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Revision of FSA guidance to compliance with Regulation (EC) 1924/2006
on nutrition and health claims made on food

DETAIL OF CONSULTATION

The Agency seeks views on draft updated guidance to compliance with Regulation
(EC) 1924/2006 on nutrition and health claims made on food.

Introduction

1. The Agency published the first version of guidance to compliance with
Regulation (EC) 1924/2006 in April 2008, following consultation in 2007. The
guidance aims to help food business operators making nutrition or health claims
comply with the Regulation and provide a tool for enforcement bodies to help ensure
consistent and proportionate application of the Regulation.
www.food.gov.uk/foodindustry/guidancenotes/foodquid/192420006compliancequide

2. That guidance includes a commitment to provide further guidance on
recommendations or endorsements by national associations of medical, nutrition or
dietetic professionals and health related charities. This is necessary to provide
charities and national associations and food businesses working with these
organisations with the information they need to comply with the Regulation, to ensure
that compliant claims are made and consumers are not misled.

3. Stakeholders have also asked for some sections of the guidance to be made
clearer or elaborated upon, for example where there have been differences of opinion
on the interpretation of Article 12(c) of the Regulation. The guidance also needs to
be updated in light of discussions with UK stakeholders and other Member States on
some other interpretive issues and to reflect the fact that progress that has been
made in implementing the Regulation, for example some transition periods and
deadlines laid down by the Regulation that were mentioned in the guidance have now
passed.

Proposals

4, The Agency has updated the guidance to ensure it is up to date and is as
clear and comprehensive as possible. This should improve compliance with the
Regulation and therefore ensure a high level of consumer protection from misleading
claims. The draft guidance has also been revised to align it with the standard FSA
template.

Key changes to the draft guidance are:

e New guidance on health-related charity and national association
endorsements.

e Revised section on health claims making reference to recommendations by
doctors and health professionals to ensure the interpretation of this
provision of the Regulation is clear.

e Updated in light of discussions with UK stakeholders and other Member
States on some other interpretive issues to provide additional clarity and to
reflect the fact that progress that has been made in implementing the
Regulation, for example some transition periods and deadlines laid down by
the Regulation have now passed.



http://www.food.gov.uk/foodindustry/guidancenotes/foodguid/192420006complianceguide

Consultation Process

5. The Agency has had meetings and discussions with the British Dietetic
Association, and has received questions and comments on the guidance informally
from food businesses, enforcement authorities and charities.

6. The Agency has published the consultation documents on its website at:
[INSERT WEB ADDRESS]

The consultation will run for 14 weeks. Interested parties are encouraged to contact
the Agency with any comments or queries they may have. It is not envisaged that
there will be any further consultations or formal correspondence on this version of the
guidance.

7. A summary of responses received will be published on the Agency’s website
within 3 months of the end of the consultation. All responses received will be
considered by the Agency when finalising the revised guidance for publication.
Where comments have not been taken into account, reasons why will be given in the
consultation response summary.

Questions asked in this consultation
GUIDANCE:

GQ1: Have you found the current guidance useful? Please give reasoning
for your answer.

GQ2: Do you agree the amended and new text in the revised guidance is
helpful and adequately and clearly reflects the requirements of the
Regulation? If you disagree with any of it please state the reason(s)
why.

GQ3: Are there any other sections of the existing guidance that you think
should be revised? If so please indicate which sections and why.

GQ4: Is there any additional information that should be included in the
guidance?

GQ5: Is the new section on recommendations and endorsements by national
associations of medical, nutrition or dietetic professionals and health-
related charities helpful? What impact will this have on national
associations and charities making food-related recommendations and
endorsements, and food businesses working in partnership with them?

GQ6: Is the revised section on claims which make reference to the
recommendations of individual doctors or health professionals helpful?

IMPACT ASSESSMENT:

IAQ1: Do you foresee any positive or negative impact resulting from the
introduction of the guidance on recommendations and endorsements?
Please quantify any impact.

IAQ2: Do you foresee any positive or negative impact resulting from the
other new or revised sections of the guidance? Please quantify any
impact.

IAQ3: Do you have a more accurate figure of how many food businesses are
currently making or selling products bearing nutrition or health
claims?




IAQ4: Are the time and cost estimates for familiarisation of the new and
amended sections of the guidance realistic? If not, please provide
estimates of the time and cost spent.

IAQ5: How much money do charities and other national associations
currently make from fundraising activities linked to food promotions?
What proportion of these are solely for fundraising purposes?

IAQ6: What is the likely financial impact on doctors and other health
professionals on the revised section of the guidance on
recommendations and endorsements?

IAQ7: We invite stakeholders to comment on the above assessments.

8. For the purposes of this consultation, removed text has been struck through
and new text has been highlighted yellow to make it easier to identify the key changes
to the first version of the guidance.

9. The Agency welcomes all comments on the draft revised guidance and
associated impact assessment from any stakeholder. In particular, food businesses,
doctors and other health professionals, charities and other national associations of
medical, nutrition or dietetic professionals and enforcement authorities are
encouraged to respond with their views.

Responses

10. Responses are required by close 23 March 2010. Please state, in your
response, whether you are responding as a private individual or on behalf of an
organisation/company (including details of any stakeholders your organisation
represents).

Thank you on behalf of the Food Standards Agency for participating in this public
consultation.

Yours,

Vivien Lund
Nutrition Division

Enclosed

Annex A: Standard Consultation Information
Annex B: Draft guidance

Annex C: Impact Assessment

Annex D: List of interested parties



STANDARD CONSULTATION INFORMATION Annex A
Queries

If you have any queries relating to this consultation please contact the person named
on page 1, who will be able to respond to your questions.

Publication of personal data and confidentiality of responses

In accordance with the FSA principle of openness our Information Centre at Aviation
House will hold a copy of the completed consultation. Responses will be open to
public access upon request. The FSA will also publish a summary of responses,
which may include personal data, such as your full name and contact address details.
If you do not want this information to be released, please complete and return the
Publication of Personal Data form, which is on the website at
http://www.food.gov.uk/multimedia/worddocs/dataprotection.doc Return of this
form does not mean that we will treat your response to the consultation as
confidential, just your personal data.

In accordance with the provisions of Freedom of Information Act 2000/Environmental
Information Regulations 2004, all information contained in your response may be
subject to publication or disclosure. If you consider that some of the information
provided in your response should not be disclosed, you should indicate the
information concerned, request that it is not disclosed and explain what harm you
consider would result from disclosure. The final decision on whether the information
should be withheld rests with the FSA. However, we will take into account your views
when making this decision.

. Any automatic confidentiality disclaimer generated by your IT system will not be
considered as such a request unless you specifically include a request, with an
explanation, in the main text of your response.

Further information

. Alist of interested parties to whom this letter is being sent appears in Annex B.
Please feel free to pass this document to any other interested parties, or send us
their full contact details and we will arrange for a copy to be sent to them direct.

. A Welsh version of the consultation package can be found at www.food.gov.uk

. Please contact us for alternative versions of the consultation documents in Braille,
other languages or audiocassette.

. Please let us know if you need paper copies of the consultation documents.

. This consultation has been prepared in accordance with HM Government Code of
Practice on Consultation, available at: http://www.berr.gov.uk/files/file47158.pdf
The Consultation Criteria are available at:

http://www.berr.gov.uk/whatwedo/bre/consultation-guidance/page44458.html

10. Criterion 2 of HM Government Code of Practice on Consultation states Consultations

should normally last for at least 12 weeks with consideration given to longer
timescales where feasible and sensible. This consultation is being held for a 14
weeks to take account of the fact that it runs over the Christmas period.


http://www.food.gov.uk/multimedia/worddocs/dataprotection.doc
http://www.food.gov.uk/
http://www.berr.gov.uk/files/file47158.pdf
http://www.berr.gov.uk/whatwedo/bre/consultation-guidance/page44458.html

STANDARD CONSULTATION INFORMATION Annex A

11.The Code of Practice states that an Impact Assessment should normally be

published alongside a formal consultation. Please see the Impact Assessment at
Annex B.

12.For details about the consultation process (not about the content of this consultation)
please contact: Food Standards Agency Consultation Co-ordinator, Room 2C,
Aviation House, 125 Kingsway, London, WC2B 6NH. Tel: 0207 276 8633.

Comments on the consultation process itself

13.We are interested in what you thought of this consultation and would therefore
welcome your general feedback on both the consultation package and overall
consultation process. If you would like to help us improve the quality of future
consultations, please feel free to share your thoughts with us by using the
Consultation Feedback Questionnaire at
http://www.food.gov.uk/multimedia/worddocs/consultfeedback.doc

14.1f you would like to be included on future Food Standards Agency consultations on
other topics, please advise us of those subject areas that you might be specifically
interested in by using the Consultation Feedback Questionnaire at
http://www.food.gov.uk/multimedia/worddocs/consultfeedback.doc The
guestionnaire can also be used to update us about your existing contact details.



mailto:consultationcoordinator@foodstandards.gsi.gov.uk
http://www.food.gov.uk/multimedia/worddocs/consultfeedback.doc
http://www.food.gov.uk/multimedia/worddocs/consultfeedback.doc
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SUMMARY

Intended audience: | All food business operators. The guidance is also likely to
be of interest to enforcement authorities, charities and other
national associations and health professionals.

Regional coverage: | UK

Purpose: This guidance is designed to help all food business
operators choosing to make a nutrition or health claim on
their food products comply with the Regulation (EC) No
1924/2006. It also explains the requirements for
authorisation of new claims.

Legal status: This guidance gives both regulatory and best practice
advice. Best practice guidance is in shaded boxes and
labelled as such.

Essential actions to | The key requirements of the Regulation are outlined below,
comply with including references to the guidance where there is further
Regulation: information.

e Claims must comply with the general requirements of
the Regulation as specified in Article 3, which include
not being false, ambiguous or misleading, not
encouraging or condoning excess consumption of a
food and not implying that a balanced diet cannot
provide necessary nutrients (Section 3.3).

e If aclaimis made Article 7 makes it obligatory to
provide nutrition labelling. However, a non-prepacked
foodstuff put up for sale to the final consumer or to
mass caterers, a foodstuff packed at point of sale at the
request of the purchaser or pre-packed with a view to
immediate sale, does not have to provide nutrition
labelling.

e Article 8 means that only nutrition claims listed in the
Annex to the Regulation can be made on food and only
if the product meets with the specific conditions of use

Guidance to compliance to Regulation (EC) 1924/2006 Vi DRAFT December 2009
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for that claim. For example, “low fat” can only be made
on products containing no more than 3g of fat per 100g
for solids (Section 4).

e Article 4 prohibits claims made on alcoholic beverages
containing more than 1.2% by volume of alcohol, with
limited exceptions for reduced energy or reduced
alcohol and low alcohol content claims (Section 3.2).

e Atrticle 12 prohibits health claims which suggest that
health could be affected by not consuming the food
(Section 3.2).

e Health claims which make reference to the rate or
amount of weight loss are prohibited by Article 12
(Section 3.2 and 9.6).

e Article 12 states that health claims which make
reference to recommendations of individual doctors or
health professionals cannot be made on food (Section
3.2 and 9.7).

e As specified by Article 10, health claims must be
authorised and included in the list of authorised health
claims in the Community Register', to be used on food.
Products will also have to meet the specific conditions
of use stated. The list of authorised health claims in the
Community Register has yet to be put in place; a
summary of how claims are to be listed is given below,
as are details of the dates when products will need to
comply with these requirements (Section 5).

e Atrticle 4 of the Regulation puts in place provisions that

! The Community Register will be built up gradually as claims are authorised and can
be found at: http://ec.europa.eu/food/food/labellingnutrition/claims/index_en.htm

Guidance to compliance to Regulation (EC) 1924/2006 Vii DRAFT December 2009
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may restrict the use of claims on certain foods or
categories of foods based on their nutritional
composition (nutrient profile). Food business operators
will have two years to comply with these controls once
the profiles are adopted (Section 6.2).

Guidance to compliance to Regulation (EC) 1924/2006 Viii DRAFT December 2009
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This guidance follows the Government Code of Practice on Guidance. If you believe this
guidance breaches the Code for any reason, please contact us using the number on the front
sheet. If you have any comments on the guidance, again please contact us on the number
on the front sheet.

Revision | Revision date Purpose of revision Revised by
No.
1-draft | March 2007 Draft guidance version 1for =} . o | owrie (FSA)
consultation
1. Revised following stakeholder
. April 2008 feedback and published as Clare Lowrie (FSA)
published . .
guidance version 1
Draft guidance version 2 for
consultation, revised to update
guidance and include new
section on endorsements b .
2-draft | September 2009 Y | sarah Hicks (FSA)

national associations of
medical, nutrition or dietetic
professionals and health-
related charities

The following table details the key areas of change in version 2 of the guidance:

Section Change made
Section 2.7 New section on use of recommendations of or endorsements by
national associations of medical, nutrition or dietetic professionals and
health-related charities
: New sub-section on the use of “reduced energy” and “reduced
Section 3.2 . .
alcohol” claims on alcoholic beverages
. Additional information updating on the Article 13 health claim
Section 5.3 o
authorisation process
, Additional information on EU guidance on the application process for
Section 5.6 . g PP P
health claims
Section 8.3 New section on the Primary Authority scheme

Guidance to compliance to Regulation (EC) 1924/2006 iX

DRAFT December 2009
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Section 9.1, Q2 Revised Q on “contains”/”source of” vitamin and mineral claims
Section 9.3, Q21 New Q on cosmetic claims
Section 9.4, Q25 New Q on claims on menus
Section 9.5, Q34 New Q on charity endorsements

Revised Q on claims which make reference to the recommendations

Section 9.7, Q39 of individual doctors and health professionals

New Q on claims which make reference to the recommendations of

Section9.7,Q45 | o\, -
ection 9.7, Q individual doctors and health professionals

Revised Q on claims which make reference to the recommendations

Section 9.7, Q46 o i
ection 9.7, Q of individual doctors and health professionals

New Q on definition of significant amounts for foods intended

. . 2 . .
Section 9.8, Q5 exclusively for children

Revised Q on significant amounts for vitamins and minerals not

Section 9.9, Q54 included in the Annex to Directive 90/496/EEC

Section 9.9, Q61 Revised Q on method for measuring fibre

Section 9.9, Q64 Revised Q on “low fat” claims on spreadable fats

Section 9.11, Q80 Revised Q on reformulation claims

Revised Q on submitting Article 13 health claims after the deadline in

ion 9.1 7 i
Section 9.13, Q8 the Regulation

Section 9.15, Q103 | New Q on the transition period in Article 28(6)(b) of the Regulation

Guidance to compliance to Regulation (EC) 1924/2006 X DRAFT December 2009
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REGULATIONS REFERRED TO IN THIS GUIDANCE

This guidance covers Regulation (EC) No 1924/2006 on nutrition and health claims
made on foods, which applies directly in all EU Member States.

In each of the UK countries a domestic Regulation or Statutory Instrument is in place,
which designates “competent authorities” who will enforce the requirements of the
legislation as well as establishing enforcement provisions and penalties.

The Nutrition and Health Claims Regulations (England) 2007 (SI 2007 No. 2080)
The Nutrition and Health Claims Regulations (Wales) 2007 (SI 2007 No. 2611)
The Nutrition and Health Claims Regulations (Scotland) 2007 (SI 2007 No. 383)
The Nutrition and Health Claims Regulations (Northern Ireland) 2007 (SI 2007 No.
349)

Details are below of all the regulations referred to in the text of this guidance, plus the
full name and number of the respective regulation in each country where relevant.
Please note that the links to EU legislation are to consolidated amendments, but the
links to UK legislation are to the original as consolidated versions are not generally
available. Therefore, you will need to ensure you consult the amendments as well as
the original UK legislation detailed below.

Legislation Website

Corrigendum-to Regulation (EC) No | hitp:/leur-

1924/2006 of the European lex.europa.eu/LexUriServ/site/enfo}f2

Parliament and of the Council of the | 88740124 061220070118er0003001

European Union on nutrition and 8-pdf

health claims made on food (as http://eur-

amended) lex.europa.eu/LexUriServ/LexUriServ.
do?uri=CONSLEG:2006R1924:20080
304:EN:PDF

Regulation (EC) No 353/2008 of the | http://eur-

European Parliament and of the lex.europa.eu/LexUriServ/LexUriServ.

Council of the European Union do?uri=0J:L:2008:109:0011:0016:EN

establishing implementing rules for :PDFE

applications for authorisation of

health claims as provided for in

Article 15 of Regulation (EC) No
1924/2006 (as amended)

Guidance to compliance to Regulation (EC) 1924/2006 Xi DRAFT December 2009
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Consumer Protection from Unfair
Trading Regulations 2008

http://www.opsi.gov.uk/si/si2008/pdf/u
ksi 20081277 en.pdf

Food Safety Act 1990 (as amended)

Food Safety (Northern Ireland) Order
1991

http://www.opsi.gov.uk/acts/acts1990/
Ukpga 19900016 en 1.htm

http://www.opsi.gov.uk/si/si1991/UKksi
19910762 en 1.htm

Food Labelling Regulations 1996 (as
amended), SI No. 1499

Food Labelling Regulations (Northern
Ireland) 1996, SR No. 383

http://www.opsi.goVv.uk/si/si1996/UKsi
19961499 en 1.htm

http://www.opsi.gov.uk/sr/sr1996/Nisr
19960383 en 1.htm

Regulation (EC) No 178/2002 of the
European Parliament and of the
Council of the European Union 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 amended)

http://eur-
lex.europa.eu/LexUriServ/LexUriServ.

do?uri=CONSLEG:2002R0178:20090
807:EN:PDF

S| No. 2824, Food Labelling
Regulations (Amendment) (England)
(No.2) Regulations 2004

SSI No. 472, Food Labelling
Regulations (Amendment) (Scotland)
(No.2) Regulations 2004

NISR No. 469, Food Labelling
(Amendment No.2) Regulations
(Northern Ireland) 2004

WSI No. 3022, Food Labelling
Regulations (Amendment) (Wales)
(No.2) Regulations 2004

http://www.opsi.gov.uk/si/si2004/uksi
20042824 en.pdf

http://www.opsi.gov.uk/leqislation/scot
land/ssi2004/ssi 20040472 en.pdf

http://www.opsi.gov.uk/sr/sr2004/200
40469.htm

http://www.opsi.gov.uk/legislation/wal
es/wsi2004/wsi 20043022 mi.pdf

Directive 89/398/EEC relating to
foodstuffs intended for particular
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nutritional uses.

Implemented by:

Sl No. 181, The Notification of
Marketing of Food for Particular
Nutritional Uses (England)
Regulations 2007

SSI No. 37, The Notification of
Marketing of Food for Particular
Nutritional Uses (Scotland)
Regulations 2007

NISR No. 60, The Notification of
Marketing of Food for Particular
Nutritional Uses Regulations
(Northern Ireland) 2007

WSI No. 1040, The Notification of
Marketing of Food for Particular
Nutritional Uses (Wales) Regulations
2007

http://www.opsi.gov.uk/si/si2007/pdf/u
ksi 20070181 en.pdf

http://www.opsi.gov.uk/legislation/scot
land/ssi2007/pdf/ssi 20070037 en.p
df

http://www.opsi.gov.uk/sr/sr2007/pdf/
nisr 20070060 en.pdf

http://www.opsi.gov.uk/legislation/wal
es/wsi2007/pdf/wsi 20071040 mi.pdf

General Food Regulations 2004, Sl
No. 3279

General Food Regulations (Northern
Ireland) 2004, SR No. 505

http://www.opsi.gov.uk/si/si2004/uksi
20043279 en.pdf

http://www.opsi.gov.uk/sr/sr2004/200
40505.htm

Sl No. 2785, The Natural Mineral
Water, Spring Water and Bottled
Drinking Water (England)
Regulations 2007 (as amended)

SSI No. 483, The Natural Mineral
Water, Spring Water and Bottled
Drinking Water (Scotland) (No.2)
Regulations 2007 (as amended)

NISR No. 420, The Natural Mineral
Water, Spring Water and Bottled
Drinking Water Regulations (Northern
Ireland) 2007 (as amended)

WSI No. 3165, The Natural Mineral
Water, Spring Water and Bottled
Drinking Water (Wales) Regulations

http://www.opsi.gov.uk/si/si2007/uksi
20072785 en 1

http://www.opsi.gov.uk/leqislation/scot
land/ssi2007/ssi 20070483 en 1

http://www.opsi.gov.uk/sr/sr2007/nisr
20070420 en 1

http://www.opsi.gov.uk/legislation/wal
es/wsi2007/pdf/wsi 20073165 mi.pdf
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2007 (as amended)

Sl No. 1387, The Food Supplements
(England) Regulations 2003

SSI No. 278, The Food Supplements
(Scotland) Regulations 2003

NISR No. 273, The Food
Supplements Regulations (Northern
Ireland) 2003

WSI No. 1719, The Food
Supplements (Wales) Regulations
2003

http://www.opsi.gov.uk/si/si2003/2003
1387.htm

http://www.opsi.gov.uk/leqislation/scot
land/ssi2003/20030278.htm

http://www.opsi.gov.uk/sr/sr2003/200
30273.htm

http://www.opsi.gov.uk/legislation/wal
es/wsi2003/wsi 20031719 mi.pdf

lation (EC O v
down standards for spreadable fats
E o | gy
Regulation (EC) No 445/2007)
Regulation (EC) No 1234/2007

of 22 October 2007

establishing a common organisation
of agricultural markets and on
specific provisions for certain
agricultural products (Single CMO
Regulation)

Reg{(EC) 2991/94

http:Heur
lex-europa-eufLexUriServ/LexUriSen:
do2uri=CELEX:31994R2991-EN-HTM
E

Reg{EC)445/2007

http://eur-
lex-europa-eufexUrSenv/sitelenloil2
007/1-106/-10620070424en0024002
O-pef

http://eur-
lex.europa.eu/LexUriServ/LexUriServ.

do?uri=CONSLEG:2007R1234:20080
701:EN:PDF

Regulation (EC) No 608/2004
concerning the labelling of foods and
food ingredients with added
phytosterols, phytosterol esters,
phytostanols and/or phytostanol
esters

http://eur-
lex.europa.eu/LexUriServ/site/en/oj/2

004/1_097/1 09720040401en0044004
5.pdf
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INTRODUCTION

On 30 December 2006 a Regulation of the European Parliament and of the Council
of the European Union on nutrition and health claims made on foods was published.
A corrigendum, which amends the text published on 30 December to reflect the
agreed Regulation, was published on 18 January 2007. Further amendments to the
Regulation were agreed in January 2008 and a consolidated version of the
Regulation was published on 4 March 2008>. It is this version that food business
operators must comply with. Please note, we do not include the text of this
Regulation in this guidance, but provide a link at footnote 3 to the Commission
website where the latest version can be found.

INTENDED AUDIENCE

This guidance is intended to help food business operators, in particular Small and
Medium sized Enterprises (SMEs) comply with Regulation (EC) No 1924/2006 on
nutrition and health claims made on foods.

