Annex llla of Directive 2000/13/EC of the European Parliament and of the Council as amended by Researcn s Dvelopment
2005/26/EC, as corrected by Directive 2005/63/EC -



EFSA — applications for
exemptions denied

 Lysozyme In cheese
* Acid hydrolysed soy protein
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EFSA - future directions?

Opinions of the Scientific Panel NDA ,
Jan-Mar 2006

evaluations for labelling purposes:
* Molluscs
e Lupin
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Nuts — as defined in EU

 Almonds

e Brazil nuts

e« Cashews
 Hazelnuts

e Macadamia nut
e Pecan nut

e Pistachio nut

e Walnuts

e Queensland Nut
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National Guidelines

France — ANIA (National Association for Food Industries) Good
Practice Guideline to reduce the accidental presence of main
allergens February 2005

Sweden — Swedish Food Sector Guidelines for Management and
labelling of food products with reference to Allergy and Intolerance
English version Aug 2005

Finland - English summary (09.01.2006) for Finnish Food and Drink
Industries’ Recommendation (09.12.2005): Labelling warnings of
allergen in foodstuff due to cross contamination

UK FSA — Guidance on Allergen Management and Consumer
Information July 2006
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USA — January 2006

A "major food allergen"” is an ingredient ...of the
following ...

milk

€99

fish

crustacean shellfish
tree nuts

wheat

peanuts

soybeans

The Foo)d Allergen Labeling and Consumer Protection Act of 2004 (FALCPA) (Public Law
108-282

N ) > )
/
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USA — January 2006

.. or Is an ingredient that contains protein
derived from a food specified in paragraph
(1), except the following:

— (A) Any highly refined oil derived from a food
specified in paragraph (1) and any ingredient
derived from such highly refined oil

— (B) A food ingredient that is exempt  under
paragraph (6) or (7) of section 403(w).".

eeeeeeeeeeeeeeeeeeee



USA
Labelling requirements

e tree nuts, the specific type of nut must
be declared (e.g., almonds, pecans, or
walnuts).

* The species must be declared for fish
(e.q., bass, flounder, or cod)

e and Crustacean shellfish (crab, lobster,
or shrimp).
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USA
Labelling requirements

* \When present allergens must be
labelled using the specific name of:

— Crustacean shellfish eg. crab, lobster or
shrimp

— Tree nuts eg. almonds, pecans or walnuts
— Fish eg. Bass, flounder or cod
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EU

Almonds

Brazil nuts
Cashews
Hazelnuts
Macadamia nut
Pecan nut
Pistachio nut
Walnuts
Queensland Nut

Tree Nuts — differences In definition
USA

Almond

Beech

Brazil nut
Butternut

Cashew

Chestnut

Coconut
Filbert/hazelnut
Ginko nut

Hickory nut

Lichee nut
Macadamia nut/ Bush nut
Pecan

Pine nut/ Pinon nut

Pili nut

Pistachio P
Sheanut CPW.)
Walnut

Heartnut



Tree Nuts

Australia / New Zealand the only
exception Is coconut

EU Tree Nuts — 9 defined

US Tree Nuts — 20 defined
Use of the generic term ‘nuts’
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USA - Fish

o A declaration of the "species" of fish or
Crustacean shellfish for purposes of
complying with section 403(w)(2) should be
made using the acceptable market name
provided in FDA's Seafood List.

 FDA's Seafood List is a compilation of
existing acceptable market names for
Imported and domestically available seafood.
The list Is available at
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A search of the US Seafood List

for ‘Cod’ ...
Market name(s)
— Burbot
Scientific name
— Lota lota
Common name
— Burbot
Vernacular name(s)
— Eelpout
— Ling C@

— Freshwater Cod e



USA — definition of wheat

The term "wheat" in section 201(gq) means any

species in the genus Triticum.
Include grains such as

common wheat
durum wheat
club wheat
spelt

semolina
Einkorn

emmer

kamut

triticale

Thus ...wheat would
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USA — Notification / Petition

* to exempt a food ingredient described from the
allergen labeling requirements ... the person files
with the Secretary a notification containing--

* (i) scientific evidence (including the analytical
method used) that demonstrates that the food
iIngredient (as derived by the method specified in the
notification, where applicable) does not contain
allergenic protein; or

o (i) a determination by the Secretary that the
Ingredient does not cause an allergic response that
poses a risk to human health under a premarket
approval or notification program under section 409. =»

W)
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USFDA — example objection
to notification

e Danisco notifies FDA in FALN 005 of its view
that lactitol does not contain allergenic
protein.