PURPOSE OF GUIDANCE

This guidance is designed to help you comply with Regulation (EC) No 1924/2006.if
you choose to make a nutrition or health claim on your food product. It also explains
the requirements for authorisation of new claims. The guidance may be read from
cover to cover, but you might find it a more useful tool by following the steps relevant
to you. Where you see a * you will need to select the appropriate statement to
continue to the relevant section”.

% The latest version of this Regulation may be found on the Commission website by
following this link:

http://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=CONSLEG:2006R1924:20080304:EN:P

DF

* As resources allow, the Agency will try to make this an interactive document with
links to the appropriate section of the guidance and other information sources.
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LEGAL STATUS OF GUIDANCE

These guidance notes have been produced to provide informal, non-binding advice
on:

o the legal requirements of Regulation (EC) No 1924/2006 on nutrition and health
claims made on foods; and

o best practice in this area.

These guidance notes should be read in conjunction with the legislation itself. The
guidance on legal requirements should not be taken as an authoritative statement or
interpretation of the law, as only the courts have this power. Itis ultimately the
responsibility of individual businesses to ensure their compliance with the law.
Compliance with the advice on best practice is not required by law. To distinguish
between the two types of information, all advice on best practice is in shaded
boxes, with a heading of Best Practice.

Businesses with specific queries may wish to seek the advice of their local
enforcement agency, which will usually be the trading standards/environmental health
department of the local authority.

Guidance to compliance to Regulation (EC) 1924/2006 XVii DRAFT December 2009
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SECTION 1 - INTRODUCTION AND SUMMARY

INTRODUCTION

When making a voluntary nutrition or health claim you must comply with the
requirements of European Regulation (EC) No 1924/2006 on nutrition and
health claims made on food. This section provides background information
about Regulation 1924/2006 and a brief summary of the key controls it
introduces.

This is the first piece of specific legislation to deal with nutrition and health
claims and seeks in-much-more-specific-terms to protect consumers from
misleading or false claims. It harmonises legislation across the European
Community making it easier to trade and aids food business operators in
complying with the law. The Regulation will also make it easier for you to
identify nutrition and health claims that can justifiably be used on a specific
product.

If you make, or plan to make, a nutrition or health claim, as well as using the
rest of these guidance notes you are advised to consult your Primary
Authority/Home Authority® where you have one to ensure you meet with the
requirements of the Regulation. You should start by reading Sections 2 and 3
of the guidance, which outline the scope of the Regulation and give general
information about making claims. By answering the questions at the end of
Section 3 you can identify the additional sections of this guidance that are
relevant to you. In addition, you may find it helpful to read Section 9, which
includes the answers to specific questions about the Regulation.

BACKGROUND

On 30 December 2006 a Regulation of the European Parliament and of the
Council of the European Union on nutrition and health claims made on foods
was published as Regulation (EC) 1924/2006. A corrigendum with the legal
text of the Regulation was published on 18 January 2007. This amends the
text that was originally published and reflects the agreed Regulation. H-is-this

® The Primary Authority/Home Authority scheme is described at Section 8.2
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text-thatfood-business-operators-must-comply-with- In January 2008 two
amendments to the Regulation were agreed. Regulation (EC) 107/2008

amends the comitology procedures® laid down by the Regulation and
Regulation (EC) 109/2008 introduces a transition period for claims referring
to children’s development and health. A consolidated version of the
Regulation which takes into account these amendments was published on 4
March 2008. A copy of this Regulation can be found at the following website
address:

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CONSLEG:2006R1924:20080304:EN:PDF

1.3  WHAT IS ANUTRITION CLAIM AND WHAT IS A HEALTH CLAIM?

5. Article 2 defines a nutrition claim as any claim which states, suggests or
implies that a food has particular beneficial nutritional properties due to the
presence, absence, increased or reduced levels of energy or of a particular
nutrient or other substance, and includes claims such as “source of calcium”,
“low fat”, “high fibre” and “reduced salt”.

6. Article 2 also defines a health claim as any claim that states, suggests or
implies that a relationship exists between a food category, a food or one of its
constituents and health. This would include claims such as “calcium helps
build strong bones”. More general claims such as “good for you” may also be
health claims, and the Regulation takes these into account.

7. Further advice about what is and isn’t a nutrition or health claim and what
does and does not have to comply with the Regulation can be found in
Section 2.

1.4 KEY REQUIREMENTS OF THE REGULATION

8. Although the key requirements of the Regulation are outlined below, there
may be more specific requirements not mentioned here. You are therefore
recommended to consult the rest of the guidance to ensure you comply with
the Regulation.

® The committee system in the European Union by which legislative decisions are
made
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. Claims must comply with the general requirements of the Regulation
as specified in Article 3, which include not being false, ambiguous or
misleading, not encouraging or condoning excess consumption of a
food and not implying that a balanced diet cannot provide necessary
nutrients.

. If a claim is made Article 7 makes it obligatory to provide nutrition
labelling. However, a non-prepacked foodstuff put up for sale to the
final consumer or to mass caterers, a foodstuff packed at point of sale
at the request of the purchaser or pre-packed with a view to immediate
sale, does not have to provide nutrition labelling.

o Article 8 means that only nutrition claims listed in the Annex to the
Regulation can be made on food and only if the product meets with
the specific conditions of use for that claim. For example, “low fat” can
only be made on products containing no more than 3g of fat per 100g
for solids.

o Claims must not be made on alcoholic beverages containing more
than 1.2% by volume of alcohol, with limited exceptions for reduced
energy or reduced alcohol and low alcohol content claims (Article 4).

o Health claims which suggest that health could be affected by not
consuming the food cannot be made on food (Article 12).

o Health claims which make reference to the rate or amount of weight
loss cannot be made on food (Article 12).

o Health claims which make reference to recommendations of individual
doctors or health professionals cannot be made on food (Article 12).

. As specified by Article 10, health claims must be authorised and
included in the list of authorised health claims in the Community
Register’ to be used on food. Products will also have to meet the
specific conditions of use stated. The list of authorised health claims in
the Community Register has yet to be put in place; a summary of how

" The Community Register will be built up gradually as claims are authorised ané

guidance-published.-and can be found at:

http://ec.europa.eu/food/food/labellingnutrition/claims/index_en.htm
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claims are to be listed is given below, as are details of the dates when
products will need to comply with these requirements.

9. Article 4 of the Regulation puts in place provisions that may restrict the use of
claims on certain foods or categories of foods based on their nutritional
composition (nutrient profile). i
witlbe-adopted-by-19-January-2009- Food business operators will then have
two years to comply with these controls once the profiles are adopted in
Europe.

1.5 COMMUNITY REGISTER OF HEALTH CLAIMS

10. The complete list of authorised health claims in the Community Register is
not yet in existence and the Regulation puts in place three ways to get claims
authorised and added:

i. MemberStatesmust-bBefore 31 January 2008, Member States have
submitted a lists of claims based on generally accepted scientific evidence
to the European Commission which, on the advice of the European Food
Safety Authority (EFSA), must decide if claims they can be included in the
list of authorised health claims in the Community Register. These claims
must had to be accompanied by references to the relevant scientific
justification and conditions of use applying to them (Article 13). The
Agency submitted the UK list of candidate health claims on 30 January
2008.

il. Claims based on new or emerging science and/or proprietary data will
need to be accompanied by a dossier of information in support of the claim
(Article 18). EFSA will assess this evidence before advising the

Commlssmn ona deC|S|on Eepelams—submrt%ed—m—tms—way—thew—ls—a

iii. Health claims which refer to a reduction in the risk of a disease or to
children’s development and health will also need to be submitted with a
dossier of information in support of the claim for assessment by EFSA
(Article 14).

11. Further information about the authorisation of health claims can be found in
Section 5. 1t is, however, important that you also read Section 2, to find out
whether the Regulation applies to you, and Section 3, which details the
general requirements of the Regulation that apply to all claims.
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1.6 KEY DATES (ARTICLE 28)

12. Although the Regulation applied from 1 July 2007, Article 28 puts in place
transitional measures that mean you will have anywhere up to 15-years
January 2022 to comply with different specific aspects of the Regulation. For
full details of the transitional periods please see Section 7. Atable-of-the key
datesforcomphiance-is-givenbelew: In some instances the Regulation does
not provide exact end dates for transition periods but instead allows for
periods following certain decisions. For example, there is a two-year
transitional period for products to comply with the controls relating to nutrient

proflles foIIowmg their adoptlon A&nu%nent—preﬁles—have%&b&adepted—by
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was-in-use-before- 19" January 2007 and-an

||||d||eat|ngl tll.'e ||||p|e|ta| ||ee| Iel al_ﬁuauel d_ and
N the T , - -
s |e|el.uets- '.".HSE eellnlply “l"l'tl'lu'.e ||-ut|||entp|e_llle 6
profite-wil-be-adopted-by-19-January-2009-
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1.7 HOW TO MAKE A CLAIM

13. Fhefollowing Please see Appendix V for a flow diagram, which will tell you
what to do if you want to make a nutrition or health claim.

Additional information of interest

Section 6 gives full details of the future control of nutrition and health claims.
Section 8 gives details about enforcement of the Regulation in the UK.
Section 9 gives answers to frequently asked questions.
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SECTION 2 - SCOPE

INTRODUCTION

Whether a claim has to comply with the Regulation (is within scope) or not
will depend on the nature of the claim, where the claim is made and why the
claim is made. This section offers guidance on the scope of Regulation
1924/2006 and when claims will need to comply with its requirements.

For certain food types or products, there is specific legislation which may
control the use of labelling, and which is not therefore a voluntary nutrition or
health claim. This section includes guidance on when and how claims in
these cases are controlled by the Regulation.

Appendix V includes a flow diagram to help you work out whether or not you
need to comply with the requirements of the Regulation. This flow chart
should be used in conjunction with the rest of the information in this section.

NATURE OF THE CLAIM — NUTRITION CLAIM

Article 2 of the Regulation defines a nutrition claim as any claim which states,
suggests or implies that a food has particular beneficial nutritional properties
due to the presence, absence, increased or reduced levels of energy or of a
particular nutrient or other substance. Nutrition claims provide factual
information about the nutritional composition of the food. Some examples of
nutrition claims are “reduced energy”, “contains calcium”, “low fat”, “high
fibre” and “contains lycopene”.

As specified in the Annex, rather than control the exact wording of nutrition
claims, the Regulation will control anything that has the same meaning to the
consumer as one of the claims listed in the Annex. For example, it is the
Agency’s view that “contains no fat” would be subject to the conditions for “fat
free”. As well as controlling different wordings the Regulation also controls
the use of pictorial or symbolic representations that have the same meaning
to the consumer (Article 2) e.g.:

Guidance to compliance to Regulation (EC) 1924/2006 8 DRAFT December 2009
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19. It is a requirement of the Regulation (Article 5) that consumer understanding
is taken into account when deciding whether a claim is controlled by the
Regulation. Where a claim states, suggests or implies a nutritional benefit,
and consumers are likely to view it as such, it will need to comply with the
controls of the Regulation.

20. The Regulation only controls nutrition claims that refer to beneficial nutritional
properties (Article 2) and does not control claims that refer to non-beneficial
nutritional properties such as “high in fat” or “high in salt”. In some cases the
context of the claim will need to be considered to decide if the nutritional
property would be beneficial to the consumer. For example, in the Agency’s
view “high in calories” on a ready meal is unlikely to be a beneficial nutritional
property; however, the claim “high energy” on a drink aimed at athletes could
be beneficial (see also Section 2.9).

21. In some cases the claim will be neither beneficial nor non-beneficial and will
refer to statement of fact, such as “contains 10g of fat”. Such statements

must not be misleading and are controlled by the Frade-Deseriptions-Act

1968 -{soon-to-bereplaced-by-the-Consumer Protection from Unfair Trading
Regulations 2008}, the Food Safety Act 19908 and European Regulation

178/2002, which make it an offence to mislead consumers and give out false
information. If, however, the information is presented in a way that implies it
is beneficial to consumers, such as “contains only 10g of fat” or “contains
less than 10g of fat”, the Agency’s opinion is that it would need to comply
with Regulation 1924/2006 on nutrition and health claims made on foods.
The presentation of nutritional information is controlled by Directive
90/496/ECC on nutrition labelling for foodstuffs and has been transposed into
UK law by the Food Labelling Regulations, 1996. This Directive,-which-is
currently-underreview; sets out the content and format of nutrition

declarations whether or not they are given voluntarily.

22. Statements which do no more than highlight the presence or absence of an
ingredient (as defined by the Food Labelling Regulations 1996), that has not
been added, enhanced or removed for the purpose of highlighting a health or
nutrition benefit, developing a health or nutrition function in the food, or
improving the nutritional profile of the final food may be regarded as being

8 When the Food Safety Act 1990 is referred to throughout this guidance, this should
also be taken to include the Food Safety (Northern Ireland) Order 1991 in Northern
Ireland
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outside the scope of the Regulation, unless presented in a way that suggests
or implies to consumers that the product has beneficial nutritional properties
as defined in the Regulation. Examples here might be “contains no
additives”. Any claim included in the Annex has already been considered and
deemed to be a nutrition claim. Use of a claim included in the Annex, such as
“no added sugar”, must comply with the requirements of the Regulation.

The answers to frequently asked questions relating to this section can be
found in Section 9.1 and 9.2.

NATURE OF THE CLAIM - HEALTH CLAIM

Article 2 of the Regulation defines a health claim as any claim that states,
suggests or implies that a relationship exists between a food category, a food
or one of its constituents and health. Health claims are different to nutrition
claims as they refer to, or imply, a function in the body. For example “contains
calcium” only refers to the composition of the food and is a nutrition claim. In
contrast “calcium helps build strong bones” refers to the function of calcium in
the body and would be considered a health claim. Other examples of health

claims include “is-good-foryour-heart” “probiotic” and “helps you lose weight”.

Articles 10-14 of the Regulation divide health claims into different types,
which are then controlled in different ways. If you intend to make one of the
following types of claims you will need to read the rest of this guidance, in
particular Sections 3 and 5, to ensure you comply with the requirements of
the Regulation.

o Claims referring to the role of a nutrient or other substance in growth,
development and functions of the body. For example “calcium helps
maintain strong bones”.

o Claims referring to psychological and behavioural functions. For
example “helps with-improve concentration”.

o Claims referring to slimming or weight control or a reduction in the
sense of hunger or an increase in the sense of satiety or to the
reduction of the available energy from the diet. For example “keeps
you feeling fuller for longer”.

Guidance to compliance to Regulation (EC) 1924/2006 10 DRAFT December 2009
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o Claims about general, non-specific benefits of the nutrient or food for
overall good health or health-related well-being. For example “good for
you” or “healthy”.

. Claims referring to children’s development and health. This includes
health claims solely referring to the development and health of
children (aged up to 18 years), and where the scientific substantiation
only relates to children. It also includes health claims used on products
intended exclusively to children, including follow on formulae and
cereal-based baby foods, as defined by Directive 2006/141/EC and
Directive 2006/125/EC.

o Claims that state, suggest or imply that the consumption of a food
category, a food or one of its constituents significantly reduces a risk
factor in the development of a human disease. This would cover
claims that refer to the reduction of a risk factor of a disease, with or
without mentioning the disease name.

. Prohibited claims (see Section 3.2).

The Food Labelling Regulations 1996 (as amended) state that medicinal
claims, which claim that a food has the property of preventing, treating or
curing a human disease, are not permitted to be used on or about food and
this will continue to be the case. As a result it will NOT be possible to make
statements such as “eating long chain omega-3 may prevent or improve
symptoms of heart disease”. Products that make claims such as this may be
subject to medicines legislation. For further information on medicine controls
please see the Medicines and Healthcare products Regulatory Agency’s
website at www.mhra.gov.uk

Statements referring to government health messages are not covered by the
Regulation unless they make an explicit nutrition or health claim. For
example, making a statement such as “in line with Food Standards Agency
salt targets” or “the Food Standards Agency recommends eating two portions
of edly fish a week, one of which should be oily” are not, in the Agency’s view,
controlled by the Regulation. Such statements would need to comply with the
Trade Descriptions Act 1968 {soon to be replaced by the Consumer
Protection from Unfair Trading Regulations)-2008, the Food Safety Act 1990
and European Regulation 178/2002 which make it an offence to mislead
consumers and give out false information. If, however, a nutrition or health
claim is also made, such as “the Food Standards Agency recommends eating

Guidance to compliance to Regulation (EC) 1924/2006 11 DRAFT December 2009
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two portions of eily fish a week, one of which should be oily, because it’s
good for your heart”, the additional health claim would need to comply with
the requirements of the Regulation.

28. The answers to frequently asked questions relating to this section can be
found in Section 9.2.

2.4 WHERE THE CLAIM IS MADE — COMMERCIAL COMMUNICATION
(ARTICLE 1)

29. Article 1 means that the Regulation only applies to claims made in a
commercial context. To decide whether or not you need to comply with the
requirements of the Regulation you should consider why the claim is being
made and in what context. If a health claim is made in a commercial context
it will have to comply with the requirements of the Regulation. These are
outlined in this guidance document and include the requirement for health
claims to be authorised and listed in the Community Register. However, if the
same claim is made in a non-commercial context it is outside the scope of
the Regulation, does not have to comply with the conditions laid down therein
and is not a claim as defined in the Regulation, rather an independent
statement.

30. In some cases it is easy to identify what is and what is not a commercial
communication. Recital 4 gives some examples of non-commercial
communications — dietary guidelines or advice issued by public health
authorities and bodies, and information in the press and in scientific
publications. In the Agency’s view, any form of product labelling or
packaging to be delivered as such to the final consumer (see below) would
be commercial. As would product specific advertising in any form, including in
print, broadcast, internet or direct mail, promotional features in print media, in
store promotion and catalogues or product directories, whether printed or on
line (this is not an exhaustive list). In other cases it may not be so easy to
define what is, and what is not a commercial communication. As specific
circumstances will vary, it is likely that decisions about whether a claim is
being made in a commercial context would need to be made on a case-by-
case basis. Although you should always consult your Local Authority for their
view, below is some general guidance on what is a commercial
communication.

31. To help you decide if a claim is being made in a commercial context you can
apply the following tests. There will be many cases where no one test is
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determinative, but the combination of results may give an indication as to
whether or not a claim is being made in a commercial context. Although
these tests can be used to help you decide if a claim is being made in a
commercial context, it will ultimately be the courts who decide if this is the
case and if a claim needs to comply with the requirements of the Regulation.

o What is the primary object of the claim and its context? If it is in the
form of information to get people to change behaviour, such as
decrease or increase consumption of certain substances for their own
benefit, and is not directly used to advertise or promote a product or
specific ingredient within a product, then this may be characterised as
non-commercial. If the primary object is to induce the final consumer
to eat a specific product, to the benefit of the manufacturer or retailer
(either directly financial or indirectly, e.g. reputation), it is commercial.

o If a third party makes the claim, have they been paid to make the
claim (commercial) or are they doing it to provide “information” (not
commercial)?

o If the third party has not been paid, is the claim within the information
they give likely to lead to gain in kind, or some intangible future benefit
(indirectly commercial, in the sense that the inducement may call into
guestion the independence of the information)?

32. Consideration should also be given to the context of the claim and how
consumers view the information presented to them, in particular any
information presented in the same field of vision. For example, on its own a
magazine article about the benefits of oily fish, such as salmon, may not be
commercial. However if an advertisement for salmon is made in the same
field of view and consumers could be expected to link the article with the
advertisement, any claims made about salmon in the article are probably
commercial.

33. The answers to frequently asked questions relating to this section can be
found in Section 9.4.
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WHERE THE CLAIM IS MADE - FINAL CONSUMER (ARTICLE 1)

The Regulation only applies to claims made in communications aimed at the
final consumer (Article 1) and it is the Agency's opinion that it will not control
claims made in communications within trade, to doctors or other health
professionals, or to their organisations, whether the claim is in the labelling,
presentation or advertising of the food. However, if the information were, at
any time, conveyed to the final consumer within a commercial context, any
claims made would need to comply with the requirements of the Regulation.

The Regulation (Article 1, paragraph 2) will also apply to claims made about
foods intended for supply to restaurants, hospitals, schools, canteens and
other mass caterers.

WHERE THE CLAIM IS MADE - TRADEMARKS AND BRAND NAMES

—H-a-trademark-or-the-brand-name-of-afoedHs If a trademark or brand name
appearing on a food or in the presentation or advertising of a food implies a
nutrition or health claim, it will come within the scope of the Regulation.
However, Article 1 of the Regulation exempts such brand names or
trademarks from having to be authorised or be present in the Annex of
nutrition claims or the Community Register of health claims. However, such
brand names or trademarks must be accompanied by a prominent, related,
authorised and listed claim.

The answers to frequently asked questions relating to this section can be
found in Section 9.5.

Guidance to compliance to Regulation (EC) 1924/2006 14 DRAFT December 2009
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WHERE THE CLAIM IS MADE - USE OF RECOMMENDATIONS OF OR
ENDORSEMENTS BY NATIONAL ASSOCIATIONS OF MEDICAL,
NUTRITION OR DIETETIC PROFESSIONALS AND HEALTH-RELATED
CHARITIES

The Regulation does not put in place specific rules concerning
recommendations of or endorsements by national associations of medical,
nutrition or dietetic professionals and health-related charities, but instead
states that national rules can apply (Article 11). There are no such rules in
place in the UK. However, if the recommendation or endorsement implies a
nutrition or health claim it must comply with the general provisions of the
Regulation.

If the recommendation or endorsement implies a nutrition or health claim
then that claim must be authorised and included in the Annex of nutrition
claims or the Community Register of health claims. If the recommendation or
endorsement implies a reference to general, non-specific benefits of a food
for overall good health then, in accordance with Article 10(3), it would need to
be supported by a relevant, authorised health claim. Please see Section 5.1
for further details.

In some cases, the recommendation or endorsement may be a trademark,
for example a charity logo. If so, and the trademark would be construed as a
nutrition or health claim, it must comply with Article 1(3) and be accompanied
by a relevant, authorised nutrition or health claim. Please see Section 2.6 for
further details.

41.

Best Practice

Sometimes national associations of medical, nutrition or dietetic
professionals and health-related charities establish fundraising partnerships
with food businesses and may allow their logo or details of the association
or charity to appear in the labelling, presentation or advertising of food. You
must be clear if such a partnership is purely for fundraising purposes as
consumer research shows that consumers often infer health benefits from
products associated with the name of a health-related national association
or charity.
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Other related legislation and guidance to be aware of
42. You are recommended to contact the Charity Commission and the Office of

the Third Sector to ensure you are complying with both the law and best
practice guidelines.

43. The website of the Office of the Third Sector can be found at the following
address:

http://www.cabinetoffice.gov.uk/third sector/law and requlation.aspx

44. Their guidance on charitable fundraising for both charities and commercial
partners can be found at the following address:

http://www.cabinetoffice.gov.uk/media/110668/amended%20guidance%20final.pdf

45. In addition to this guidance, the Charity Commission guidance on “fund-
raising through partnerships with companies” should also be consulted:

http://www.charity-commission.gov.uk/supportingcharities/com_fin2.asp

46. In addition to complying with the Regulation, professional codes of practice,
such as the Health Professions Council’s Standards of Conduct,
Performance and Ethics, or the British Dietetic Association’s code should
also be adhered to. The Agency recommends that the principles laid down
in the Office of the Third Sector and Charity Commission guidance should
be upheld to help ensure consumers are not misled and to encourage
consumer confidence in such schemes.

http://www.hpc-uk.org/publications/standards/index.asp?id=38

47. The answers to frequently asked questions relating to this section can be
found in Section 9.5.

2.8 WHY THE CLAIM IS MADE

48. Article 2 clarifies that the Regulation controls only voluntary nutrition and
health claims made on foods and does not apply to statements or
descriptions that are required to be present by other EU or UK food

legislation. For example the-Spreadable-Fats (Marketing-Standards)
Regulations-1999 Regulation (EC) No 1234/2007 establishing a common

Guidance to compliance to Regulation (EC) 1924/2006 16 DRAFT December 2009


http://www.cabinetoffice.gov.uk/third_sector/law_and_regulation.aspx
http://www.cabinetoffice.gov.uk/media/110668/amended%20guidance%20final.pdf
http://www.hpc-uk.org/publications/standards/index.asp?id=38

FOOD
AGENCY

organisation of agricultural markets and on specific provisions for certain
agricultural products requires that products with a fat content of 60-62% must
be labelled "three-quarter-fat" or may be described as "reduced fat" and in
these cases use of the term “reduced fat” would not need to comply with the
requirements of the nutrition and health claims Regulation.

49. The Food Labelling Regulations 1996 (as amended) require foods to be
marked or labelled with the name of the food and where there is no legal or
customary name, “the name used for the food shall be sufficiently precise to
inform a purchaser of the true nature of the food and to enable the food to be
distinguished from products with which it could be confused and, if
necessary, shall include a description of its use”. It may be that the only way
of complying with this requirement is to include a statement that is
tantamount to a claim. For example if zinc is added to an orange juice drink
consumers would need to be made aware of this and reference would need
to be made in the name of the product, such as “orange juice drink with
added zinc”. To the extent that wording is necessary to comply with
mandatory labelling requirements, it is the Agency’s view that this would not
be a claim subject to the nutrition and health claims Regulation. However, the
name of the product is only required to appear once and so in our example
any additional reference to zinc would go beyond this mandatory requirement
and have to fully comply with the controls in the nutrition and health claims
Regulation.

50. Please note, that when labelling with the name of the product, it is necessary
to comply with Frade-Deseriptions-Act-1968(soon-to-bereplaced-by-the
Consumer Protection from Unfair Trading Regulations 2008}, the Food Safety
Act 1990 and European Regulation 178/2002, which make it an offence to
sell a food with a label that falsely describes a food or is likely to mislead
consumers as to its nature or substance or quality.

Best Practice

51. Itis the Agency’s view that to ensure the name does not mislead consumers, it
should be consistent with the compositional requirements of Regulation
1924/2006. So to try and ensure that reference to a vitamin or mineral in the
name of the product is not likely to mislead consumers, the Agency recommends
it should be present in a significant amount as required by the Annex of
Regulation 1924/2006.

Guidance to compliance to Regulation (EC) 1924/2006 17 DRAFT December 2009
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2.9 ADDITIONAL LEGISLATION CONTROLLING CLAIMS

52. Foods for particular nutritional uses (PARNUTS), natural mineral water,
spring water and bottled water intended for human consumption are
controlled by specific legislation. As specified by Article 1(5), both this
legislation and the new Regulation on nutrition and health claims will apply to
these products. Where the specific legislation controls claims it will take
precedence. In all other cases the Regulation on nutrition and health claims
will apply. Further guidance on application of the claims Regulation to
PARNUTS is contained in the European Commission’s guidance to
interpretation®.

Further details of PARNUTS and water legislation can be found in Appendix I.

53. Regulation 258/97 concerning novel foods and novel food ingredients
provides for the possibility of mandatory labelling, sometimes as a condition
of approval. To the extent that statements are required to be made by the
novel food approval, they will not have to comply with the requirements of the
Regulation on nutrition and health claims. In the vast majority of cases the
labelling requirements for novel foods are not in a form that constitutes a
claim. An example of specific legislation on the labelling of novel foods that
takes precedence over 1924/2006 on nutrition and health claims is
Regulation 608/2004 concerning the labelling of foods, food ingredients with
added phytosterols, phytosterol esters, phytostanols and/or phytostanol
esters. This requires products containing such substances to have a
statement that the product is intended exclusively for people who want to
lower their blood cholesterol level.

® This guidance can be found at:
http://ec.europa.eu/food/food/labellingnutrition/claims/index_en.htm
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contact the Agency.
2.10 DO INEED TO COMPLY WITH THE REGULATION?
54. Please see Appendix V for a flowchart which will help you decide whether

you need to comply with the controls in Regulation 1924/2006.
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SECTION 3 - HOW TO MAKE A CLAIM

INTRODUCTION

As well as complying with any specific controls applicable to nutrition or
health claims, as outlined in Sections 4 and 5, you must also ensure you
comply with the general requirements of the Regulation. This section gives
further information on these requirements.

It is worth noting that Article 28 puts in place various transitional periods that
give you time to comply with the requirements of the Regulation. During
these periods certain claims or products, which do not comply with the
Regulation, may remain on the market. Full details of the transitional periods
can be found in Section 7.

PROHIBITED CLAIMS (ARTICLE 4 AND 12)

The Regulation contains specific controls on the use of claims on alcoholic
beverages. Article 4(3) prohibits beverages that contain more than 1.2% by
volume of alcohol from making health claims and nutrition claims other than
“low alcohol”, “reduced alcohol”, and “reduced energy” claims, which should
be used in accordance with national rules. The use of these “low alcohol”
claims in the UK will continue to be controlled by Schedule 8 of the Food

Labelling Regulations 1996.

58.

Best Practice

As there is no specific UK legislation controlling “reduced energy” claims on
alcohol, the Agency’s view is that the criteria for the claim “energy-reduced” in
the Annex of Regulation (EC) 1924/2006 should apply, except the
requirement to indicate the characteristic(s) which make(s) the food reduced
in energy as this is likely to constitute a prohibited nutrition claim on alcohol.
There are also no specific UK rules controlling “reduced alcohol” claims. To
ensure consumers are not misled the Agency recommends such claims are
only made when the alcohol value is reduced by at least 30% as this is
consistent with the “reduced [name of the nutrient]” claim in the Annex of the
Regulation. In both cases, the requirements of Article 9 should also apply. If
you are exporting products to other countries you will need to check the
individual requirements of the importing country.
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Beverages that normally contain alcohol but have had these levels reduced
to 1.2% or less by volume of alcohol will be treated as any other non-
alcoholic beverage and can make any of the nutrition claims in the Annex as
long as the product meets the conditions of use of the claim. Article 4(4)
makes it possible for these products to make “reduced alcohol” and “alcohol
free” claims under national legislation. In the UK, they will continue to be
controlled by Schedule 8 of the Food Labelling Regulations 1996.

Article 12 of the Regulation does not allow the following health claims to be
made on food:

o Claims which suggest that health could be affected by not consuming
the food,;

o Claims which make reference to rate or amount of weight loss (specific
guestions and answers associated with this prohibition are given in
Section 9.6);

. Claims which make reference to recommendations of individual doctors
or health care professionals (specific details are given in Section 9.7);

Claims that state, suggest or imply that a food has the property of preventing,
treating or curing a human disease will continue to be prohibited by the Food
Labelling Regulations 1996 (as amended). Products that make claims such
as this may be are subject to medicines legislation. For further information on
medicine controls please visit the Medicines and Healthcare products
Regulatory Agency’s website at www.mhra.gov.uk

The answers to frequently asked questions relating to this section can be
found in Section 9.6 and 9.7.

GENERAL REQUIREMENTS THAT ALL CLAIMS MUST FULFIL (ARTICLE
3, 5 AND 6)

All claims that are made on food must comply with general criteria laid out in
the Regulation. Articles 3, 5, and 6 require that:

Claims are not false, ambiguous or misleading. (Authorisation of claims
goes some way to guaranteeing this, but care is still needed over context
and presentation);
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Claims do not give rise to doubt about the safety and/or nutritional
adequacy of other foods. (Article 9 specifically addresses comparative
nutrition claims);

Claims do not encourage or condone excess consumption of a food;

Claims do not state, suggest or imply that a balanced and varied diet
cannot provide appropriate quantities of nutrients in general. (Although
there are provisions in place to adopt exemptions to this requirement,
none currently exist);

Claims do not refer to changes in bodily functions which could give rise to,
or exploit fear in the consumer, either textually or through pictorial, graphic
or symbolic representations;

The presence, absence or reduced content in a food or category of food of
a nutrient or other substance in respect of which the claim is made has
been shown to have a beneficial nutritional or physiological effect, as
established by generally accepted scientific evidence;

The nutrient or other substance for which the claim is made:

)] is contained in the final product in a significant quantity as
defined in Community legislation or, where such rules do not
exist, in a quantity that will produce the nutritional or
physiological effect claimed as established by generally
accepted scientific evidence. In the case of vitamins and
minerals, Directive 90/496/EEC (as amended by Directive
2008/100/EC) refers to 15% of the RDA when considering what
constitutes a significant amount. In all other cases there should
be evidence to show it has a benefit; or

i) is not present, or is present in a reduced quantity so as to
produce the nutritional or physiological effect claimed, as
established by generally accepted scientific evidence. This will
apply to claims such as “low fat” or “reduced fat” etc;

Where applicable, the nutrient or other substance for which the claim is
made must be in a form that is available to be used by the body;

The quantity of the product that can reasonably be expected to be
consumed must provide a significant quantity of the nutrient or other
substance to which the claim relates, as defined in Community legislation
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or, where such rules do not exist, a significant quantity that will produce
the nutritional or physiological effect claimed as established by generally
accepted scientific evidence;

Compliance with the specific conditions set for nutrition and health claims
(Section 4 and 5 deal with this respectively) as the case may be;

If called upon to do so by the enforcement authorities a food business
operator must be able to justify the claim. In some cases this may be by
reference to the Community Register and use of references to generally
accepted scientific evidence, unless the scientific substantiation is subject
to data protection. Food business operators will also have to show that the
nutrient or other substance to which the claim relates is present in a
significant amount and is available to be used by the body; and

Nutrition and health claims shall only be permitted if the average
consumer can expected to understand the beneficial effects as expressed
in the claim.

The Regulation applies to the food ready for consumption in accordance with
manufacturers’ instructions (Article 5). In the Agency’s opinion this should
only apply where the food could not or should not be consumed otherwise.
For example, the requirements of the Regulation would apply to a dehydrated
product, only after water has been added in accordance with the instructions.
Where the product can be consumed without following the manufacturer’s
instructions, the requirements would apply to the food as sold. For example
breakfast cereal does not have to be eaten with milk and therefore the claim
should apply to the cereal as sold and not rely on milk being added.

The answers to frequently asked questions relating to this section can be
found in Section 9.8.

SPECIFIC INFORMATION ABOUT MAKING NUTRITION AND HEALTH
CLAIMS

If your claim complies with the general conditions of use outlined in this
section you should now ensure you comply with the specific conditions of use
applicable to nutrition and health claims. If you are unclear whether or not
you are making a nutrition claim or a health claim you should consult
Sections 2.2 and 2.3 for guidance.

*  |f you want to make a nutrition claim please go to Section 4.
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*  If you want to make a health claim please go to Section 5.
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4. SECTION 4 - HOW TO MAKE A NUTRITION CLAIM

4.1 INTRODUCTION (ARTICLE 8)

67. Subject to transitional periods, Article 8 requires that nutrition claims be in the
Annex of the Regulation in order to be used on food. To check that the claim
is in the Annex please see the following website address, pages 16-18:

http://eur-lex.europa.eu/LexUriServ/site/en/0j/2007/ 012/l 01220070118en00030018.pdf

*  If the claim you wish to make is in the Annex please go to Section 4.2 —
Claims on the list in the Annex (Article 7 and 8).

*  If you are making or wish to make a claim that is not in the Annex
please go to Section 4.3 — Claims not on the list (Article 28).

*  If you want to make a reduced or increased claim please see the
specific controls in Section 4.4 — Reduced and increased claims (Article
9).

4.2 CLAIMS ON THE LIST IN THE ANNEX (ARTICLE 7 AND 8)

68. To use the claim you will need to ensure that your product meets the
following requirements:

. Article 8(1) requires the product to meet the specific conditions of use
of the claim as outlined in the Annex. For example in order to claim
that a food is “fat free” the product must contain no more than 0.5g of
fat per 100g or 100ml.

o Compliance with additional requirements (such as prohibition if an
alcoholic beverage) as outlined in Section 3.

. Article 7 requires nutrition labelling to be presented, except for non-
prepacked foodstuff put up for sale to the final consumer or to mass
caterers, a foodstuff packed at point of sale at the request of the
purchaser or pre-packed with a view to immediate sale, in which case
nutrition labelling does not have to be provided. This has always been
the case for nutrition claims, under the nutrition labelling Directive.
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. If the claim relates to a specific nutrient that does not appear in the
nutrition labelling, Article 7 requires that nutrient, and the amount
present, to be stated in the same field of vision as the nutrition
labelling. For food supplements, the nutritional information must be
produced in line with food supplements legislation (Directive
2002/46/EC). For further advice and guidance on the provision of
nutrition labelling please see the Agency’s guidance notes on nutrition

labelling.
www.food.gov.uk/foodindustry/guidancenotes/labelregsguidance/nutlabelguid

The answers to frequently asked questions relating to this section can be
found in Section 9.9.

CLAIMS NOT ON THE LIST (ARTICLE 28)

Article 28(3) of the Regulation put in place a three year transitional period to
January 2010 for nutrition claims thatare not in the Annex. This only applies
to claims in use before 1 January 2006 and allows them to continue to be
used until 19™ January 2010. In the Agency’s view “in use” means in use in
the European Union before 1 January 2006; and that during this period the
claim must be used in compliance with national rules, in the UK that is the
Food Safety Act 1990 and the Food Labelling Regulations 1996 (as
amended). If the claim has not been added to the Annex after 19 January
2010 its use will be prohibited.

If the claim was not in use before 1 January 2006, Article 4(1) means it
cannot be used, unless it is added to the Annex. The general transitional
period in Article 28(1) will applyied to actual products placed on the market or
labelled before 1 July 2007. This transitional period allowsed existing stock to
be sold until its expiry date or 31 July 2009, whichever is was sooner.

Article 8(2) allows the list of permitted nutrition claims to be up-dated if an
established claim is missing or to add new claims or amend existing claims.
Additions to the list will be made via the Commission’s Standing Committee
procedure. If you wish to propose that a claim is added to the list please
contact either the Agency, contact details can be found in Appendix Il, or
your trade association for further advice. It is the Agency’s view that once a
claim is added to the Annex the specific conditions associated with that claim

will apply.
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73. The answers to frequently asked questions relating to this section can be
found in Section 9.10.

4.4 REDUCED AND INCREASED CLAIMS (ARTICLE 9)

74. First, Article 8(1) requires products to meet the conditions given in the Annex
to make a reduced or increased claim. So, for example, to say “reduced fat”
there must be at least a 30% reduction compared to a similar product. In
addition, reduced and increased claims must comply with the following
conditions laid out in Article 9:

o The comparison must be between foods of the same category.
Although the Regulation does not provide a definition of food category,
the European Commission has produced guidance® on how this
should be applied. It states that products being compared should be
foods belonging to a group of foods that are similar in terms of
nutritional content. For example, a "dairy products"” category would be
too large and would allow a comparison to be made between the fat
content of cheese and the fat content of milk. Instead, narrower food
categories such as "milks", "fresh cheeses", or "yoghurts" could be
considered. The notion of food category should also take account of
the occasion of consumption and/or the purpose of consumption and
in particular alternatives of consumption, for example butter and
margarine. The key requirement is that the comparison helps
consumers make informed choices.

. The comparison must be between the product bearing the claim and a
range of other products from the same category, which do not have a
composition which allows them to bear a claim, including foods of
other brands. This is to avoid a situation where a comparison with a
single product may not be representative of the market and may
mislead the consumer. It is the Agency’s reading of the Commission
guidance that in some cases it may be possible to compare with only
one product if that one product is representative of other products on
the market. For example to make a reduced sugar claim on lemonade
the comparison could be with the full sugar version of the product

19 This guidance can be found at:
http://ec.europa.eu/food/food/labellingnutrition/claims/index en.htm
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range, provided the full sugar version has similar sugar levels to
comparable lemonades on the market.

. The claim must state the difference in the quantity of the nutrient

and/or energy (calorific value) between the same quantities of the two
foods. This difference can be expressed as an average and as either a
percentage or an absolute value.

. When the claim “light” is used, the Annex requires the characteristic(s),

which make(s) the food “light” to be indicated. Similarly, if the claim
‘reduced energy” is made the Annex requires the characteristics that
make the food reduced in its total energy value to be indicated. In the
Agency’s view, a single indication can fulfil the requirements of both
Article 9 and the conditions for using the "light" or “reduced energy”
claim. For example, a label stating "light — X% less sugar". If the
nutrient has been removed a statement indicating its absence can be
made. For example "light — no sugar ". In the context of this
statement, the % reduction need not meet the conditions in the Annex.

Best Practice

o |If “energy reduced” or “light” claims are made on alcoholic beverages, it
is the Agency’s opinion that the requirement to provide an indication of
what makes the food reduced in its total energy value should not apply as
this is likely to constitute a prohibited nutrition claim. Therefore, claims
should simply state “reduced energy — X% less calories” and not
‘reduced energy — X% less calories — low in sugar” as “low in sugar” is a
nutrition claim that cannot be made on alcohol. Please see Section 3.2.
for details.

Within Commission guidance it is specified that “as much as” claims, such as
“as much calcium as a glass of milk”, are not subject to Article 9, which
specifies that a comparative claim should indicate the difference in the
guantity of a nutrient or energy value. Although this type of claim does not
have to comply with the specific requirements in Article 9 it is still considered
to be a nutrition claim and would need to comply with the requirements of the
Regulation, such as being included in the Annex of permitted claims. At
present “as much as” is not included in the Annex; since it has been in use
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before 1 January 2006, it may continue to be used until 19 January 2010; its
use after this time will only be permitted if the Annex is amended to include it.

The answers to frequently asked questions relating to this section can be
found in Section 9.11.

FUTURE CONTROLS

Several of the Regulation’s requirements do not apply now, but will apply to
the use of nutrition and health claims in future. Details of these requirements
can be found in Section 6.

CHECKLIST FOR MAKING NUTRITION CLAIMS

You will need to be able to tick all the following boxes in order to make a
nutrition claim on your product

The claim is a nutrition claim as defined (see Section 2.2)

I've consulted Section 2.4 and 2.5 and the claim is within the scope of the
Regulation. If it is not in scope, there is no need to continue with the check-list
as you do not have to comply with the Regulation. You should contact your
Local Authority to ensure you comply with other legislation applicable to food.

I've consulted Section 2.6 and it’s not subject to mandatory labelling. If it is
subject to mandatory labelling there is no need to continue with the check-list as
you do not have to comply with the Regulation. You should contact your Local
Authority to ensure you comply with other legislation applicable to food.

Use of the claim also complies with any relevant specific legislation. See
Section 2.8 for details.

It's not a prohibited claim. See Section 3.2 for details.

The claim and the product comply with the general requirements outlined in
Section 3.3
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[ The claim is included in the Annex or was in use before 1° January 2006 (and
therefore can continue to be used until 19 January 2010).

Q ifitisin the Annex, the product complies with the specific conditions of use
stated.

L ifitis a reduced or increased claim it complies with the conditions of Article 9,
see Section 4.4

L Nutrition labelling has been provided, see Section 4.2 for details
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SECTION 5 - HEALTH CLAIMS

USING AHEALTH CLAIM (ARTICLE 7 AND 10)

Article 10(1) only allows health claims that are on the list of authorised health
claims in the Community Register to be used on food. The only exceptions
to this are general, non-specific claims (Article 10(3)) and trademarks or
brand names that are also health claims (See Section 2.6).

Article 10(3) of the Regulation puts in place special requirements for claims
about general, non-specific benefits of the nutrient or food for overall good
health or health-related well-being, such as “good for you” or “healthy”. These
claims do not have to be added to the Community Register of authorised
health claims to be made on food. Instead the claim may only be used if it is
accompanied by an authorised claim that is included in the Community
Register. The product would have to meet the criteria of use of the
accompanying claim. In the Agency’s view this only becomes a requirement
once the Community Register of authorised claims is adoptedlikely-to-be

January-2010-

The list of authorised health claims is, however, still being prepared ang-s
due-to-be-adeptedinJanuary-2010. Until the list of claims is adopted the
transitional periods in Section 7 will apply and health claims will need to
comply with existing national legislation as outlined in Appendix 5. They will
also need to comply with the following aspects of the Regulation.

To use any health claim the Regulation requires the product to:

. Comply with the general requirements (such as prohibitions if an
alcoholic beverage) as outlined in Section 3;

. Comply with the following labelling requirements:

" Present full nutrition labelling as required by Article 7 unless it’s
a non-prepacked foodstuff put up for sale to the final consumer
or to mass caterers, a foodstuff packed at point of sale at the
request of the purchaser or pre-packed with a view to
immediate sale, in which case nutrition labelling does not have
to be provided. The information should be that of group 2, as
defined in Article 4(1) of Directive 90/496/EEC — implemented
by Schedule 7 of the Food Labelling Regulations 1996. If the
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claim relates to a specific nutrient that does not appear in group
2, that nutrient and the amount present must be stated in the
same field of vision as the nutrition labelling. For food
supplements, the nutritional information must be in line with
food supplements legislation (Directive 2002/46/EC). For further
advice and guidance on the provision of nutrition labelling
please see the Agency’s guidance notes on nutrition labelling
www.food.gov.uk/foodindustry/guidancenotes/labelregsguidanc
e/nutlabelguid

" Article 14 of the Regulation requires products which make
disease risk reduction claims to have a statement that the
disease has multiple risk factors and altering one of these
factors may or may not have a beneficial effect. These claims
must be authorised before they can be used on food.

In future Article 10 of the Regulation will require other conditions to be met for
health claims to be made, however these will not apply until the listofclaims
has-been-adopted-in-2010-health claim has been authorised for use in the
EU. If you would like more information about these requirements, please see
Section 6.

The answers to frequently asked questions relating to this section can be
found in Section 9.12.

HOW TO GET A CLAIM ON THE COMMUNITY REGISTER OF
AUTHORISED HEALTH CLAIMS

The list of health claims is still being prepared and the Regulation has three
mechanisms for the addition of claims to the list. Which of the three
mechanisms will be the appropriate route to gain an authorisation will depend
on the nature of the claim and the evidence it is based upon

* For claims which do not fall into one of the categories below and are
based on generally accepted scientific evidence, please go to
Section 5.3.

* The Regulation puts in place specific requirements associated with

disease risk reduction claims and claims referring to children’s
development and health that apply to both claims based on new
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science and claims based on generally accepted science. If you wish
to make one of these claims please see Section 5.4.

* If the claim is based on new or emerging science, or there is a
request for data protection, please go to Section 5.5.