* In FDA's view, FALN 005 does not contain
scientific evidence (including the analytical
method used) that demonstrates that lactitol
(as derived by the method specified in the
notification) does not contain allergenic
protein, as required by section 403(w)(7).

 FDA therefore objects to FALN 005.
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Canada

Allergic reactions: To assist consumers in avoiding the potentially serious

consequences of allergic and sensitivity reactions to foods, the CFIA

urges the inclusion of the following foods or their derivatives in food
label ingredient lists when present as ingredients or components, even
In those cases where these ingredients are otherwis e exempted
from declaration:

peanuts;

tree nuts (almonds, Brazil nuts, cashews, hazelnuts [filberts] :
macadamia nuts, pecans, pinenuts, pistachios, walnu ts);

sesame seeds;

milk;

€dgs,

fish, crustaceans (e.g., crab, crayfish, lobster, shrimp) and shellfish
(e.g., clams, mussels, oysters, scallops);

Ssay;
wheat, and .
sulphites. CPWy

http://www.inspection.gc.ca/english/fssa/labeti/guide/ch2e.shtml#2.8 il



Japan — April 2002

e Law concerning Standardization and Proper
Quality Labeling of Agricultural and Forestry
Products (Law No.175 of 1950, hereinafter
referred to as "JAS Law"),

« Labelling shall be divided into the two stages,
mandatory and recommended, according to
the number of cases of actual illness and
degree of seriousness.

— http://www.mhlw.go.jp/english/topics/qa/allergies/al.html#d
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Japan — April 2002

Mandatory by ministerial
ordinance

— eggs

— milk

— wheat

— buckwheat
— peanuts

http://www.mhlw.go.jp/english/topics/qa/allergi
es/al.html#d

Recommended by notice

abalone

squid

salmon roe

shrimp/prawn

oranges

crab

Kiwifruit

beef

tree nuts

salmon

mackerel

soybeans

chicken (poultry)

pork

mushrooms

peaches

yamls 3>
apples

gelatine @
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Japan
Labelling

— when quantity involved is extremely small

* * The five items subject to mandatory labeling
shall be so labeled even in case of carry-over
or processing aids.

* * The 19 items for which labeling is
recommended, labeling iIs recommended as
much as possible.

— "May contain" labelling forbidden

e "May contain (name of allergen)" type labeling
IS not allowed.

eeeeeeeeeeeeeeeeeeee



Towards the development of a
standardised food industry
allergen questionnaire



Why develop a uniform industry

allergen questionnaire?

e Food businesses require their suppliers
to provide technical information /
specifications in numerous formats

 The purpose of questionnaires similar :
eg. to identify allergens within raw
materials
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Australia / New Zealand

 Allergen labelling legislation introduced
iIn Dec 2002

e Since then there have been more than
100 consumer level product recalls

 Australian Food & Grocery Councll
(AFGC) established the Allergen
Bureau in 2005 to develop working

groups to address challenges faced byc®
iIndustry —



Allergen

The Allergen Bureau -
centralised collection of
Information about food
allergens relevant to the
Australian and New Zealand
Food Industry.

Initiative of the

Allergen Forum, and is
operated within the

http://www.allergenbureau.net

Bureau
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Australian Food Industry:
Development of a Uniform Allergen
. .