HEALTH CLAIMS OTHER THAN THOSE REFERRING TO THE
REDUCTION OF DISEASE RISK AND TO CHILDREN’S DEVELOPMENT
AND HEALTH (ARTICLE 13)

Health claims that are based on generally accepted scientific evidence and
are well understood by the average consumer are will not be required to go
through the same authorisation process as claims which are based on new or
emerging science or proprietary data, disease risk reduction claims or claims
referring to children’s development and health. Instead, the Regulation
allews allowed the UK and other Member States to put together lists of
candidate health claims which-are based on generally accepted scientific
evidence and submit this by 31 January 2008. ©Once-tThe Member State lists
have been consolidated, the+resulting-list-willbe and sent to EFSA for an
opinion before a decision is made about which claims should be included in
the list of authorised health claims in the Community Register. It is a
requirement of the Regulation that this list of claims is adopted before 31
January 2010. However, due to the large number of claims received and the
time it is taking to process them, adoption of this list will be delayed. Fhe Uk

Authorised claims will be added to the list of authorised health claims in the
Community Register, and will be accompanied by any conditions of use.

Member State lists can only comprise claims which describe or refer to:

o the role of a nutrient or other substance in growth, development and
the functions of the body, such as “calcium helps maintain strong
bones”, or

o psychological and behavioural functions, such as “helps you

concentrate”, or
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. without prejudice to Directive 96/8/EC™, slimming or weight-control
or a reduction in the sense of hunger or an increase in the sense of
satiety or to the reduction of the available energy from the diet, such
as “helps you lose weight”.

89. Claims on the list will need to have references to supporting scientific
justification that EFSA considers sufficient to be generally accepted scientific
evidence. The Food Standards Agency opened the UK's list on 18 October
2006 and closed in on 21 September 2007. The list was closed in
September to allow time for claims to be logged, sorted and assessed to
ensure eligibility under Article 13. If you would like further information about
the UK list please see the following website. Please note that the UK list of
candidate health claims is not a list of authorised health claims.

www.food.gov.uk/foodlabelling/ull/claims/

90. The European Commission consolidated Member States’ lists, comprising of
over 44,000 claims, into around 4000 unique entries. The resulting list has
been sent to EFSA for its scientific opinion before a decision is made about
which claims should be included in the list of authorised health claims in the
Community Register. Further information about the EU list of health claims
undergoing authorisation can be found on the following website. National
legislation will continue to apply in areas not covered by relevant EC law
provisions until the Community Register of authorised health claims is
adopted.

http://www.efsa.europa.eu/EFSA/efsa locale-1178620753812 article13.htm

5.4 REDUCTION OF DISEASE RISK CLAIMS AND CLAIMS REFERRING TO
CHILDREN’S DEVELOPMENT AND HEALTH (ARTICLES 14, 15, 16 AND
17)

91. The Regulation requires disease risk reduction claims and claims which refer
to children’s development and health to be authorised prior to use, and
specifies a procedure for such authorisations. Once authorised, a claim will
be added to the list of authorised health claims in the Community Register
and can be used on any product that meets the conditions of the Regulation
and the conditions of use specified.

1 on foods intended for use in energy restricted diets or for weight reduction
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92. In order to get the claim authorised an application with supporting information
is required to be submitted to the Agency. The Agency is required to
acknowledge receipt in writing within 14 days and, working with the applicant
if necessary, ensure the application is valid. The Agency will then forward
the application to EFSA for its assessment. EFSA will then make the
information available to other Member States and the Commission and a
summary available to the public.

93. The Regulation requires that an application contains the following information
about the claim:

(@) the name and address of the applicant;

(b) the nutrient or other substance, or the food or the category of food, in
respect of which the health claim is to be made and its particular
characteristics;

(c) a copy of the studies, including, where available, independent, peer-
reviewed studies, which have been carried out with regard to the
health claim and any other material which is available to demonstrate
that the health claim complies with the criteria provided for in this
Regulation;

(d) where appropriate, an indication of the information which should be
regarded as proprietary accompanied by verifiable justification; [note:
see Section 5.5 for claims based on proprietary data]

(e) a copy of other scientific studies which are relevant to that health
claim;
() a proposal for the wording of the health claim for which authorisation

is sought including, as the case may be, specific conditions for use;

(9) a summary of the application (which EFSA will make public).

94. Once EFSA has received an application, it has five months to give an
opinion. EFSA has the option to request further information about the
application if necessary. If EFSA requests any further information the overall
time limit will be extended by up to two months. In order to get a quick
response and approval it is important to submit a well prepared dossier that
includes all relevant information. EFSA has produced extensive guidance to
this, which can be found at:
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http://www.efsa.europa.eu/EFSA/efsa locale-1178620753812 1211902594460.htm

95. If EFSA approves the claim its opinion will contain details of the applicant, the
claim and the nutrient it refers to, a proposal for the wording of the claim and
where necessary any conditions or restrictions on use, including compulsory
warnings. The opinion, whether negative or positive, together with details
about the reasoning for EFSA’s opinion will go to the Commission, Member
States and will be made available to the public. The public and the applicant
will have 30 days to comment.

96. The Commission has two months to refer the opinion and claim to Standing
Committee (comprising representatives of all Member States, chaired by the
Commission). The Standing Committee will consider the claim and decide
whether it is necessary and appropriate to amend the list of authorised health
claims.

97. Approved claims will be added to the authorised list of health claims in the
Community Register, together with any conditions of use. If the claim is
rejected it will be added to the Community Register together with the reasons
for the rejection.

98. A flow chart of this process can be found in Appendix V.

5.5 HEALTH CLAIMS BASED ON NEW OR EMERGING SCIENCE OR
PROPRIETARY DATA (ARTICLE 18, 15 AND 16)

99. Health claims based on new or emerging science or health claims based on
proprietary data are required to be authorised prior to use and the Regulation
specifies a procedure for such authorisations. In order to get the claim
authorised an application with supporting information is required to be
submitted to the Agency. The Agency will acknowledge receipt in writing
within 14 days and, working with the applicant where necessary, ensure the
application is valid. The Agency will then send the application to EFSA for its
assessment and to other Member States and the Commission for
information.

100. Article 13(5) requires the dossier to contain the following information about
the claim:
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(@) the name and address of the applicant;

(b) the nutrient or other substance, or the food or the category of food, in

respect of which the health claim is to be made and its particular
characteristics;

(c) a copy of the studies, including, where available, independent, peer-
reviewed studies, which have been carried out with regard to the
health claim and any other material which is available to demonstrate
that the health claim complies with the criteria provided for in this
Regulation;

(d) where appropriate, an indication of the information which should be
regarded as proprietary accompanied by verifiable justification;

(e) a copy of other scientific studies which are relevant to that health
claim;
) a proposal for the wording of the health claim for which authorisation

is sought including, as the case may be, specific conditions for use;
(9) a summary of the application;
(h) reasons for the request.

101. Once EFSA has received a valid application it has 5 months to give an
opinion. EFSA has the option to request further information about the
application if necessary. If EFSA requests any further information the overall
time limit will be extended by 1 month, with the applicant required to submit
the requested information within 15 days. EFSA will forward its opinion to the
Commission, Member States and the applicant as well as making it public.
The applicant and members of the public have 30 days to make comments to
the Commission. EFSA has produced extensive guidance to this, which can
be found at:

http://www.efsa.europa.eu/EFSA/efsa locale-1178620753812 1211902594460.htm

102. The Commission then has two months to decide if the claim should be
authorised. The Commission will take into account EFSA’s opinion, relevant
provisions in EU law, any other relevant considerations and will consult with
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Member States in reaching its view.
this-process-will-take-no-longer-than-8-menths. Approved claims will be
added to the authorised list of health claims in the Community Register,
together with any conditions of use. If the claim is rejected it will be added to
the Community Register together with the reasons for the rejection.

A flow chart of this process can be found in Appendix V.

Once added to the list of authorised health claims in the Community Register,
the claim will be available for use on any product that meets with the
requirements of the Regulation and any conditions of use specified. If,
however, any of the supporting scientific data or other information has been
granted data protection it cannot be used by any other applicant for five
years. This is reliant on:

a) the scientific data or other information being designated as
proprietary by the applicant when the application is made.

b) the prior applicant having exclusive right of reference to the
proprietary data at the time the prior application was made; and

C) the health claim not being able to be authorised without the
submission of the proprietary data by the applicant.

This aims to protect proprietary data, but will also, to a certain extent, protect
particular claims as the Regulation requires manufacturers to be in a position
to scientifically justify any claims they make. It does not stop the same claim
being submitted with another scientific justification by another food business
operator. Also, if during this five year period, the Commission decides the
claim could be authorised without the protected information, it can decide to
make that information available.

EU GUIDANCE ON THE APPLICATION PROCESS AND TOOLS FOR
SMALL BUSINESSES

The Commission adopted Regulation 353/2008, which establishes rules for
applications for authorisation of Article 13(5) and Article 14 health claims, on
19" April 2008.
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107. The Regulation also requires the Commission and EFSA to produce
guidance to assist food business operators in the preparation and
presentation of the application for scientific assessment (Article 15 (5)),
particularly small businesses, where “tools” for their assistance are also
required. EFSA has adopted its “scientific and technical guidance for the
preparation and presentation of the application for authorisation of a health
claim”. Copies of this guidance can be accessed at the following website
address:

http://www.efsa.europa.eu/EFSA/efsa locale-1178620753812 1211902594460.htm

108. In addition to this, EFSA has published pre-submission guidance for
applicants intending to submit applications for authorisation of health claims
which can be found at:

http://www.efsa.europa.eu/cs/BlobServer/DocumentSet/nda _pre submission guida
nce%20to%20applicants rev%202 21.12.07.pdf

EFSA has also published a document containing frequently asked questions
and answers related to the EFSA assessment of Article 13(5) and Article 14
health claim applications:

http://www.efsa.europa.eu/EFSA/efsa locale-1178620753812 1211902944107.htm

109. The answers to frequently asked questions relating to this section can be
found in Section 9.13.
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SECTION 6 - FUTURE CONTROL OF NUTRITION AND
HEALTH CLAIMS

INTRODUCTION

Several of the Regulation’s requirements do not apply now, but will apply to
the use of nutrition and health claims in future. This section gives details
about these controls and significant dates associated with them.

NUTRIENT PROFILES (ARTICLE 4)

To prevent the use of claims misleading consumers about the true nutritional
composition of the food, Article 4 requires the Commission, on advice from
EFSA, to establish nutrient profiles for foods and food groups by 19 January
2009. However, establishment of nutrient profiles has been delayed and this
deadline was not met. Use of authorised nutrition and health claims on foods
failing the nutrient profile may be restricted, as explained below. Under
transitional arrangements food business operators are not required to comply
with the requirements associated with nutrient profiles until the end of the 2nd

year following their adoption—atthe-fatest 19-January-2011.

Nutrient profiles will set certain nutritional criteria that a product must meet to
make claims. When establishing nutrient profiles the Regulation requires
EFSA to give advice and the Commission to consult stakeholders before
adoption. It also requires the following to be taken into account when the
profiles are developed:

o the quantities of certain nutrients, such as fat, salt and sugar, and
other substances in the food;

o the role, importance and contribution of the food in the diet;

o the overall composition of the food including any nutrients that have
been scientifically recognised as having an effect on health;

What claims can be made will depend on the extent to which a product
complies with the profile.
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L4 Meets the profile — Nutrition and health claims can be made, if they
comply with the other requirements of the Regulation.
L Fails on one nutrient — No health claim can be made. Nutrition

claims can only be made if the statement “high [name of nutrient that
fails the profile] content’ is also made. This must be done in close
proximity to, and with the same prominence as the nutrition claim.
For example, a food high in sugar might carry the claim “low fat” only
if the statement “high sugar content” is made. Article 4 specifies that
this would have to be in the same field of vision as the claim and in
the same size of typeface.

L4 Fails on more than one nutrient — No nutrition or health claim can
be made, except for certain reduced claims. Article 4(2) exempts
foods making “reduced” claims from having to respect the nutrient
profile, but only where the reduced claim relates to a nutrient that
fails the profile. For example if a product fails the profile due to its fat
and sugar content, it cannot make a nutrition or health claim except
‘reduced fat” or “reduced sugar”.

The Regulation allows for further exemptions to the application of nutrient
profiles to be set during their development.

The answers to frequently asked questions relating to this section can be
found in Section 9.14.

LABELLING REQUIREMENTS FOR HEALTH CLAIMS (ARTICLE 10)

Article 10 requires additional statements to be made in the labelling (or if
there is no labelling, in the presentation and advertising) of products that
make health claims. It is the Agency’s view that these do not become

requirements until the Community-Register-of-autherised-health-claims-is
adeoptedlikely-to-be January-2010- health claim has been authorised for use.

Below is an outline of these additional labelling statements:

. Include a statement indicating the importance of a varied and
balanced diet and a healthy lifestyle.

. Include information about the quantity of the food and pattern of
consumption required to obtain the claimed beneficial effect.
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. Where appropriate, include a statement addressed to persons who
should avoid using the food. Specific statements may be included
within the conditions of use for a particular claim.

. An appropriate warning for products likely to present a health risk if
consumed to excess. Specific statements may be included within the
conditions of use for a particular claim.

117. In the Agency’s view the requirements in Article 10(3), which apply to claims
about general, non-specific benefits of a nutrient or food to overall good
health or health-related well-being only apply once the Community Register

of authorised claims is adoptedtikely-te-be January-2010 (see Section 5.1

for more details).
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SECTION 7 - WHEN DO | NEED TO COMPLY WITH THE
REGULATION?

INTRODUCTION

Some of the requirements of the Regulation do not take immediate effect.
Below is information about the transitional periods and key dates by which
you will need to comply with the various requirements of the Regulation.

TRANSITIONAL PERIODS (ARTICLE 28 AND 29)

The Regulation came into force on 19 January 2007. This is the date on
which the Regulation officially became law and the date by which other time
periods and transitional periods in the Regulation are based.

The requirements of the Regulation applied from 1st July 2007. After this
date any products put on the market carrying a claim must meet the
requirements of the Regulation, unless there are specific transitional
measures in place. Nutrition claims in use before 1 January 2006 and not in
the Annex of authorised claims may continue in use until 19 January 2010,
subject to the provisions of the Food Labelling Regulations 1996 (as
amended) and the Food Safety Act 1990. Nutrition claims new to the market
from 1 January 2006 must comply with the Regulation or be taken off the
market by the product’s expiry date or no later than 31 July 2009, whichever
is the sooner.

Further information about transitional periods and when specific elements of
the Regulation will take effect is given in the table below. Other than the
transitional period explained above, it is the Agency’s view that the
transitional periods relate to the claim, rather than the product making the
claim. For example although “high in omega-3” is not in the annex of nutrition
claims, it was in use before 1% January 2006 and so the transitional period
would apply, allowing this claim to continue to be used until 19 January 2010.
During the transitional period “high in omega-3” could be used on any
product, regardless of whether it is a new product or whether the product has
used the claim in the past. During this period use of the claim would have to
comply with existing UK legislation.

In addition the transitional periods apply to the type of claim and not the type
of scientific substantiation.
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123.

this legislation are given in Appendix IV.

124.

found in Section 9.15.

TABLE 1 — SUMMARY OF TRANSITIONAL PERIODS AND KEY DATES

During the transitional periods UK legislation will continue to apply. Details of

The answers to frequently asked questions relating to this section can be

125. In some instances the Regulation does not provide exact end dates for
transition periods but instead allows for periods following certain decisions.
For example there is a two year transitional period for products to comply
Date Requirements Article
Reference
15" July 2007 Nutrition claims included in the Annex can e 28(1)

However, products
placed on the
market or labelled
prior to 1% July
2007, with claims
which do not meet
these requirements
can continue to be
marketed until their
expiry date, but not
later than

31st July 20009.

only be made on products that comply with
the specified conditions of use. This includes
claims made in any form of commercial
communication to the final consumer.

Only nutrition claims included in the Annex,
or in use in a Member State before 1%
January 2006, can be made on food.

Reduced and increased claims must comply
with the conditions of use specified in the
Annex and in Article 9. See Section 4.4 for
details.

Nutrition labelling must be provided if a
nutrition or health claim is made. For health
claims this must consist of group 1-and 2
nutrition labelling. If the claim relates to a
nutrient or other substance not included in
the nutrition labelling, it must be stated,
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together with the amount present, in the
same field of vision as the nutrition labelling.
This does not apply to non-prepackaged
foodstuffs put up for sale to the final
consumer or to mass caterers and foods
packed at the point of sale at the request of
the purchaser or pre-packed with a view to
immediate sale.

e Claims must not be made on alcoholic
beverages containing more than 1.2% by
volume of alcohol, with limited exceptions for
reduced energy and alcohol content claims
(see Section 3.2).

e Health claims which suggest that health
could be affected by not consuming the food
cannot be made on food.

e Health claims which make reference to the
rate or amount of weight loss cannot be
made on food.

e Health claims which make reference to
recommendations of individual doctors or
health professionals cannot be made on
food.

e Disease risk reduction cannot be made (this
was also the case prior to the 1% July 2007)
unless the claim has been authorised.

e Health claims referring to psychological and
behavioural functions, slimming or weight
control or a reduction in the sense of hunger
or an increase in the sense of satiety or to a
reduction of the available energy from the
diet can only be made if they were in use, in
compliance with national provisions, before
19" January 2007.
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19 January 2008

Applications for
authorisation of
certain health
claims to trigger the
transition period.

Health claims referring to psychological and
behavioural functions, slimming or weight
control or a reduction in the sense of hunger
or an increase in the sense of satiety or to a
reduction of the available energy from the
diet can not be made on food unless they
were used in compliance with national
conditions before 19" January 2007 and an
application for authorisation has been
submitted. Inclusion in the UK list of health
claims is sufficient to fulfil this requirement

Claims referring to children’s development
and health cannot be made on food unless
the claim was in use before 19™ January
2007 and an application for authorisation
has been submitted.

. 28(6)

Date of adoption of
the Community
Register of health
claimsat-thelatest

31January-2010"

Only health claims included in the
Community Register of authorised health
claims, or claims submitted for authorisation
and awaiting a decision, can be made on
food.

Health claims referring to general, non-
specific benefits of the nutrient to overall
good health, such as ‘good for you” must be
accompanied by an authorised health claim.

Health claims must be accompanied by
additional labelling requirements, such as a
statement indicating the importance of a
varied and balanced diet and a healthy
lifestyle. See Section 6.3 for detalils.

20 (Community
Register)

28(5)

28(6)

10(3)

10(2)

19 January 2010

Only nutrition claims included in the Annex
can be used on food and only on products
that meet with the specific conditions of use.

28(3)

Two years following
adoption of the
nutrient profiles. At

Products must comply with the nutrient
profile in order to make nutrition or health

claims. Nutrientprofiles-willbe-adopted-by
19-Jandary-2009--Full details of these

28(1)
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thelatest19 controls can be found in Section 6.2.
Januan2011"
19 January 2022 Trademarks and brand names that could be | e 28(2)

construed as a claim must be accompanied
by an authorised health or nutrition claim.
This only applies to trademarks or brand
names in use before 1% January 2005. This
applies to the use of the trademark or brand
name and not any other claims made on the
product.

126. The Regulation also puts in place transitional periods for:

o nutrition claims in the form of pictorial, graphic or symbolic
representation that are used in accordance with specific conditions
and criteria elaborated by national provisions and;

o health claims that refer to psychological and behavioural functions,
slimming or weight control or a reduction in the sense of hunger or an
increase in the sense of satiety or to a reduction of the available
energy from the diet and which have been subject of evaluation and
authorisation in a Member State.

There are no claims in the UK that would be eligible for these transitional

periods.
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8. SECTION 8 - ENFORCEMENT AND COMPLIANCE

8.1 ENFORCEMENT AND COMPLIANCE

127. The enforcement of food law in the UK is the responsibility of Local
Authorities and in some instances port health authorities. In each of the UK
countries a domestic Regulation or Statutory Instrument? is required to
designate “competent authorities” who will enforce the requirements of the
legislation as well as put in place enforcement and penalties. In the UK it will
be Trading Standards Departments or Environmental Health Departments or
equivalent in the Local Authority of the food business operator that is
responsible for enforcing the requirements of the Regulation.

128. Trading Standards Officers (TSOs) and Environmental Health Officers
(EHOSs) or any other authorised officer of the Local Authority (as appropriate)
would initiate any legal proceedings in connection with a product that they
consider to be in breach of the Regulations.

129. To ensure that your product complies with the Regulation we would strongly
recommend you contact your local TSO or EHO for advice.

130. The Advertising Standards Authority (ASA) is the UK body responsible for
advertisements in broadcast (TV and radio) and non-broadcast media. There
are three two advertising content codes. The Committee on Advertising

12 Statutory Instrument 2007 No. 2080, The Nutrition and Health Claims (England)
Regulations 2007

Statutory Instrument 2007 No. 349, The Nutrition and Health Claims (Northern
Ireland) Regulations 2007

Statutory Instrument 2007 No. 383, The Nutrition and Health Claims (Scotland)
Regulations 2007

Statutory instrument 2007 No. 2611 (w.222), The Nutrition and Health Claims (Wales)
Regulations 2007
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Practice writes and maintains the non-broadcast advertising code (the CAP
code) and the broadcast committee of advertising practice writes and
maintains the Pand-radio-advertising-standards-codes broadcast
advertising code which covers TV and radio advertising (the BCAP code).
The ASA is the independent body responsible for administering those codes
and is able to require advertisers and broadcasts to remove non-compliant
claims. The advertising codes will be up-dated to reflect the requirements of
the Regulation. For more information on the advertising codes please see the
ASA website at:

www.asa.org.uk/asa/

8.2 HOME AUTHORITY PRINCIPLE

131. The Home Authority principle allows local authorities to work with a business
to provide consistent and coordinated Trading Standards and Food
Enforcement Services across the UK. It assists those businesses that have
outlets in more than one local authority and distribute goods and/or services
beyond the boundaries of one local authority. Further information about the
Home Authority principle can be found on the Local Authorities Coordinators
of Regulatory Services website at www.lacors.gov.uk

8.3 PRIMARY AUTHORITY SCHEME

132. The Government’s statutory Primary Authority scheme came into force on 6
April 2009 and introduces provisions for businesses, charities or other
organisations that operate across more than one site to enter into a
partnership agreement with a single authority for it to become that
organisation’s Primary Authority. The existing Home Authority principle will
continue to operate across the UK, particularly in Scotland and Northern
Ireland where the Primary Authority scheme does not extend to the devolved
functions of food or feed law enforcement. Further information about the
Primary Authority scheme can be found at:

http://www.food.gov.uk/enforcement/workwithenforcers/localauthorities/primaryauthority/
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SECTION 9 - QUESTIONS AND ANSWERS

NUTRITION CLAIMS (SECTION 2.2 OF THE GUIDANCE)

Do | have to use the exact wording of the nutrition claim as set out in the Annex
of the Regulation?

Not necessarily, as explained in Recital paragraph 21 of the Regulation. The
entries in the Annex give the most frequently used wording, but wording that
means the same to the consumer may be used, subject to the same control.
See Section 2.2 for more information.

Does “contains calcium” mean the same as “source of calcium”?

“ H H ” “* H ”

havirgthe-same-meaning: The Annex of the Regulation states that where a

“contains” claim is made for vitamins or minerals, the conditions of “source of
[name of vitamin/s] and/or [name of mineral/s]” will apply.

Can | include statements such as “less than 5% fat”?

The Agency is of the view that use of the term “less” in relation to fat content
would, in this case, have the same meaning for consumers as “low fat”. The
product would have to comply with the conditions of use for “low fat” claims
specified in the Annex. See Section 2.2 for more information.

Can l include statements such as “90qg of fat per 1009”?

Depending on the context, this could be a factual statement. Please see
Section 2.2 for information on what is and what is not a nutrition claim.

Will the Regulation control GDAs and traffic light front of pack labelling?

The Agency is of the view that front of pack nutrition information is a form of
nutrition labelling rather than a claim.
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NUTRITION OR HEALTH CLAIMS (SECTION 2.2 AND 2.3 OF THE
GUIDANCE)

Are claims such as “contains antioxidants” nutrition or health claims?

Following discussions at the European level, and publication of Commission
guidance®®, claims such as ‘contains antioxidants’, which refer to a function in
the body, are defined as health claims and will need to be authorised via Article
13.

Is “probiotics and prebiotic fibre” a nutrition or health claim?

Following discussions at European level it has been agreed that claims, such as
“probiotics and prebiotic fibre”, refer to a function in the body, and are therefore
defined as health claims and will need to be authorised via Article 13.

Is “detox” a nutrition or health claim?

In the Agency’s view this is referring to a function in the body and would be a
health claim. As detox could refer to a range of functions, whether this is a
health claim that should be listed in the Community Register of authorised
claims or is a claim referring to general, non-specific benefits of the nutrient or
food for overall good health or health-related well-being, may depend on the
nature of the product. Ultimately the claim will either have to be on the
Community Register of authorised claims or be supported by a specific claim
from the Community Register. It will be for you to decide which is the most
suitable route for your specific detox claim.

Is “lowers cholesterol” a disease risk reduction claim?

Under Community legislation (EC/608/2004) sterols and stanols are already
required to be labelled with a statement that the product is intended exclusively
for people who want to lower their blood cholesterol. The Commission guidance
makes a distinction, in determining which route for authorisation is required,
between claims to maintain (Article 13) and those to lower (Article 14) a risk
factor in a disease.

13 This guidance can be found at:
http://ec.europa.eu/food/food/labellingnutrition/claims/index en.htm
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This indicates that in order to authorise “lowers cholesterol” claims, the Article
14 route must be used. Nevertheless, the Agency does not currently see any
further implication of this interpretation for such claims on the UK market.

What type of claim is “Isotonic” or “Hypotonic”?

Although it is not clear at the moment whether these are nutrition or health

claims, they will need to comply with the Regulation and will-be-permitted-on-the
market-unti-dandary-2010-—Fto ensure they can continue to be used afterthis

date they will need to be submitted for authorisation and addition to the list of
permitted nutrition or health claims.

SCOPE (SECTION 2 OF THE GUIDANCE)

Do I need to comply with the Regulation if the name of the product required by
the Food Labelling Regulations 1996 contains a claim, e.g. “fruit juice with
added zinc”?

The Regulation controls voluntary nutrition and health claims made on foods
and if a manufacturer chooses to advertise or label the food in such a way to
emphasise a fortified ingredient, compliance with this Regulation may be
necessary. However, this Regulation does not apply to statements or
descriptions that are required to be present by other EU or national food
legislation. To the extent that wording is necessary to comply with mandatory
labelling requirements it is not subject to the Regulation. See Section 2.9 for
further information.

Does the Regulation cover claims such as suitable for diabetics, lactose free,
gluten free or other claims aimed at consumers with specific disorders?

Recital paragraph 22 states that claims addressed to a group of consumers with
specific disorders are not intended to be covered by the Regulation. The
Agency has produced guidance on allergens, which refers to ‘free-from’ claims.
This can be accessed at the following website address:

www.food.gov.uk/multimedia/pdfs/maycontainguide.pdf

For information about the Agency’s position on “suitable for diabetics” claims
please see the following website address:

http://www.food.gov.uk/multimedia/webpage/diabeticfoods
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If allergens are present in the product there are requirements within the Food
Labelling Regulations 1996 (as amended) to label their presence.

Does the Regulation cover additive claims such as “no colours or
preservatives”?

In the Agency’s opinion this would be an ingredient claim and would not be
controlled by this Regulation. Please see Section 2.2 for further information.

Does the Regulation cover claims relating to 5-a-day or fruit and vegetable
content?

In the Agency’s view references to 5-a-day and the number of portions a
product provides are not within the scope of this Regulation. This was
discussed during negotiations and a statement clarifying this was included in

the minutes of the June 2005 Council. However, the-generalrules-in-the Frade

Descriptions-Act 1968 (soon-to-bereplaced-by the Consumer Protection from
Unfair Trading Regulations 2008}, the Food Safety Act 1990 and European

Regulation 178/2002, which make it an offence to mislead consumers and give
out false information, continue to apply. Claims relating to 5-a-day should
conform with the Government’s criteria and advice on what constitutes a
portion. If a health claim is made in addition to the reference to 5-a-day, such as
“good for you because it contains one of your five-a-day”, use of the term “good
for you” would come within the scope of the Regulation. For further information
about the Government’s 5-a-day message, in particular what constitutes a
portion, please see the following website address: www.5aday.nhs.uk

Does the Regulation control Government health messages?

No. As Government health messages are not made in a commercial context

they do not come within scope of the Regulation (Article 1) and do not have to
meet with the requirements of the Regulation. This does not necessarily mean
that they can be repeated by food business operators in a commercial context
and enjoy the same exemption. More information can be found in Section 2.3.

Does the Regulation control statements such as “digestive”, “tonic water”, or
“light ale” which could be viewed as a claim, but are now seen by consumers as
a category of food?

Under Article 1(4) descriptors, which have traditionally been used to indicate a
class of foods or beverages, can be granted a derogation (exemption) and
would then not have to comply with the requirements of the Regulation. For
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information on applying for a derogation please contact the Agency. The
Agency’s contact details can be found in Appendix II.

Does the Regulation cover generic health claims such as “good for you”?

Yes, but they have specific requirements to meet. See section 5.1 for further
information.

Does the Regulation cover use of the term “superfood” on a product?

You will need to carefully consider how consumers would view this claim and
the context in which it's made. The term "superfood" is generally seen as short-
hand for some non-specific but clear benefit of the food it describes, and
generally seen as a health benefit. While only courts can give a definitive
interpretation, consumers have been given to expect some general health
benefit from use of this term. It is the Agency's view, therefore, that the term
"superfood" is unlikely to be considered to be a specific health claim that would
require authorisation and listing in its own right, but that it may be viewed to be
a general reference to health under Article 10(3) of the EU Regulation
1924/2006 on nutrition and health claims made on foods. Article 10(3) claims
do not have to be authorised and listed, so there is no requirement for a specific
decision to be made at the Community level. Instead these are general
references to health and have to be supported by a specific health claim from
the authorised list, explaining to consumers why the product is beneficial to
health, what makes it a "superfood".

Does the Regulation control claims made on vending machines?

In the Agency’s view, if the claim relates to the products in the machine it would
need to comply with the requirements of the Regulation. With regards to any
labelling requirements, you must ensure that consumers have access to
information that allows them to make an informed choice. In the Agency’s view
this information would need to be available before a purchase is made. This
would apply to nutritional information that must accompany a claim.

Does the Regulation control claims about sports performance?

In the Agency’s view, these are health claims and would need to meet with the
requirements of the Regulation. For more details please see Section 5.

Does the Regulation control the use of claims about beauty?
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It will depend on whether these are likely to be seen as health claims. In the
Agency’s opinion, some attributes of beauty seem to be clearly linked to health,
for example condition of skin, brightness of eyes etc. In these cases, claims
would need to meet with the requirements of the Regulation. Other attributes
may have no relation to health and in many cases are a matter of personal
opinion, for example face shape, proportions of facial features, colour of hair or
eyes, and would not be seen as health claims. However, the Consumer
Protection from Unfair Trading Regulations 2008, the Food Safety Act 1990 and
European Regulation 178/2002, which make it an offence to mislead consumers
and give out false information, continue to apply.

In some cases there may be a borderline between beauty and health. One
example of a potential borderline claim is "glowing skin". Although there are no
medical conditions associated with lack of glow, the average consumer may
consider there to be an association with health, especially because we often
talk of "glowing health". Distinguishing between beauty and health is an inexact
science and is likely to come down to the individual claim and its presentation
and context, taking into account consumer understanding.

COMMERCIAL COMMUNICATION (SECTION 2.4 OF THE GUIDANCE)

I'm trying to decide if the information | want to give in a magazine article / on a
website is a claim within a commercial communication. Section 2.4 mentions
same field of view, what does this mean?

Ultimately decisions will need to be taken on a case-by-case basis and only the
courts will be able to decide authoritatively what does and what doesn’t have to
comply with the requirements of the Regulation. The Regulation does, however,
place emphasis on consumer understanding and how consumers view the
information presented to them. With this in mind, the Agency’s view is if
consumers could link a claim with a specific product or ingredient it is likely to
be a commercial communication. In the Agency’s view, this is more likely to be
the case where the product and claim are seen together, at the same time and
without turning the page, for example on the facing page of a (general interest)
magazine.

If the claim and the related product or ingredient cannot been seen together,
consideration should also be given to whether or not there is a direct link
between the product and the claims being made, for example reference to a
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website. This is particularly relevant when we consider internet pages. In the
Agency’s view only claims which are on a separate internet site**, and where
there is no direct link to the purchase of products, would fall outside the scope
of a commercial communication and outside the scope of the Regulation.

Q23. I've got an in-store magazine, does this count as a commercial communication?

In the Agency’s view such publications are no different to other general interest
magazines and it will depend on the type of information included and the way it
is presented. For example if food retailer X produces an in-store magazine that
gives consumers information about a healthy diet and includes an article on the
benefits of oily fish, this alone would not appear to be a commercial
communication; information given is unlikely to be construed as a claim and
would not have to meet the requirements of the Regulation. However, if the
article also mentions that oily fish can be purchased in retailer X’s shops or
mentions a particular brand, this could be a commercial communication and any
information given is more likely to be construed as a claim and would need to
meet with the requirements of the Regulation. Similarly, if an advertisement for
oily fish is made in the same field of vision, or consumers could link the claims
in the article with a particular product, it would more likely be a commercial
communication and would need to comply with the requirements of the
Regulation.

Q24.1s a press release a commercial communication?

A communication between a company and the media is not likely to be
commercial. The Regulation (Recital 4) states that ‘claims’ made in non-
commercial communications and information in the press and in scientific
publications are out of scope. However, use of a press release for commercial
purposes, such as placement on a website to promote a product, or given out in
store, etc are not ‘information in the press’ and would be commercial
communications, subject to the Regulation.

Q25. | want to indicate healthy options on my menu, do | need to comply with the
Regulation?

4 This is the practice of the Medicines and Health products Regulatory Agency.
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Menus are commercial communications so statements on a menu such as “low
fat” or “healthy” or any logos or pictures that would have the same meaning to
consumers would have to comply with the Regulation.

What is meant by generic advertising in Recital 4 of the Regulation?

Recital 4 clarifies that the Regulation should apply to all nutrition and health
claims made in commercial communication including generic advertising and
promotional campaigns. The key consideration is whether or not the claim is
made in a commercial context. Further guidance on what is a commercial
communication is given in Section 2.4.

TRADEMARKS AND BRAND NAMES

If I use a trademark or brand name that could also be a claim are there any
controls on the positioning of the associated claim?

No. Although the Regulation does not specify where the accompanying claim
should be made and there is no case law to inform an interpretation, it is the
Agency’s view the claim should be clearly visible and legible.

Are there any controls on the type of claim | have to make to accompany the
trademark/brand name?

Yes. The claim must be relevant to the trademark or brand name. Article 1(3)
requires the claim to be in either the Annex of approved nutrition claims or the
Community Register of authorised health claims and the product must meet the
requirements to make the accompanying claim.

What if the trademark or brand name is in a television advert, can the
accompanying claim be in the labelling?

Article 1(3) of the Regulation states that where the “trademark or brand name
appearing in the labelling, presentation or advertising of the food ........ provided
it is accompanied by a related nutrition or health claim in that labelling,
presentation or advertising”. This would appear to require that claim to appear
with the trademark or brand name even where it is in an advert. However, this
may depend on the circumstances and a test of reasonableness. Consult your
Home Authority and the Advertising Standards Authority (ASA) for further
guidance.
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Q30. What happens if a product, with a brand name or trademark which could be a
claim, does not meet with the nutrient profile?

In order to use a brand name or trademark that could be construed as a claim,
Article 1(3) requires it be accompanied by an approved claim. The product must
meet with the requirements of the Regulation to use the approved claim,
including restrictions such as those based on nutrient profiles. If it cannot
comply with these conditions it would not be able to use the brand name or
trademark. For brand names or trademarks existing before 1 January 2005, the
15 year transitional period would apply before they would need to comply with
this requirement (Article 28(2)).

Q31. When do | have to include the accompanying claim?

For trademarks or brand names in use before 1 January 2005 there is a 15 year
transition period, in Article 28, for products to comply with these conditions.
See Section 7 for further details of the transitional periods.

Q32. What is meant by “trademarks or brand names existing before January 2005” in
Article 28?

The Regulation does not define what is meant by "trademarks or brand names
existing before January 2005". In some cases the trademark will have been
registered before January 2005, showing that it existed. For brand names and
other trademarks, manufacturers should be able to establish that it was in use
on products before this date. The Agency takes the view that this interpretation
is common across the EU, but in the case of exported products, it would be best
to check with the importing country authorities.

Q33. Can | add products to the range and still use the trademark or brand name?

Yes. The transitional period applies to the trademark or brand name and not the
products that it is used on.

Q34. I'm setting up a partnership scheme with a health-related charity, can | put their
heart shaped logo on my products?

Yes, but as consumers are likely to view this in the same way as a health claim,
you must comply with the Regulation. If the partnership scheme is intended for
fundraising purposes only and the logo is not intended to imply that the food has
a particular benefit to health, this should be clearly stated so consumers are not
misled. You should also comply with best practice guidelines issued by the
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Charity Commission and the Office of the Third Sector. Please see Section 2.7
for further details.

9.6 PROHIBITED CLAIMS — RATE OR AMOUNT OF WEIGHT LOSS CLAIMS
AND CLAIMS ON ALCOHOLIC BEVERAGES (SECTION 3.2 OF THE
GUIDANCE)

Q35. What is a rate or amount of weight loss claim (Article 12(b))?

This is a claim that states, suggests or implies a loss of a measurable amount of
weight over a period of time, or loss of a measurable amount of weight.

In the absence of case law, it is difficult to make categorical assertions about
the scope of this prohibition. Reference to periods of time alone, particularly in
more general terms such as “rapid”, “fast”, etc should not mislead consumers,
but may not be subject to this prohibition.

When considering compliance with this provision context will often need to be
considered. For example, personal experiences and before and after
photographs that can be substantiated and which are presented in a way that
does not imply a guarantee of effect for the average consumer and which make
no reference to an amount of weight or an amount of weight over a period of
time, are probably beyond the scope of this prohibition. However, they are
likely to be caught by the definition of health claim and as such may need to be
either subject to a specific authorisation, or, as the case may be, under the
provisions in Article 10(3) accompanied by an authorised claim.

Q36. Most claims on alcohol are prohibited, but does this include food supplements
that contain more than 1.2% alcohol by volume?

No. Recital paragraph 13 of the Regulation draws a distinction between these
products and alcoholic beverages. The product would need to comply with the
definition of a supplement in Regulation 2(1)(a) of the Food Supplement
Regulations 2003 and would need to comply with the other requirements of the
Regulation on nutrition and health claims made on food.
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9.7 PROHIBITIONS - RECOMMENDATIONS OF DOCTORS OR HEALTH
PROFESSIONALS (SECTION 3.2 OF THE GUIDANCE)

Q37.How can | be sure | am not making claims caught by the prohibition in Article
12(c)?

Please see Flowchart 3 in Appendix V to help you decide whether you're
complying with Article 12(c).

Q38. What is meant by recommendations of individual doctors or health
professionals?

Article 12(c) prohibits health claims which make reference to recommendations
of individual doctors, health professionals or associations other than national
associations of medical, nutrition or dietetic professionals and health-related

charities—n-the-Agency's-view-a-doctoror-health-professiona ot prohib

Concern has been expressed that Article 12 (c) might be interpreted to mean
that individual doctors or health professionals would not be able to make
legitimate health claims in any communication, whereas anyone else may do
so. Itis thought that experts in their field should be able to express their
opinions and views and give voice to their professional expertise. The
Regulation does not seek to hinder this, and as such makes a clear distinction
between commercial and non-commercial communication. Please see Section
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2.4 for guidance on how to distinguish between commercial and non-
commercial communications. There is the concern that in commercial
communications the added gravitas of recognised professional expertise may
unduly influence the consumer, and the objective of the Regulation is that
consumers not be misled in any way. What does this mean in practice?

Some of the confusion about how to read Article 12 (c) may be because we are
currently in a transition period before there is a list of authorised health claims.
Once the list of authorised health claims is available, the position of claims of
the type indicated in Article 12(c) should become clearer. Since claims of this
type will be prohibited, it will not be possible to authorise any health claim which
makes reference to recommendations of individual doctors or health
professionals and other associations not referred to in Article 11. If these claims
are not authorised, they will not be legitimate health claims and cannot legally
be used.

Anyone using a health claim on the list of authorised health claims agreed at EU
level, and in accordance with the requirements laid down in the Regulation, will
be complying with the law. Anyone using a health claim, of any kind that is not
on the list of authorised health claims will not be complying with the law. In
short, claims which make reference to recommendations of individual doctors or
health professionals and other associations not referred to in Article 11 are
claims that are not on the list of authorised health claims.

In the meantime, and while health claims are subject to transition periods, the
current legislation requires that any health claim should not mislead consumers
and anyone making a health claim should be able to substantiate it.
Professional codes of practice, such as the Health Professions Council’s
Standards of Conduct, Performance and Ethics, or the British Dietetic
Association’s code should be adequate guides in distinguishing conduct on the
borders of the professional and the commercial, during transition periods and
beyond.

http://www.hpc-uk.org/publications/standards/index.asp?id=38

What is a health professional?

In the context of the Regulation, the Agency takes the view that this would
include anyone who is presenting themselves, or is understood by the
consumer, as having expertise in the field of health or nutrition.
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Q40. Will the Regulation control advice given by doctors and health professionals to
patients?

The Regulation does not cover non-commercial communications such as
independent advice given by dieticians, doctors, in-store pharmacies and health
centres to patients. For more advice on what is a commercial communication
please see Section 2.4

Q41. Can a doctor or health professional recommend a product if a health claim isn’t
made?

In the Agency’s opinion it would be permitted, but care needs to be taken about
context and presentation to ensure that consumers weuld-notsee-itas-a-health
claim are not misled. Professional codes of practice as mentioned in Q38 are
useful here and you should refer to your relevant code of conduct.

Q42. Can claims make reference to recommendations of individual doctors or health
professionals if they are speaking on behalf of a charity or medical association?

If it is clear that the recommendation or endorsement is that of the national
association of medical, nutrition or dietetic professionals or health related
charity, Article 11 would apply. Otherwise, Article 12 would apply.

Q43. Can a doctor or health professional provide general healthy eating advice if it is
not linked to a branded product?

The Regulation will only apply to commercial communications. It will therefore
depend whether the general healthy eating advice is in a commercial
communication and can be construed as a claim making reference to a
recommendation of a doctor or health professional. Only in these cases would
the prohibition in Article 12(c) will apply. See Section 2.4 for more information
about what is and what isn’t a commercial communication.

Q44. Will individual doctors or health professionals be able to write in a commercial
communication about the relationship that exists between a food category, a
food or one of its constituents and health?

As explained above, the Regulation prohibits a very specific type of health
claim. When writing in commercial communications, whether these be product
labels, in-store leaflets or advertising copy, care would need to taken to use
health claims from the authorised list of claims, once this is available, when
describing the relationship that exists between a food category, a food or one of
its constituents and health. Anyone making a claim not on the list will not be in
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compliance with the law. If a claim should be used in a commercial
communication which makes reference to recommendations of individual
doctors or health professionals and other associations not referred to in Article
11, it will not be on the authorised list and will not therefore be in compliance
with the law.

Q45. Can a doctor or health professional recommend a branded product that is also
making a heath claim?

In the Agency’s view this could be permitted, with reference to Q37 above. Any
recommendation should not be presented in a way that can be construed as an
unauthorised health claim, or as misleading to the consumer. If a health
professional recommends a product which also bears an authorised health
claim, the two components should ideally be separated in presentation to the
consumer in case the two read together makes an unauthorised health claim.
Context is likely to be very important here and discussion with enforcement
authorities prior to the claim being made is recommended.

Remember, any health claim that is made must comply with the requirements of
the Regulation outlined in Sections 3 and 5.

Q46. Does the Regulation prohibit doctors and health professionals using health
claims to recommend branded products in presentations to peers or industry?

No, the Regulation only controls claims made in commercial communications
directed at the final consumer.

Q47.Can | refer to research conducted by a doctor or healthcare professional on my
product label?

In the Agency’s view this would be permitted, as long as this isn’t in the form of
a recommendation and any associated claims comply with the requirements of
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the Regulation. For example, you could say “research conducted by Doctor X /
institute X shows that calcium is good for your bones” as a generic statement,
but on a product containing calcium this would be an implied health claim.
There would therefore have to be an authorised claim, such as “calcium is good
for your bones”, the product must comply with the requirements for making such
a claim, and the labelling comply with the other general requirements in
Sections 3 and 5.

Q48. Can | use a celebrity endorsement?

Celebrity endorsements do not appear to fall within the scope of the prohibition
in Article 12(c) (unless the celebrity is a doctor or health professional).
However, any nutrition or health claim made in a commercial context would
need to comply with the requirements of the Regulation in the same way as any
other nutrition or health claim.

9.8 GENERAL REQUIREMENTS (SECTION 3.3 OF THE GUIDANCE)

Q49. How will “...in a form that is available to be used by the body...” in Article 5(1) be
applied?

Article 6 of the Regulation requires manufacturers to be in a position to justify
the use of the claim. This will require evidence to show that the product contains
a significant quantity and that it is available to the body. For example, making a
“high in iron” claim on spinach could be misleading to consumers as, although it
contains iron, it is likely to fail the test of being able to provide a significant
quantity to produce the effect because it contains other substances that make it
harder for the body to absorb the iron.

Q50. What is a significant amount?

Where possible this will be as defined by legislation, for example significant
amounts for vitamins and minerals are defined in Directive 90/496/EEC
(amended by Directive 2008/100/EC) and the corresponding Schedule 6 of the
Food Labelling Regulations 1996. Where significant amounts are not defined
by legislation, food business operators are required by Article 5 and 6 of the
Regulation to justify the use of the claim. You may want to consider looking at
any levels set for any corresponding nutrition claims in the Annex or health
claims in the Community Register of authorised health claims, once adopted.