Aim:
 To develop a standardised supplier
guestionnaire to capture regulatory and

consumer information requirements

iIncluding allergens information from
suppliers



Allergen Bureau working group

Surveyed 368 food businesses March 2005
(140 responses)

Analysed questionnaires in use

Drafted uniform supplier questionnaire
August 2005

Piloted draft uniform guestionnaire
Stakeholder feedback

Published in 2006

Review planned in 12 months




Initial Survey n=140

79% food business’ had their own
guestionnaire

/1% were interested in adopting a uniform
guestionnaire

83% would prefer to complete questionnaires
electronically

/0% wanted consistent phrasing of questions



Australian Food & Grocery Council (AFGC)
Draft Product Information Form — Pilot (n=42)

/8% found format of the Food Production
Information Form (PIF) easy to use

60% business’ stated they would adopt the
PIF to replace their current method of
obtaining information

/0% stated the PIF requested enough
allergen information to cover their business’
needs

45% stated the overall length of the
document was too long



AFGC
Product Information Form

Supplier Declaration & Warranty

Definitions — allergens defined as per Australia New
Zealand Food Standards Code

Combines with information for other regulatory
purposes

— Eg. Declaration of food additives

— For percentage ingredient labelling

— For the declaration of warning / advisory statements eg. For

laxative effect

http://www.allergenbureau.net/resources/supplier-
guestionnaire/



AFGC
Product Information Form

 Includes regional requirements for allergy /
Intolerance
— Japan
— Common requests from consumers
e Other dietary requirements eqg.
— Halal
— Kosher
— vegetarian / vegan

e Other technical information eg. GM status



ALBA list - Netherlands



How to ask the question?

e Suppliers can be confused when
presented with multiple ways of asking
the same guestion! eq.
—Yes/ No
— Tick boxes eg. or >E
— Absent / Present




Presence of an allergen

e By direct addition as
— Ingredient
— Food additive
— Processing aid
— Or component of ingredient, food additive,
processing aid

e By cross-contamination




If an allergen Is added

o Specify the form of the allergenic food
or derivative

o Specify quantity of allergen in the
iIngredient

o Specify the total protein in the ingredient
/ derivative



Specify the form of the allergenic
food or derivative

e £Eg. Soy
— Soy bean
— Soy lecithin
— Soy tocopherols (exempt EU)

— Phytosterols / plant stanols from soy
(exempt EU)

— Highly refined soy bean oil (exempt EU,
USA)

* In Australia, all of these forms of soy
require declaration on labels



Specify quantity of the allergen In
the ingredient

« Allergen ‘thresholds’ are being considered in
some countries

e Sulphites require labelling if present at more
than 10mg/kg in the final food

e Gluten thresholds

e Fish gelatin EU

— Exempt from labelling if present as an encapsulating
agent for vitamins, colours and flavours??

— Must be labelled if present as an ingredient



Specify the total protein in the
iIngredient / derivative

* Allergens are proteins

e If the protein is removed from the
originating food, this may remove the
allergenic potential of the derivative

* Eg. Highly refined soy bean oll



Important for the supplier to
provide all information

e The manufacturer will conduct a risk
assessment

* ‘May Contain’ labelling will be decided
by the manufacturer



Challenges — the development of a
uniform European allergen questionnaire

Local / regional requirements
Language

Coordinator / facilitator - who?
Agreement !!!



Any guestions?



Abstract

More than 170 different foods are known to cause allergic reactions in sensitive
individuals. Food manufacturers need to be aware that the requirements for the
labelling of allergenic foods differs globally. For example mustard, celery and sesame
seeds (and products of these) are considered to be allergens for food labelling
purposes for products sold in the EU, but not in the USA. Canada, Australia and New
Zealand, require sesame seeds to be labelled but in these countries mustard and
celery are not included in the requirements for allergen labelling. Japan has a
different list of allergenic foods that must be declared on food labels.

The implication is that food manufacturers need to be aware that ingredients, food
additives and processing aids may originate from countries with differing definitions
of allergens for food labelling purposes. It is important to ensure that suppliers fully
understand the labelling requirements of products sold in EU countries and supply all
relevant information requested by manufacturers. Likewise it is important when
exporting products from the EU, that manufacturers are cognisant of varying allergen
labelling legislation to ensure that such products comply with local legislative
requirements.

Suppliers of ingredients, food additives and processing aids to the food industry are
frequently required by their customers to complete questionnaires and declarations
regarding allergens present in the products they provide. Manufacturers may ask for
this information in numerous formats placing a burden on suppliers to complete
declarations in slightly different ways. The Australian / New Zealand food industry
has recently published a voluntary Food Product Information Form including
requirements for suppliers to declare the presence of allergens in their products in a
consistent format. The outcome of this initiative could be considered in the
development of an industry allergen questionnaire in Europe.