Q51. Is what would constitute a significant amount different for foods intended
exclusively for children?
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It is the Agency’s opinion that when making claims on products intended
exclusively for children, like follow-on formulae, processed cereal-based foods
and baby foods, labelling reference values for children as defined in specific
Parnuts legislation for these products (Directive 2006/141/EC and Directive
2006/125/EC) should be taken into account when considering what constitutes
a significant amount.

What is meant by the “average consumer”?

The Regulation does not formally define the average consumer, but Recital
paragraph 16 refers to previous adjudications by the European Court of Justice
in this area. It will ultimately be for the courts to decide if a claim is understood
by the average consumer. As a guide, the average consumer is someone who
is reasonably well-informed and reasonably observant and circumspect. The
Regulation does highlight that the concept of the average consumer should take
into account social, cultural and linguistic factors and also consider consumers
whose characteristics make them particularly vulnerable to misleading claims. It
also takes into account products that are aimed at particular groups of the
population.

The Unfair Commercial Practices Directive has the same general definition of
the average consumer (the average consumer, who is reasonably well informed
and reasonably observant and circumspect, taking into account social, cultural
and linguistic factors). As this is major horizontal EC consumer protection
legislation, the courts may take this definition into account if asked to consider
more general issues as to whether a consumer is likely to be misled by a claim.

CRITERIA TO MAKE CLAIMS (SECTION 4.2 OF THE GUIDANCE)

What about claims that relate to a vitamin or mineral that’s not in the Annex of
Directive 90/496/EEC on nutrition labelling of foodstuffs and where no
significant amount is defined?

The general principle to be followed when deciding what is a significant amount
is what the scientific substantiation indicates is necessary for the desired effect,
and what contribution to the diet the product making the claim would make.

Directive 90/496/EEC on the nutrition labelling for foodstuffs states that only
vitamins and minerals contained in the annex may be included as part of the
nutrition panel on food labels. Directive 2008/100/EC amends Directive
90/496/EEC and amongst other things updates the annex of vitamins and
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minerals and sets associated RDAs. These RDAs must be taken into account
when considering what constitutes a significant amount to make a claim. Fhe

show they are presentat an amount that has a benefit to health. Article 3 of
Regulation 1924/2006 requires food business operators to ensure that any
claims made are not false, ambiguous or misleading and should provide
consumers with access to a full nutritional breakdown of the product so they can
make an informed choice. Where a vitamin or mineral claim is made consumers
should have information available about the amount of that vitamin or mineral in
the product.

Q54. If the criteria to make a claim are different under the Food Labelling Regulations
1996, which applies?

For claims that are in the Annex of the claims Regulation, you will need to
comply with those criteria (Article 8(1)). The general transitional period would
apply to allow foods placed on the market or labelled prior to 1% July 2007 to be
marketed until their expiry date, but no later than 31 July 2009 (Article 28(1)).

The Regulation does put in place other transitional periods and in some cases
refers to national legislation applying in the interim. In these cases the Food
Labelling Regulations will apply.

Full details of the interactions between the Food Labelling Regulations and the
new claims Regulation can be found in Appendix IV.
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Q55. To make, for example, a “source of calcium” claim, how much calcium does
there need to be in each portion of my product?

Article 5 of the Regulation requires a significant amount of the nutrient or other
substance for which a claim is made to be present in the quantity of the food
that can reasonably be expected to be consumed.

For “source of [name of vitamin/s] and/or [name of mineral/s]” claims, the Annex
of the Regulation refers food business operators to Directive 90/496/EEC when
considering what constitutes a significant amount. This Directive states that
15% of the recommended daily allowance supplied by 100g or 100ml should be
taken into consideration when deciding what constitutes a significant amount.
The Agency’s interpretation is that this is intended as a guide, since the claims
Regulation requires there to be a significant amount present in the amount that
can reasonably be expected to be consumed. Ultimately you must ensure that
consumers would not be misled by any claims you make. Therefore if you
make a claim about the calcium content of a food, the consumer should get
15% of the RDA for calcium, from the amount they could reasonably be
expected to consume.

Q56. What does “quantity of the product that can reasonably be expected to be
consumed” mean?

This will need to be judged on a case-by-case basis taking into account the type
of product. As an example, it is the Agency’s view that it would be unreasonable
to require consumers to eat 100g of margarine a day in order to consume the
levels of the nutrient needed to make the claim; however, for bread this would
be a more acceptable expectation. Again, it is important to remember that this
requirement aims to protect consumers from misleading claims and to ensure a
significant level of consumption where a claim is made. If a 250ml bottle of fruit
juice states that it “contains vitamin C”, is part of a balanced diet where there
will be other sources of vitamin C and it is reasonable to expect a consumer to
drink that amount as a serving, 15% of the RDA should be present in the 250ml.
By contrast, a food presented as a single source of nutrition may need to
contain the full daily requirement.

In situations where it is difficult to assess the amount of food that could
reasonably be expected to be consumed, for example products such as milk,
the Agency would consider it reasonable to ensure that a significant amount is
present per 100g or 100ml.
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The frequency of consumption should also be considered, especially where
claims are based on longer consumption. For example, it could be reasonable
to make a health claim based on 5 portions of fruit and vegetables a day,
whereas for oily fish it may need to be on a weekly basis. It is a requirement of
Article 10(2(b)) that health claims are accompanied by a statement indicating
the quantity of food and pattern of consumption required to obtain the claimed
effect. In the Agency’s view this only becomes a requirement following-adeption

a ha oMb Rad ar of he N m al\/to he in N v 0 'Once

the health claim has been authorised for use in the EU.

If my product is sold as a solid, but consumed as a liquid, and | want to make a
claim, which condition, per 100g or per 100ml, would apply?

Article 5(3) states that the Regulation applies to the food ready for consumption
in accordance with the manufacturer’s instructions and so the criteria for a liquid
— per 100ml — will apply in this case.

If my product could be sold as a liquid or a solid (e.g. a yoghurt) and the
conditions vary per 100g and per 100ml, with which do | comply?

The reason certain nutrition claims have different criteria for solids and liquids is
to take account of different consumption patterns. For example consuming a
330ml can of drink is very different to consuming 330g of food. Bearing this in
mind, which criteria should apply will depend on the nature of the product and
the levels of consumption and decisions would need to be made on a case-by-
case basis. You should consult your Local Authority for further advice on what
criteria should be applied to your product.

If | make a claimin a TV advert, do | have to provide nutrition labelling and if so
how do | do it?

The Regulation refers to Directive 90/496/EEC on nutrition labelling for
foodstuffs for the requirements on nutrition labelling. This Directive already
requires nutrition labelling to be provided where a nutrition claim is made and
states what information must be presented and in what format. In the UK this is
implemented by the Food Labelling Regulations 1996. The Regulation requires
the same conditions that apply to nutrition claims to also apply to health claims,
although group 2 nutrition labelling should be provided in these cases. The
Regulation also exempts non-prepacked foodstuff put up for sale to the final
consumer, to mass caterers, a foodstuff packed at point of sale at the request of
the purchaser or pre-packed with a view to immediate sale, from providing
nutrition labelling.
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If you make a claim in a TV advert, that falls within the scope of the Regulation
(see Section 2), you do not have to provide the nutrition labelling in the advert,
but it must appear on the labelling/packaging of the product advertised.

What method do | need to use to measure fibre in order to make a claim?

The legal definition of fibre is included in Directive 2008/100/EC which amends
Directive 90/496/EEC.

The conditions for “no added sugar” claims includes “...or any other food used
for its sweetening properties”. What does this mean?

This will have to be looked at on a case-by-case basis and will depend on the
nature of the product, why ingredients are used and how it is labelled. The
name of the product is likely to indicate why the other food is present — as a
defining ingredient or as a sweetener. For example, in a cranberry juice drink,
the use of concentrated grape juice is usually to sweeten the product and is not
included in the name; whereas in a mango and apple juice drink, the presence
of apple juice is indicated in the name and is not added to sweeten the product
(the sweetening effect is likely to be negligible with sweet mango juice).

How much sugar has to be present to trigger the requirement to state
“CONTAINS NATURALLY OCCURING SUGARS” on a product making a “no
added sugar” claim?

The Regulation does not specifically mention how much sugar should be
present to trigger the use of this statement. The Regulation does however,
define any product with no more than 0.5g of sugar per 100ml or per 100g as
“sugar free”. Taking this into consideration it is the Agency’s view that only
products that contain more than 0.5g of naturally present sugar per 100ml or
per 100g should make the statement “CONTAINS NATURALLY OCCURING
SUGARS”.
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Q63. Current legislation on spreadable fats allows “low fat” to be used under
conditions not permitted by this Regulation — which applies?

Recital 8 clarifies that products that meet the conditions of Regulation (EC) No
2991/94 laying down standards for spreadable fats, can make “low fat” claims
that meet the criteria in that legislation. It also states in the recitals of the
nutrition and health claims Regulation that the spreadable fats legislation should
be adapted to the provisions of the Regulation on nutrition and health claims as
soon as possible. Regulation (EC) No 2991/94 has been repealed and
replaced by Regulation (EC) No 1234/2007 establishing a common organisation
of agricultural markets and on specific provisions for certain agricultural
products. However, this maintains the specific criteria for the use of certain
nutrition claims on spreadable fats laid down by Regulation (EC) No 2991/94.
Until the criteria for claims on spreadable fats are brought in line with Regulation
(EC) No 1924/2006 food business operators should continue to comply with the
criteria set out in Regulation (EC) No 1234/2007.
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9.10 CLAIMS NOT IN THE ANNEX OF PERMITTED NUTRITION CLAIMS

Q64.

Q65.

Q66.

Q67.

Q68.

(SECTION 4.3 OF THE GUIDANCE)
“Diet” is not mentioned in the Annex, can | still use this claim?

In the Agency’s opinion, using “diet” to distinguish one product from another is
likely to be seen by consumers to mean the same as “light/lite”, and would need
to meet the conditions of use for this claim. However in another context — that of
weight control or loss, this would be a health claim.

Omega-3, 6 and 9 claims are not in the Annex. Can | use these?

For a product to make the claim "contains omega-3" the Regulation requires the
product to comply with the conditions of use for the claim "contains [name of
nutrient or other substance]” which is in the Annex. The Annex does not
currently include the claim "high in omega-3". Article 28(3) allows claims which
are not in the Annex, but which were in use before 1 January 2006, to continue
to be used until 19 January 2010. The European Commission has already
asked EFSA to consider claims relating to omega-3 fatty acids,
monounsaturated fat, polyunsaturated fat and unsaturated fat and we therefore
anticipate that specific claims relating to omega oils will be added to the list in
future. Once specific omega-3 claims are added to the Annex, products will then
need to comply with any specific conditions of use stated.

Can | use Gl claims?

Gl claims would be covered by the Regulation and-unless-authorised-willonly

be-permitted-on-the-market-untilJanuary-2010. To ensure these claims can
continue to be used after-this-date they will need to be submitted for

authorisation and added to the list of permitted nutrition and/or health claims.
For information on getting health claims onto the Community Register of
authorised claims please see Section 5.

Can | use low carb claims?

Low carb claims are currently not in the Annex of permitted nutrition claims. If
the claim is not added to the Annex by 19 January 2010 the Regulation will
prohibit these claims from being made on food.

“Half fat” is not in the Annex, can | use this claim?
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It is the Agency’s view that “Half fat” is likely to mean the same to the average
consumer as a reduced fat claim and products would need to meet with the
requirements to make a claim in this category. See Section 4.4 for more details.
The general rules in the ipti
the Consumer Protection from Unfair Trading Regulations 2008}, the Food
Safety Act 1990 and European Regulation 178/2002 which make it an offence
to mislead consumers and give out false information, will apply. In this case it
will need to have half the fat of the original (50% less).

Can | make statements such as “90% fat free”?
No. The Annex to the Regulation specifically prohibits this type of claim.

Can | make multivitamin claims or claims such as “contains vitamins and
minerals”?

Although the Annex contains the claims “source of [name of vitamin/s] and/or
[name of mineral/s]” and “high in [name of vitamin/s] and/or [name of
mineral/s]”, it does not contain a non-specific vitamin or mineral claim, such as
“source of vitamins and minerals”. It is likely that to ensure such claims can
continue to be made after January 2010 such a claim will need to be added to
the Annex.

How do vitamin and mineral claims relate to multi-vitamin / -mineral
supplements?

It is a legal requirement of Food Labelling Regulations 1996 that foods are
labelled with a name and to the extent that wording is necessary to comply with
mandatory labelling requirements it is not subject to Regulation 1924/2006. See
Section 2.6 for further information.

In addition, it is a requirement of Directive 2002/46/EC relating to food
supplements that supplements state the names of the categories of nutrients or
other substances that characterise the product. It may be that this includes
statements about the vitamin or mineral content. In this case, it is a mandatory
labelling requirement to present this information and does not need to comply
with the requirements of the claims Regulation, although the product would
need to comply with the requirements of Directive 2002/46/EC. Any additional
statements about the vitamin or mineral content that are not required by that
Directive would have to comply with the requirements of the claims Regulation.
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Q72. What about energy claims?

The Annex of the Regulation already includes nutrition claims for low energy,
reduced energy and energy-free and products will need to meet the
compositional requirements listed, as well as the general requirements of the
Regulation, in order to make these claims.

Claims that relate to a “source of energy” or “high in energy” or “gives you
energy” may also be controlled by the Regulation. To decide how the Regulation
controls these claims, consideration needs to be given to whether the claim is a
nutrition or health claim. In the Agency’s view if the claim relates to the calorie
content of the food, and consumers would view it as such, it would be a nutrition
claim. However, if it refers to, or would be considered by consumers as relating
to, the feeling of energy it provides following consumption, itis a health claim
and would have to meet with the requirements in Section 5.

As discussed in Section 2.2, only nutrition claims that refer to the beneficial
nutritional properties of a food are controlled by the Regulation. Therefore,
consideration also needs to be given to the context of any nutrition claim and
the target audience. For example, it is the Agency’s opinion that on a ready
meal for average family consumption “high in calories” is unlikely to be claiming
a benéeficial nutritional property; however, on a drink aimed at athletes “high in
energy” could be.

The Annex of permitted nutrition claims includes the generic claims “contains
[name of nutrient or other substance]” and “increased [name of nutrient]”. The
Regulation does not control the exact wording of claims but instead gives an
example wording and then allows and controls claims which have the same
meaning to the consumer. Consideration should be given to whether consumers
are likely to view claims referring to energy to mean the same as “contains
energy” or “increased energy”, in which case they would have to comply with
the generic claims mentioned above. Products making “contains [name of
nutrient or other substance]” claims must comply with Article 5 of the
Regulation, which states that the nutrient should be present in a significant
guantity (see Section 3.3 for details). “Increased [name of nutrient]” claims can
only be made where the increase is at least 30% compared to a similar product,
and the product meets with the criteria specified in Article 9 (see Section 4.4 for
further details).

The Annex of permitted nutrition claims does not contain a specific "high in
energy" claim or generic "high [name of nutrient]" claim. Nutrition claims that are
not in the Annex, but were in use before 1 January 2006, can continue to be
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used until 19 January 2010 under transitional arrangements. If the claim has
not been added to the Annex after this time it can no longer be used.

Q73. Does the Regulation control claims such as “contains wholegrain” or “does not
contain hydrogenated fat”?

It may be possible to differentiate between a nutrition claim and an ingredient
claim. Highlighting the presence, reduced content or absence of a nutrient or
other substance is clearly covered in the definition of nutrition claim. However,
ingredients might be listed in addition to the ingredients list or name of the
product for good reason and in this context may fall outside the scope of the
Regulation. Please see Section 2.2 for further information.

Q74.How do | get a claim added to the Annex?

The Regulation does not contain a specific application process for submitting
nutrition claims, and it is the Agency's understanding that applications should be
made directly to the Commission, rather than via a Member State. A decision
about inclusion on the list would then be taken by Member States at Standing
Committee and would be based on any opinion EFSA may give. For more
information please contact the Agency. It would also be helpful if the Agency
were kept informed of applications. Contact details for the Agency can be found
in Appendix .

9.11 CRITERIA TO MAKE COMPARATIVE CLAIMS (SECTION 4.4 OF THE
GUIDANCE)

Q75. The Annex of the Regulations requires products making reduced claims to have
a 30% reduction compared to a similar product, but Article 9 requires the
comparison to be with a range of products, which applies?

So that consumers are not misled reduced claims should be compared to a
range of similar products on the market. This is to prevent a situation where, for
example, a product making a reduced sugar claim has more sugar than the
majority of similar products on the market. The European Commission has
produced guidance to interpretation™ on this. The comparison must be between
the product bearing the claim and a range of other products from the same

>This guidance can be found at:
http://ec.europa.eu/food/food/labellingnutrition/claims/index en.htm
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category, which do not have a composition which allows them to bear a claim,
including foods of other brands. In some cases it may only be possible to
compare with one product, or within a manufacturer’s range the comparator
may be the ‘standard’ product in the range. However, that one product should
be representative of other products on the market. For example, to make a
reduced sugar claim on lemonade the comparison could be to the full sugar
version of the same brand, provided the full sugar version has comparable
sugar levels to other lemonades on the market that cannot make a nutrition
claim.

Article 9 requires the difference to be stated, how do | do this?

This can be expressed as either a percentage or an absolute value and an
average can be used. More information can be found in Section 4.4.

It is a requirement that reduced energy and light claims are accompanied by an
indication of the characteristics which make the food reduced in its total energy.
What does this mean (Section 4.4)?

In order to meet with this requirement the presentation of the product must
explain to consumers how the energy content has been reduced. For example,
if the energy has been reduced as a result of the sugar content being lowered
this should be made clear to consumers, and in this case the condition that it
must be at least 30% less does not apply. In addition, “reduced” and “light”
claims have to comply with Article 9, which requires the difference in the
guantity of a nutrient or other substance to be stated. This has been discussed
at the European level and there is agreement that a single indication can fulfil
the requirements of both Article 9 and the conditions for using a “light” claim.
For example, a label stating “light — 50% less sugar”.

What happens if | make a reduced claim and the comparative product is taken
off the market?

The Regulation requires products making reduced claims to have a 30%
reduction compared to similar products on the market. If this condition cannot
be met the reduced claim should not be made.

How can | indicate that my product is reformulated if the original product is not
on the market?

The Agency values industry's support of reformulation and is aware that
industry wishes to communicate the work they are doing. The Agency is
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currently pressing the European Commission to add a specific claim to the
Annex to allow for these statements.

Q80. Are claims comparing fruit juice to milk, such as “as much calcium as a glass of
milk” or supplements to fruit, such as “contains as much vitamin C as an
orange” also controlled by Article 97

Please see Section 4.4 for information about “as much as” claims.

9.12 HEALTH CLAIMS (SECTION 2.3 OF THE GUIDANCE)
Q81. Will I have to use the exact wording of the permitted health claim?

The European Commission has indicated that the Regulation will not control the
exact wording of health claims covered by Article 13 and Article 14. We
therefore anticipate that there will be some flexibility over wording, within
conditions where deemed necessary. The European Commission has
committed to produce guidance on how to ensure authorised health claims are
used in accordance with the Regulation.

Best Practice

Q82. If | say “good for you” where does the accompanying claim have to be made?

Although the Regulation does not specify where the accompanying claim should
be made and there is no case law to inform an interpretation, it is the Agency’s
view that it should be made clear to consumers why the product is good for
them.

9.13 PROCESS OF AUTHORISATION

Q83. Who in the Commission makes decisions?
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The Commission may take decisions under delegated powers (“comitology”)
after an opinion from EFSA and after discussion in and an opinion from the
Standing Committee, in accordance with Article 25. The Standing Committee is
comprised of representatives from each of the Member States and also of the
Commission, and decisions are made by qualified majority voting. Some
decisions may also be subject to scrutiny by the European Parliament and
referred to the European Council. If either of these bodies feel the decision goes
beyond the delegated powers, or does not comply with the aim of the
Regulation or the decision is not proportionate, it can be overturned.

For Article 13(5) claims that have received a favourable opinion from EFSA,
decisions are made by the Commission alone and there is no vote.

Q84. Who is the competent Authority in the UK?

Under the Food Standards Act 1999 the Food Standards Agency is the
competent Authority in the UK for the nutrition and health claims Regulation at
national level. For matters of local enforcement, the local food authority
(including Port Health Authority where relevant) is the competent authority.

Q85. Will a claim ever be taken off this list?

Article 19 of the Regulation does allow for claims to be modified, suspended or
revoked based on a further opinion by EFSA. If EFSA, the Commission, or a
Member State request that the claim be reconsidered, EFSA will issue a further
opinion. This opinion will be made public and the applicant or any member of
the public will have 30 days to comment. As with all claims, the Standing
Committee will consider if the approved wording or conditions of the claim
should be changed, based on EFSA’s assessment.

Q86. If | miss the deadline for submitting claims to Member State lists, can | still put
forward claims without the full dossier or does it need to go through the process
for claims based on new or emerging science?

Article 13(4) allows for changes to the Community list of authorised claims,
based on generally accepted scientific evidence, on the Commission’s own
initiative or following a request from a Member State. It is the Agency’s opinion

that "changes" mcludes addltlons It—ye&nmsstheudeadtme%r—Membet%tate

Feaeheel—abeutetheuelarm4mth+n4hetransmenal—pened— However, other Member

States have expressed different views and there is no specific application
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process for submitting claims this way so, to ensure that your claim is assessed
promptly, the Agency recommends submitting a dossier application for
authorisation under Article 13(5). Please refer to Section 5.5 and Flowchart 4 in
Appendix V for further details.

Q87. How long will approval of claims based on new or emerging science take?

Under Article 18 EFSA have five months to produce an opinion once a valid
dossier is submitted received. This timeframe may be extended by one month if
additional information is required. The applicant will have 15 days to submit the
required information. If EFSA’s opinion is in favour of the claim the Commission
will have two months to make a decision. During this time the Commission will
consult with Member States. See Appendix V for further details.

Q88. If the claim | wish to make has already been rejected can | still apply?

Yes. The Regulation does not restrict the resubmission of claims, however in
order to get a positive opinion you would need to consider what amendments or
changes would need to be made to the application, including the submission of
new evidence.

Q89. How will protected data be indicated on the Community Register of authorised
claims?

The Regulation does not specify how protected data should be indicated.
Implementing rules for the application process (Article 15)*° and EFSA guidance
require protected data — confidential and proprietary data — to be kept separate
within the application. This would allow separation of protected data in the case
of disclosure. A reference to this is likely to be made in the published summary.
You should contact the European Commission for further information about how
protected data will be indicated.

due-to-be-adopted- Regulation (EC) No 353/2008 establishes implementing rules for
applications for authorisation of health claims as provided for in Article 15 of
Regulation (EC) No 1924/2006. These rules cite the EFSA guidance to be used
when making applications.
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9.14 NUTRIENT PROFILES (SECTION 6.2 OF THE GUIDANCE)

Q90. Will nutrient profiles apply to all foods including supplements?

The-nutrient profiles-must-be-established-by-19*-January-2009. Until the

nutrient profiles are agreed it is not possible to tell how they will apply to specific
products or food groups. The Commission has indicated that they agree with
the interpretation that food supplements should be subject to an exemption from
the application of nutrient profiles.

Q91. What will happen if | make a claim, but when the nutrient profiles are adopted
my product fails?

Products that fail the nutrient profile cannot make health claims. It will depend
on how the product fails the profile if and how nutrition claims can be made. Full
details of the conditions associated with nutrient profiles can be found in Section
6.2. Products that fail the nutrient profile will have two years, following adoption
of the profiles, to comply with these conditions. Until the end of the transitional
periods the product must comply with the other requirements of the Regulation
to make the claim.

9.15 TRANSITIONAL PERIODS (SECTION 7 OF THE GUIDANCE)
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Q92. Is the transitional period in Article 28(1), which refers to nutrient profiles,
different to the general transitional period?

2009: This transitional period allows products, which do not meet with the
nutrient profiles, two years before they must comply with the controls associated
with the profile.

Q93. What happens if the nutrition claim | want to use has not been added to the list
by the end of the transitional period in Article 28(3)?

At the end of the transitional period nutrition claims which are not in the Annex
can no longer be used (Article 28(3)). If you would like a claim added to the
Annex please contact the Agency or your trade association for further
information (See Appendix Il for details).

Q94. Does the transitional period for trademarks and brand names apply to the
product or the brand name or trademark?

It applies to the trademark or brand name. If you are using a trademark or brand
name that is also a nutrition or health claim, and it was in use prior to 1%
January 2005, it can continue to be used until 19 January 2022. Any additional
claims would need to comply with the requirements of the Regulation.
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Q95. What if my claim doesn’t make it onto the list of health claims based on
generally accepted scientific data and | haven’t submitted a dossier under the
route for claims based on new or emerging science, can | still use the claim?

If the Community Register of authorised health claims has been adopted and
the decision has been reached that the claim, as submitted, should not be
included it will no longer be permitted for use on food. A further application can
be submitted, under Article 13(5), and if a positive decision is reached, it would
then be permitted for use on food.

Q96. Why is there no transitional period for disease risk reduction claims and claims
referring to children’s development and health?

Transitional periods are in place to provide time for products and claims
currently in use to come into line with the requirements of the Regulation. Under
current legislation, disease risk reduction claims are not permitted to be made
on food and so no transitional period was needed.

The controls on claims referring to children’s development and health were
added late during negotiations to the same provision for disease risk reduction
claims and as a result did not have an associated transitional period. This has
now been rectified with the adoption of EU Regulation 109/2008. This opens
the transition period in Article 28(6) to claims referring to children’s development
and health.

Q97. What if | want to bring a new claim on to the market after 1% July 2007, but
before the list of health claims is authorised?

This will depend on the nature of the claim. If the claim refers to the role of a
nutrient or other substance in the growth development and functions of the
body, Article 28(5) allows new claims to be used until there is a decision on the
authorised list. This applies both to claims that have previously been used on
food and claims that have never been used. Unlike other transitional periods
this does not require an application for authorisation to be made. During this
period the claim would need to comply with the general requirements of the
Regulation (see Section 3) and with any national rules that are in place.

After 1% July 2007 new health claims which refer to psychological and
behavioural functions, slimming, weight control, reduction in the sense of
hunger, an increase in the sense of satiety, a reduction of the available energy
from the diet, children’s development and health and disease risk reduction
claims will not be permitted unless authorised.
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Q98. Once the list of claims is adopted there doesn’t appear to be a transitional
period to allow food business operators time to make the necessary changes?

The Commission is aware that there is no specific transitional period for claims
which do not get accepted for inclusion on the Community Register of
authorised claims. In the event that products bearing non-authorised claims
must be removed from the market, it is advisable you contact your Home
Authority for advice.

Q99. Which claims can go through the procedures outlined in Article 28(6)(a) of the
Regulation?

Article 28(6)(a) specifies that it is only available for claims which have been the
subject of evaluation and authorisation in a Member State and fall into one of
the following categories of claims:

e Claims which refer to psychological and behavioural functions, are based
on generally accepted scientific evidence, and are well understood by the
average consumer.

¢ Claims which refer to slimming or weight-control or a reduction in the sense
of hunger or an increase in the sense of satiety or to the reduction of the
available energy from the diet, which are based on generally accepted
scientific evidence and are well understood by the average consumer.

¢ Claims which are based on newly developed scientific evidence.

Q100. What does “health claims not authorised under this procedure may continue to
be used for six months” (Article 28(6)(b)) mean?

Article 28(6)(b) applies to Article 13(1)(b) and (c) claims and claims referring to
children’s development and health. In the Agency’s opinion, the intention of this
transition period is to allow, for example, stocks of labels to be used up. A label
bearing an unapproved claim still on the market after this 6 month period would
become illegal. The 6 month period begins once the Standing Committee
decision on the claim has been adopted and this has entered into force.
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APPENDIX | - ASSOCIATED LEGISLATION AND GUIDANCE
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TABLE 2 - LINKS TO AGENCY GUIDANCE ASSOCIATED WITH THE-ABOVE

LEGISLATION REFERRED TO IN THIS DOCUMENT

Legislation Website address for Guidance
Frade Descriptions-Act 1968 B e e e e e e
1968-pdf

Consumer Protection from Unfair
Trading Regulations 2008

http://www.oft.gov.uk/advice and res
ources/small businesses/competing/

protection

Food Safety Act 1990 (as amended)

www.food.gov.uk/foodindustry/reqgulat
ion/foodlawquidebranch/foodlawqguide
ch01/

Food Labelling Regulations 1996 (as
amended)

www.food.gov.uk/foodindustry/guidan
cenotes/labelregsgquidance/foodlabelr

egsquid

Food Labelling Regulations
(Amendment) (No.2) Regulations
2004

Food Labelling (Amendment No.2)
Regulations (Northern Ireland) 2004

www.food.gov.uk/foodindustry/guidan
cenotes/labelregsquidance/foodlabgui
dance

http://www.food.gov.uk/northernirelan
d/nirequlation/niguidancenotes/foodla
bel

Directive 89/398/EEC relating to
foodstuffs intended for particular
nutritional uses

www.food.gov.uk/foodindustry/quidan
cenotes/labelregsguidance/parnutsgu
idancenotes
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http://www.food.gov.uk/foodindustry/regulation/foodlawguidebranch/foodlawguidech01/
http://www.food.gov.uk/foodindustry/regulation/foodlawguidebranch/foodlawguidech01/
http://www.food.gov.uk/foodindustry/regulation/foodlawguidebranch/foodlawguidech01/
http://www.food.gov.uk/foodindustry/guidancenotes/labelregsguidance/foodlabelregsguid
http://www.food.gov.uk/foodindustry/guidancenotes/labelregsguidance/foodlabelregsguid
http://www.food.gov.uk/foodindustry/guidancenotes/labelregsguidance/foodlabelregsguid
http://www.food.gov.uk/foodindustry/guidancenotes/labelregsguidance/foodlabguidance
http://www.food.gov.uk/foodindustry/guidancenotes/labelregsguidance/foodlabguidance
http://www.food.gov.uk/foodindustry/guidancenotes/labelregsguidance/foodlabguidance
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The Natural Mineral Water, Spring http://www.food.gov.uk/foodindustry/g
Water and Bottled Drinking Water uidancenotes/foodquid/waterguidanc

Regulations 2007 e
The Natural- Mineral Water,-Spring h%tp—.LAAWN—feed—qev—u#mHIHmedra%pd
Regulations{(Nertherntreland)-2007
The Food Supplements Regulations | www.food.gov.uk/foodindustry/guidan
2003 cenotes/foodguid/foodsupguidance
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TABLE 3 — OTHER GUIDANCE REFERRED TO IN THIS DOCUMENT

EFSA guidance for the
preparation and presentation of
the application for authorisation of
a health claim (Article 13(5) and
Article 14)

http://www.efsa.europa.eu/en/science/nd
a/nda opinions/claims/ej530 quidance h
ealth claims.html

http://www.efsa.europa.eu/EFSA/efsa loc
ale-1178620753812 1211902594460.htm

Commission guidance on the
implementation of Regulation
(EC) No 1924/2006

http://ec.europa.eu/food/food/labellingnutr
ition/claims/index en.htm

Office of the Third Sector
guidance on charitable
fundraising

http://www.cabinetoffice.gov.uk/media/110
668/amended%20guidance%?20final.pdf

Charity Commission guidance on
fund-raising through partnerships
with companies

http://www.charity-
commission.gov.uk/supportingcharities/co

m_fin2.asp

Health Professions Council
guidance on Standards of
Conduct, Performance and Ethics

http://www.hpc-
uk.org/publications/standards/index.asp?i
d=38
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http://www.cabinetoffice.gov.uk/media/110668/amended%20guidance%20final.pdf
http://www.charity-commission.gov.uk/supportingcharities/com_fin2.asp
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APPENDIX Il - SOURCES OF INFORMATION

. For further information about food standards and safety please visit the Food
Standards Agency’s website at www.food.gov.uk

. For further information about healthy eating advice please see the Agency’s
Eatwell website at www.eatwell.gov.uk

. For a copy of the Agency’s Guidance on Allergen Management and Consumer
Information please see the Agency’s website at
http://www.food.gov.uk/multimedia/pdfs/maycontainguide.pdf

. For further information about the enforcement of food law please visit the Local
Authorities Coordinators of Regulatory Services website at www.lacors.gov.uk

= For further information about what is considered a medicine and their control
please visit the Medicines and Healthcare products Regulatory Agency website
at www.mhra.gov.uk

For further information and advice on the Regulation or the guidance notes please
contact the Agency at:

Fortification and Claims Team
Nutrition Division

Food Standards Agency

125 Kingsway

London

WC2B 6NH

nutritionandhealthclaims@foodstandards.gsi.gov.uk
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APPENDIX Ill - GLOSSARY

The Agency

The Annex

Authorised claim

Claim

Commission
Community

Community Register

Community Register of
authorised health claims

Disease risk reduction
claims

Dossier

EFSA

EU
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The Food Standards Agency

The list of permitted nutritional claims and the associated
conditions of use. These are in the Annex to the
Regulation

A claim that has been assessed, approved and added to
the list of permitted claims

Any message or representation, which is not mandatory
under Community or national legislation, including
pictorial, graphic or symbolic representation, in any form,
which states, suggests or implies that a food has
particular characteristics

European Commission
European Community

Centralised source of information about the Regulation,
including the list of permitted nutrition and health claims

Centralised list of authorised health claims. Once
adopted only health claims on this list, or claims awaiting
a decision, can be made on food

A health claim that states, suggests or implies that the
consumption of a food category, a food or one of its
constituents significantly reduces a risk factor in the
development of a human disease

The document containing information relevant to the
application for authorisation of a claim

European Food Safety Authority (referred to as the
Authority in the Regulation)

European Union
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Food business operators

Health claim

Nutrient

Nutrient profile

Nutrition claim

Other substance

PARNUTS

Scope

Standing Committee

Transitional period
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The natural or legal persons responsible for ensuring
that the requirements of food law are met within the food
business under their control

Any claim that states, suggests or implies that a
relationship exists between a food category, a food or
one of its constituents and health

Protein, carbohydrate, fat, fibre, sodium, vitamins and
minerals listed in the annex to Directive 90/496/EEC (as
amended), and substances which belong to or are
components of one of those categories

A set of nutritional criteria a product must meet to make a
claim

Any claim which states, suggests or implies that a food
has particular beneficial nutritional properties due to the
energy it provides, provides at a reduced or increased
rate, does not provide or the nutrients or other
substances it contains, contains in reduced or increased
proportions or does not contain

A substance other than a nutrient that has a nutritional or
physiological effect

Products for particular nutritional uses, which fall under
Directive 89/398/EEC

The products and type of claim the Regulation controls

European Commission’s Standing Committee on the
Food Chain and Animal Health

A period of time set by the Regulation, during which its
requirements will not apply, wholly or in part
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APPENDIX IV - UK LEGISLATION CONTROLLING CLAIMS

IV.1 — OVERARCHING LEGISLATION

The Food Safety Act 1990 and the General Food Regulations 2004, which enforce
the food safety provisions of European Regulation 178/2002, make it an offence to
falsely describe a food or provide misleading information regarding its nature,
substance or quality. All claims need to comply with this legislation.

IV.2 - THE FOOD LABELLING REGULATIONS 1996 (AS AMENDED)

Part 1ll, Regulation 40 and 41, Schedule 6 and Schedule 8 of the Food Labelling
Regulations 1996 put in place the following requirements on claims;

o Claims that a food has the property of preventing, treating or curing a
human disease or any reference to such property are prohibited;

. Nutrition labelling is compulsory on any product for which a nutrition
claim is made;

o Schedule 6 sets specific criteria a product must meet to make certain
nutrition claims, all of which are included in the Annex of permitted
claims in the new European Regulation, which will now apply;

. Schedule 8 sets criteria for other claims including claims relating to
alcohol content;

A copy of the Food Labelling Regulations can be found at the following web address:

WWW.0PSi.goV.uk/si/si1996/Uksi 19961499 en 1.htm#tcon

Where there may be any inconsistencies, Regulation 1924/2006 will in general take
precedence over the Food Labelling Regulations 1996 and food business operators
will need to ensure they comply with its controls. Further details of particular
instances where 1924/2006 takes precedence and timescales associated with the
new controls are given in Table 6 below.

IV.3 — JOINT HEALTH CLAIMS INITIATIVE

The JHCI was a tripartite alliance representing the interests of the consumer
movement, the food industry and food law enforcement officers and developed a
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code of practice on health claims. As the list of authorised health claims, required by
the Regulation, is still to be adopted the Agency would still advise manufacturers
intending to make health claims to follow the Code of Practice on Health Claims
during the associated transitional periods. Further details concerning the Code of
Practice on Health Claims and the work of the JHCI can be found at:

www.jhci.org
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TABLE 4 — REGULATION 1924/2006 VS FOOD LABELLING REGULATIONS

1924/2006 Food Labelling Regulations (as Which Applies Timing
amended)
Article
Article 1(2): Regulation 29(1)(a): requirement | Although 1924/2006 will apply to non- 1" July 2006

requirements for non-
prepacked foodstuffs

for non-prepacked foods from
vending machine

prepackaged foodstuffs in general Regulation
29(1)(a) will continue to apply to non
prepacked foodstuffs from vending machines

Article 2: definition of
nutrition claim

Regulation 2: Definition of a
nutrition claim

Both definitions will apply and will dictate what
legislation a claim must comply with. Claims
which are covered by the definition in
Regulation 1924/2006 will need to comply with
its requirements. Claims which do not meet
with this definition, but do fall under the
definition in the Food Labelling Regulations will
only need to comply with its controls.

Art 28(1): expiry date,
but not later than the
30™ month after entry
into force.

Article 4(3): Claims
relating to alcohol
content

Schedule 8, part 1:

Alcohol free

The Food Labelling Regulations will continue
to apply

No timescale —
continuous
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Dealcoholised

Low alcohol

Non-alcoholic

Article 5(3): nutrition and
health claims shall refer
to the food ready for
consumption in
accordance with the
manufacturers
instructions

Schedule 6, part I, point 8:
Claims which depend on another
food

1924/2006 will take precedence in these
cases. As well as complying with Article 5(3)
claims must also comply with Article 3 and
should not be false, ambiguous or misleading.

Art 28(3): for claims on
the market prior to the
1% January 2006, that
are not included in the
annex, can continue to
be used until 19
January 2010.

Annex : Low Energy

Schedule 6, part I, point 2: Low
Energy

Schedule 8: low calorie on soft
drinks

1924/2006 will apply. Although both set the
same limit on a per 100gm basis, there are

different levels for liquids and also sweeteners.

In these cases 1924/2006 will apply

Art 28(1): expiry date,
but not later than the

30" month after entry
into force.
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Annex: Reduced Energy

Schedule 6, part I, point 2:
Reduced Energy

1924/2006 will apply to claims made on all
foods including Sweeteners. Products will
therefore need to have a 30% reduction, rather
than the 25% specified in the Food Labelling
Regulations.*

Art 28(1): expiry date,
but not later than the

30™ month after entry
into force.

Annex: Source of
protein

Schedule 6, part Il, point 3:
Source of protein

1924/2006. To be eligible to use this claim
products must have at least 12% of the energy
provided by protein. Products do not have to
have 129 of protein as specified by the Food
Labelling Regulations, which is not a
requirement of 1924/2006.

Art 28(1): expiry date,
but not later than the
30™ month after entry
into force.

Annex: High Protein

Schedule 6, part I, point 3: rich
excellent source of protein

1924/2006. To be eligible to use this claim
products must have at least 20% of the energy
provided by protein. Products do not have to
have 12g of protein as specified by the Food
Labelling Regulations, which is not a
requirement of 1924/2006.

Art 28(1): expiry date,
but not later than the

30" month after entry
into force

Annex: Source of [name
of vitamin/s] and/or

Schedule 6, part I, point 4:
Source of [name of vitamin]

1924/2006. to be eligible to use the claim a
product must contain a significant amount of
the vitamin or mineral. For those listed in

Art 28(1): expiry date,
but not later than the
30™ month after entry

9 The Commission have indicated that they intend to review the 30% figure with the intention of reducing this to 25% to bring it
into line with Codex standards. Please consult either the Agency or your Local Authority for advice.
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[mineral/s]

Schedule 6, part Il, point 5:
Source of [name of mineral]

Directive 90/496/EEC on nutrition labelling of
foodstuffs this will be 15% of the RDA.
Products will not be required to contain one
sixth of the RDA or provide information about
the % of the RDA contained in one serving, as
required by the Food Labelling Regulations.

into force

Annex: High in [name of
vitamin/s] and/or
[mineral/s]

Schedule 6, part Il, point 4: Rich
or excellent source of [name of
vitamin]

Schedule 6, part Il, point 5: Rich
or excellent source of [name of
mineral]

1924/2006. To be eligible to use the claim a
product must contain at least twice the
significant amount of the vitamin or mineral.
For those listed in Directive 90/496/EEC on
nutrition labelling of foodstuffs this will be 30%
of the RDA. Products will not be required to
contain 50% of the RDA or provide information
about the % of the RDA contained in one
serving, as required by the Food Labelling
Regulations.

Art 28(1): expiry date,
but not later than the
30™ month after entry
into force

Annex — no claim

Schedule 6, part Il, point 4: rich or
excellent source of vitamins

Schedule 6, part I, point 5: Rich
or excellent source of minerals

FLR initially and then 1924/2006. A generic
claim “contains vitamins” or “contains minerals”
is currently not in the annex of permitted
nutrition claims. If this claim was in use prior to
1 January 2006 the 3 year transitional period in
Article 28(3) will apply. During this period the
controls in schedule 6 of the Food Labelling
Regulations will apply.

Art 28(3): for claims on
the market prior to the
1% January 2006, that
are not included in the
annex, can continue to
be used until 19
January 2010.

Annex — no claim

Schedule 6, part Il, point 6: Claim
relating to the presence or

FLR initially and then 1924/2006. Claims
relating to cholesterol content are currently not

Art 28(3): for claims on
the market prior to the
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absence of Cholesterol

in the annex of permitted nutrition claims. If this
claim was in use prior to 1 January 2006 the 3
year transitional period in Article 28(3) will
apply. During this period the controls in
schedule 6 of the Food Labelling Regulations

will apply.

1% January 2006, that
are not included in the
annex, can continue to
be used until 19
January 2010.

Annex — no claim

Schedule 8, part 1:

Starch reduced

FLR initially and then 1924/2006. The claim
“starch reduced” is currently not in the annex of
permitted nutrition claims. If this claim was in
use prior to 1 January 2006 the 3 year
transitional period in Article 28(3) will apply.
During this period the controls in schedule 8 of
the Food Labelling Regulations will apply.

Art 28(3): for claims on
the market prior to the
1% January 2006, that
are not included in the
annex, can continue to
be used until 19
January 2010.
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APPENDIX V - FLOWCHARTS

FLOWCHART 1 - HOW TO MAKE A CLAIM

FOOD
AGENCY

Consult Section 2.
Is the claim you wish to
make within the scope of
Regulation 1924/20067

A

Yes

A 4

Consult Section 3.
Ensure you comply with
the general conditions
that apply to both
nutrition and health
claims

A

y

No

) 4

A 4

You do not need to comply with the
Regulation or the controls in this guidance.
You do need to ensure you comply with
other UK legislation controlling the labelling
of food. Please see the Agency’s website for
further details at www.food.gov.uk or consult
your Local Authority.

Are you

making a

nutrition or health claim?
(See Section 2.2 and 2.3
for a definition)

\ 4

Nutrition
Claim

\ 4
Go to Section 4.

\ 4
Consult Section 7 for
details of transitional

periods that may apply
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Health
Claim

A\ 4
Go to Section 5.

A 4
Consult Section 7 for
details of transitional

periods that may apply
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FLOWCHART 2 - DO I NEED TO COMPLY WITH THE
REGULATION?

Are you making either a
nutrition or health claim?
See Section 2.2 and 2.3

for details
Yes [« » No
v
Is the claim being made v
within a commercial
communication? See —» No » You do not need to comply
Section 2.4 for details. with the Regulation or the
controls in this guidance.
You do need to ensure
v you comply with other UK
Yes legislation controlling the
labelling of food. Please
v see the Agency’s website
Is the claim being made for further details at
to the final consumer? A www.food.gov.uk or
See Section 2.5 for —* No > consult your Local
details. Authority.
v
Yes
v
Is the claim required by Are you making a
Legislation? See nutrition or health claim?
Sections 2.8 and 2.9 for No "| See Section 2.2 and 2.3
details. for details
v
Yes
v v
Y Health Claim Nutrition Claim
You do not need to comply
with the Regulation or the v v
ngg?jlz ':et('jstglgg;nﬁe' You will need to You will need to
with other le islatioay comply with the comply with the
controllin the%narketin requirements of the requirements of the
of food glease see theg Regulation in order Regulation in order
A en(; 's website for to make the claim. to make the claim.
gfurthyer details at See Section 3 and See Section 3 and
5 for details. 4 for detalils.
www.food.gov.uk or
consult your Local
Authority.
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FLOWCHART 3 — HOW CAN | BE SURE | AM NOT MAKING CLAIMS CAUGHT
BY THE PROHIBITION IN ARTICLE 12(C)?

Are you making a

nutrition or health claim?
See Section 2.2 and 2.3
for details

Yes

A

A 4

Is the claim being made
within a commercial
communication? See

Section 2.4 for details.

A 4

No

\ 4

Y

\ 4
Yes

A 4

Is the claim being made
to the final consumer?
See Section 2.5 for
details.

No

You do not need to comply
with the Regulation. As a
result you do not need to

comply with the
prohibitions in Article 12.

A 4

No

A

A 4
Yes

\ 4

Are you making a
nutrition or health claim?
See Section 2.2 and 2.3

for details

A\ 4
Nutrition Claim

A 4

This prohibition
applies only to health
claims; but remember,
nutrition claims must
comply with the
requirements of the
Regulation in order to
make the claim. See
Section 4 for details.
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Health Claim

A 4

Does the claim make reference to the recommendation
of an individual doctor or health professional? See the
rest of Section 9.7 for further advice.

10

y
Yes

A 4

This type of claim
is prohibited by
Article 12 (c) of the
Regulation and
should not be
made about food.

DRA

A 4

While not a
prohibited claim, it
must comply with

the requirements of
the Regulation.
See Section 4 for
details.
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FLOWCHART 4 - THE PROCESS OF AUTHORISATION OF
HEALTH CLAIMS BASED ON NEW OR EMERGING SCIENCE
> Applicant produces
dossier of information
Acknowledgement of
receiot l
1 Dossier submitted to
Member State — In the
14 days UK the Food Standards
Agency
5 months
A 4
Member State supplies + 1 montH
dossier of information in
support of claim to
Applicant
+1 month supplies
< information
A
15 days
Y Further
v
Made available |4 EFSA opinion produced . . .
. < > information
to the public
l requested
30 days l
Opinion  supplied to
Comments  to .| Commission, Applicant
the ”| and Member States
Commission
2 months
Positive opinion Negative opinion
v v
Consultation Commlssmn. . Commlssmn via . .standlng
with Member » take Qemsmn commlttee take decision about
States about claim claim
| |
\ 4 A 4
\ 4 A 4 - -
Claim not Claim Clal:nv ndot Cla|:nv d
approved approved approve approve v
Council and Parliamentcan | Up to 4
comment months v
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FLOWCHART 5 — THE PROCESS OF AUTHORISATION OF DISEASE RISK
REDUCTION CLAIMS AND CLAIMS REFERRING TO CHILDREN’S
DEVELOPMENT AND HEALTH

A 4

Applicant produces
dossier of information

A

Acknowledgement of A\ 4
receipt Dossier  submitted  to
4 Member State — In the
UK the Food Standards
14 days Agency
y l 2 months
Member State supplies
dossier of information in
support of claim to EFSA
Application made
available to Commission | — v - Further
and Member S;ates. information
Summary made available
to the public. requested
5 months
\ 4

EFSA opinion produced Made available to

A 4

the public
l l 30 days
Opinion  supplied to
Commission,  Applicant Comments  to
and Member States < the
Commission

A 4

Claim referred to the
Standing Committee for a
vote

v

Claim

approved

not

}

y

Claim approved

l

Council and Parliament
can comment

Council and Parliament
can comment
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APPENDIX VI - INTERESTED PARTIES LIST

The Agency holds electronic databases of contacts who wish to receive information
from us on particular issues. These databases are confidential and are only used to
contact you about issues that may be of importance to you.

If you wish to receive further information and up-dates on any of the following please
tick the relevant box(es) and fill in your details and return to the address below.

[ Nutrition claims
L Health claims
Q Development of nutrient profiles

| Charity and health association endorsements

Where possible the Agency will contact you by e-mail to save valuable resources. If
you do not want to be contacted by e-mail please tick the following box and we will
contact you by post

If you are already on our interested parties list but wish to up-date your details or
subject areas for which you receive information please fill in the above. If you want
any previous details to be removed please fill in the following section*.
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Details to be removed from our interested parties list:

* Please note that if you no longer wish to receive up-dates your details will only be
removed from the lists that apply to nutrition and health claims.

Please return to:
Fortification and Claims Unit
Nutrition Division

Food Standards Agency
125 Kingsway

London

WC2B 6NH

nutritionandhealthclaims@foodstandards.gsi.gov.uk
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Available to view or download at:
http://www.food.gov.uk

Contact for enquiries: Vivien Lund Telephone: 020 7276 8764

What is the problem under consideration? Why is government intervention necessary?

Claims made about the nutritional or health benefits of a food must not be misleading and the
guidance, initially published in April 2008, facilitates this by helping food business operators comply
with Regulation (EC) 1924/2006. The current guidance does not include anything on
recommendations or endorsements by health related charities and national associations, which could
lead to non-compliant claims being made and consumers being misled. Intervention is required to
provide clarity to charities and national associations and food business operators working in
partnership with them and create consistency in how these rules are applied and enforced.

What are the policy objectives and the intended effects?

The objective is to ensure the guidance continues to be a useful tool for food business operators and
enforcement authorities when interpretating the legislation.

The intended effects are to ensure Regulation (EC) 1924/2006 is complied with correctly and enforced
consistently so the objectives of protecting consumers from misleading claims and harmonising EU
legislation on claims are met and to minimise the burden of the Regulation on both businesses and
enforcement authorities, particularly on small and medium size enterprises (SMEs).

What policy options have been considered? Please justify any preferred option.
Option 1: Do nothing - do not update the guidance.
Option 2: Update the guidance, including a new section on endorsements.

Option 2 is the preferred option as it would provide improved guidance for food businesses and
enforcement authorities, which would benefit consumers by ensuring misleading claims are not made
on food. Costs are anticipated only as a result of familiarisation with the new document.

When will the policy be reviewed to establish the actual costs and benefits and the achievement of the
desired effects? It is intended that the guidance will be updated again once nutrient profiles have
been agreed and enter into force. This is likely to be some time in 2012 so we estimate we will review
this guidance in December 2012, but this is dependent on nutrient profiles entering into force when
expected.

Ministerial/CEO Siagn-off For consultation stage impact Assessments:

I have read the Impact Assessment and | am satisfied that (a) it represents a Tair and
reasonabie view of the expecied costs, benefiis dnd impact of the policy, and (b) the
benefits justify the cosis.

* for Impact Assessmenis undertaken by non-ministerial departments/agencies and NOT being considered by Parliament



http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CONSLEG:2006R1924:20080304:EN:PDF

Summary: Analysis & Evidence

Policy Option: 2 Description: Update FSA guidance to compliance with Regulation (EC)
1924/2006, including a new section on endorsements

ANNUAL COSTS Description and scale of key monetised costs by ‘main
affected groups’ Reading and understanding the new legislation
One-off (Transition) Yrs | as required by estimated number of food business operators
£ 25 400 affected, including charities, national associations and health
professionals working with or entering into partnership with food
il Average Annual Cost business operators, (£23,000) and local authorities (£2400).
8 (excluding one-off)
o £ Total Cost (Pv) | £ 25 400

Other key non-monetised costs by ‘main affected groups’

ANNUAL BENEFITS Description and scale of key monetised benefits by ‘main
affected groups’ See non monetised benefits below

One-off Yrs
£

Average Annual Benefit
(excluding one-off)

£ Total Benefit (Pv) | £

Other key non-monetised benefits by ‘main affected groups’ Helping industry and enforcers
better understand legislation through guidance. Helping industry comply with the Regulation should
ensure that compliant claims are made and consumers are not misled.

BENEFITS

Key Assumptions/Sensitivities/Risks

Price Base Time Period Net Benefit Range (NnpPv) NET BENEFIT (NPV Best estimate)
Year 2007 Years 3 £ -25,400 £ -25,400

What is the geographic coverage of the policy/option? UK

On what date will the policy be implemented? Spring 2010

Which organisation(s) will enforce the policy? Local Authorities
What is the total annual cost of enforcement for these organisations? £0

Does enforcement comply with Hampton principles? Yes

Will implementation go beyond minimum EU requirements? No

What is the value of the proposed offsetting measure per year? £0

What is the value of changes in greenhouse gas emissions? £ negligable

Will the proposal have a significant impact on competition? No

Annual cost (£-£) per organisation Micro Small Medium Large
(excluding one-off) 0 0 0 0
Are any of these organisations exempt? No No N/A N/A
Impact on Admin Burdens Baseline (2005 Prices) (Increase - Decrease)
Increaseof £0 Decrease of £0 Net Impact £0

Key: Annual costs and benefits: (Net) Present



Evidence Base (for summary sheets)

Reason for Intervention

Guidance is required to help food business operators comply with Regulation (EC) 1924/2006.

The first version of the guidance was published in April 2008*. That guidance includes a commitment to issue
further guidance on recommendations or endorsements by national associations of medical, nutrition or dietetic
professionals and health related charities (see Article 11 of the Regulation). This additional guidance is necessary
to provide charities and national associations and food businesses working with these organisations with the
information to help them comply with the Regulation. This should ensure that compliant claims are made and
consumers are not misled.

In addition, stakeholders have asked for some sections of the guidance to be made clearer or elaborated upon, in
particular where there have been differences of opinion over the interpretation of Article 12(c) of the Regulation.
The guidance also needs to be updated in light of discussions with UK stakeholders and other Member States on
some other interpretive issues and to reflect progress in implementing the Regulation (for example some transition
periods and deadlines laid down by the Regulation that were mentioned in the guidance have now passed).

Intended effect

The guidance aims to help food business operators comply with Regulation (EC) 1924/2006 and to ensure that
enforcement is applied correctly and consistently to help minimise the burden on both food businesses and local
authorities. In helping businesses to comply with the Regulation the guidance should also reduce the need for
them to purchase legal advice and/or suffer costs arising from a prosecution. It is important that the guidance is up
to date and is as clear and comprehensive as possible, which should improve compliance and therefore ensure a
high level of consumer protection from misleading claims.

The updated guidance includes a new section on health-related charity and national association endorsements to
clarify the requirements for food business operators entering into partnerships with such charities and associations.
The updated guidance also seeks to clarify the section of the guidance relating to claims which make reference to
recommendations of individual doctors or health professionals (Article 12(c)) to help food business operators apply
the Regulation correctly.

Background

Legislation controlling the use of nutrition and health claims

Regulation (EC) 1924/2006 on nutrition and health claims made on food harmonises Community rules on the
voluntary use of nutrition and health claims. The Regulation has two objectives; to enable free movement of foods
within the Community thereby facilitating intra-Community trade, and to seek to protect consumers from false,
misleading or ambiguous claims.

Nutrition claims are claims that state, suggest or imply that a food has particular beneficial nutritional properties due
to the presence, absence, increased or reduced levels of energy or a particular nutrient or other substance, for
example “low fat” and “no added sugars”. Health claims are claims that state, suggest or imply that a relationship
exists between a food (or one of its constituents) and health, for example “calcium helps build strong bones”.

There is a requirement for claims to be authorised and listed to be used on food. The Annex of the Regulation
contains a list of authorised nutrition claims and criteria for using them, and there are provisions in place that allow
this list to be amended and added to in future.

The authorisation process for health claims required food business operators to submit claims, accompanied by
conditions of use and supporting science, to the European Food Safety Authority (EFSA) for assessment. Member
States and the European Commission will then use EFSA’s opinions to decide whether claims should be
authorised for use on food.

A regulatory impact assessment (RIA) for the full Regulation (EC) 1924/2006, which includes costs and benefits for
the provisions mentioned above can be found by following this link:
http://www.food.gov.uk/consultations/consulteng/2007/claims2007eng

! http://www.food.gov.uk/foodindustry/guidancenotes/foodguid/192420006complianceguide



Guidance to compliance

The current guidance was published in April 2008°. The guidance aims to give a clear interpretation of what the
Regulation controls and how nutrition and health claims are defined. It aims to help food business operators
wishing to make claims identify what they should do to comply with the Regulation. In order to help food business
operators find information that is relevant to them the guidance was designed as a series of reference tools, rather
than a document that should be read cover to cover.

No major changes are being proposed to the content or format of the guidance. Minor adjustments have been
made to the revised draft to provide additional clarity to the text, to take account of stakeholder feedback and
because some deadlines laid down in the Regulation have now passed.

The most significant amendments being proposed are a revised section on claims which make reference to the
recommendations of individual doctors or health professionals and a new section on health-related charity and
national association endorsements.

Recommendations or endorsements by national associations of medical, nutrition or dietetic professionals and
health related charities

Regulation (EC) 1924/2006 does not control health-related charity and national association endorsements directly,
but instead states that “in the absence of specific Community rules concerning recommendations of or
endorsements by national associations of medical, nutrition or dietetic professionals and health-related charities,
relevant national rules may apply” (Article 11). When the current guidance was published in April 2008 the Agency
made a commitment to produce specific guidance on the use of these endorsements in the UK.

This section of the revised guidance is based on the recommendations in the National Consumer Council (NCC)
Report : 'Bombarded, Baffled and Bamboozled: Consumers' Views on Voluntary Food Labelling’® The evidence for
these recommendations is based on the Central Office for Information research ‘Consumer attitudes to the use of
health charity and professional medical association logos on food packaging’ * conducted by Forum Qualitative on
behalf of the Food Standards Agency.

When the NCC report was written, European Regulation (EC) 1924/2006 was still in draft form. This draft initially
sought to prohibit the use of recommendations or endorsements by charities and professional associations. The
UK position was that these charity link-ups are useful and, provided claims complied with the Regulation, the UK
saw no need to prohibit them and the final Regulation did not include any specific measures in this area.

In the absence of specific national measures, such recommendations or endorsements will be controlled by other
relevant food law. The NCC report found that where products bear these recommendations or endorsements,
consumers understood these foods to have particular health benefits. Under the definitions provided by the
Regulation these would constitute implied health claims so would be required to be accompanied by a related,
authorised health claim. In addition to Regulation (EC) 1924/2006, other provisions in the Charities Act 1993
(amended by the Charities Act 2006) and rules specific to national associations of professionals® may apply. The
draft guidance aims to address the use of such claims in the context of the nutrition and health claims Regulation,
cross-referencing with relevant national rules for charities and professional associations in order to provide a guide
to best practice.

IAQ1: Do you foresee any positive or negative impact resulting from the introduction of the guidance on
recommendations and endorsements? Please quantify any impact.

IAQ2: Do you foresee any positive or negative impact resulting from the other new or revised sections of
the guidance? Please quantify any impact.

Options

Option 1: Do nothing and leave the guidance as it is
Existing guidance is in place. There will be no specific guidance on recommendations or endorsements by health-
related charities and national associations.

Option 2: Revise current Food Standards Agency guidance to:
¢ Include new guidance on health-related charity and national association endorsements.

% http://www.food.gov.uk/foodindustry/guidancenotes/foodguid/192420006complianceguide
® http://www.food.gov.uk/multimedia/pdfs/bamboozled. pdf
* http://mww.food.gov.uk/foodlabelling/researchandreports/consattsurveyreport

> http://www.hpc-uk.org/publications/standards/index.asp?id=38
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e Revise the section on health claims making reference to recommendations by doctors and health professionals
to provide more clarity.

e Update the guidance in light of discussions with UK stakeholders and other Member States on some other
interpretive issues to provide additional clarity and to reflect the fact that progress that has been made in
implementing the Regulation, for example some transition periods and deadlines laid down by the Regulation
have now passed so the guidance should be amended accordingly.

Costs and benefits of options

Costs and benefits associated with implementing Regulation (EC) 1924/2006 are covered in the regulatory impact
assessment for the Regulation which can be found by following the link below. This impact assessment only
considers costs and benefits associated with revising the Food Standards Agency guidance to this Regulation.
http://www.food.gov.uk/consultations/consulteng/2007/claims2007eng

Costs

Option 1: Do nothing and leave the guidance as it is
There are no incremental costs associated with this option.

Option 2: Revise current Food Standards Agency guidance

As this is a revision of the guidance and because it has no impact on legislation, which is already in place, the only
incremental costs that will be incurred by food business operators (including charities, national associations and
health professionals working with or entering into partnership with food business operators) and enforcement
authorities, charities, national associations and health professionals will be through reading the new sections of the
revised guidance.

Food businesses operators (including charities, national associations and health professionals working with or
entering into partnership with food business operators)

A reasonable estimate of the time taken per business to read and understand the new and revised sections of the
guidance is 15 minutes. This equates to a cost per business of £3.87 (all figures are rounded). This figure is
taken from the 2009 ONS ASHE (Annual Survey of Hours and Earnings) figures for Managers in Distribution,
Storage and Retailing of £11.90 per hour (median value), which, in-line with the Standard Cost Model, is then up-
rated by 30% to account for overheads, to give a figure of £15.47 per hour. Dividing this by four for 15 minutes
gives £3.87 per business.

In the RIA for Regulation 1924/2006, industry figures estimated a broad range of up to 6,000 healthy option lines®.
Many of these healthy option lines will be produced by a limited number of food businesses that choose to make
voluntary nutrition or health claims, but this figure can be used as an estimate of the number of food businesses
making or selling products that currently bear claims.

Therefore, the estimated cost to businesses of reading the new and revised sections of the guidance is 6000 (over-
estimate of number of businesses making/selling products that currently bear claims) x £3.87 (estimated cost per
business) = £23,000 (rounded).

IAQ3: Do you have a more accurate figure of how many food businesses are currently making or selling
products bearing nutrition or health claims?

Enforcement Bodies

A reasonable estimate of the time taken per local authority to read and understand the new and revised sections of
the guidance is 15 minutes. This equates to a cost per local authority of £5.19 (all figures are rounded). This
figure is taken from the 2009 ONS ASHE (Annual Survey of Hours and Earnings) figures for Public Service
Professionals of £15.97 per hour (median value), which, in-line with the Standard Cost Model, is then up-rated by
30% to account for overheads, to give a figure of £20.76 per hour. Dividing this by four for 15 minutes gives £5.19.

There are 469 local authorities who will need to read the new guidance. Therefore, the estimated cost to local
authorities of reading the new and revised sections of the guidance is 469 x £5.19 (estimated cost per local
authority) = £2,400 (rounded).

® Information from the British Retail Consortium in response to consultation on proposal to regulate nutrition and
health claims made on foods




IAQ4: Are the time and cost estimates for familiarisation of the new and amended sections of the guidance
realistic? If not, please provide estimates of the time and cost spent.

Benefits

Option 1: Do nothing and leave the guidance as it is

There will be no incremental benefits from pursuing this option. If the guidance is not updated, consumers may be
open to misleading claims and incorrect interpretation of the legislation by enforcement officer. Regarding the use
of charity logo schemes in particular, in doing nothing, there would be no framework to control the use of implied
health claims which may lead to consumers being misled.

Option 2: Revise current Food Standards Agency guidance

Industry and enforcement bodies

This option will satisfy the expectations of UK stakeholders, who rely on the guidance to be up to date, clear and
comprehensive. Updating the guidance will minimise confusion and will give food business operators and
enforcement authorities the tools to decide whether claims comply with Regulation (EC) 1924/2006, which should
result in less enforcement action and reduce the reliance of food business operators on consultants and legal
experts and reduce the cost associated with this. Correct application of the Regulation will also result in

consumers being protected from misleading claims and may increase consumer confidence in claims seen on pack.

Clear guidance in relation to endorsements and recommendations by national associations and charities should
enable charities to easily identify how they can continue to make money from fundraising activities linked to food
promotions without contravening Regulation (EC) 1924/2006. It should also ensure food business operators using
health professionals to communicate health messages are clear about how to do so within the limits of the
Regulation.

IAQ5: How much money do charities and other national associations currently make from fundraising
activities linked to food promotions? What proportion of these are solely for fundraising purposes?

IAQ6: What is the likely financial impact on doctors and other health professionals on the revised section
of the guidance on recommendations and endorsements?

Unclear or out of date guidance is likely to lead to higher enforcement costs as food business operators will not be
able to identify what they need to do to comply with Regulation (EC) 1924/2006 and are more likely to need to
employ consultants or legal advisers to ensure they have understood and applied the Regulation correctly.

Consumers

A report based on consumer research commissioned by the Agency’ explored consumer’s perception of the use of
charity endorsements and recommendations, via logos, on food products. This report found that the use of
recommendations or endorsements in the UK, in particular charity logo schemes, often have different intentions
and send mixed messages to consumers. Whilst such schemes were found to be an important means of raising
funds as well as a useful way to communicate health messages and benefits of certain foods to consumers, these
schemes were shown to be misleading and confusing. There was found to be a risk that such partnerships with
food business operators could potentially damage the reputation of the charity or professional association involved.
The NCC report: 'Bombarded, Baffled and Bamboozled: Consumers' Views on Voluntary Food Labelling‘g, which
focuses mainly on the use of health-related charity schemes, found that the long-term survival of these schemes
could be in jeopardy. Introducing guidance on the use of health-related charity and national association
endorsements will mean consumers are less likely to be misled by these endorsements.

Health professionals have indicated that the current interpretation of the Regulation’s prohibition on claims referring
to recommendations of individual doctors and health professionals set out in the guidance is ambiguous and said it
is not clear whether they will be able to convey health messages in commercial communications to consumers.
This is likely to lead to loss of earnings as food business operators will no longer employ health professionals to
communicate these messages.

! http://www.food.gov.uk/foodlabelling/researchandreports/consattsurveyreport

® http://www.food.gov.uk/multimedia/pdfs/bamboozled.pdf




Administrative Burden Costs

No new legislation is being introduced. The guidance should reduce the time more senior staff on higher wage
rates spend consulting and understanding the original Regulation, therefore no increase in admin burden costs are
expected and the updated guidance may reduce the admin burden for some companies.

Consultation

When the initial version of the guidance was being developed the Food Standards Agency consulted a wide group
of stakeholder including food business operators (individual businesses, trade associations and small business
representatives), individual health professionals and their associations, consumer organisations, enforcement
bodies and other Government departments. The Agency has taken into account comments and questions received
from all stakeholders since publication in revising this guidance. The Agency met with members of the British
Dietetic Association to discuss the section of the guidance on health claims making reference to the
recommendations of health professionals and has consulted them informally on the proposed revised text for this
section.

The current consultation will include a wide group of stakeholders, including health-related charities and national
associations and food businesses involved in endorsement schemes with these groups.

Enforcement

Legislation, including sanctions, is already in place to protect consumers from misleading nutrition and health
claims. Current enforcement activities involve inspection of food labelling, presentation and advertising to ensure it
is not misleading. Enforcement costs associated with this have been taken into account in the regulatory impact
assessment on Regulation (EC) 1924/2006 and no additional enforcement costs are anticipated as a result of the
revision to the guidance, other than the costs associated with reading the revised text.

Simplification

There are no specific simplification measures introduced in this revision of the guidance, although having clear and
up to date guidance on Regulation (EC) 1924/2006 may be of benefit to businesses choosing to make nutrition and
health claims.

Implementation and Review

The revised guidance will be published in Spring 2010. Itis intended that the guidance will be updated again once
nutrient profiles have been agreed and enter into force. This is likely to be some time in 2012 so we estimate we
will review this guidance in December 2012, but this is dependent on when nutrient profiles entering into force
across the EU will be finalised.



Specific Impact Tests: Checklist

Type of testing undertaken Results in Results
Evidence Base? | annexed?

Competition Assessment No Yes
Small Firms Impact Test Yes Yes
Legal Aid No No
Sustainable Development Yes Yes
Carbon Assessment No No
Other Environment No No
Health Impact Assessment Yes No
Race Equality No Yes
Disability Equality No Yes
Gender Equality No Yes
Human Rights No No
Rural Proofing No No




Use the space below to indicate your consideration of at least the following specific impact tests.

Competition Assessment

There are no competition issues related to the draft guidance.

Small Firms Impact Test
Option 1: This may disadvantage SMEs as out of date guidance may cause confusion.

Option 2: No small businesses were specifically contacted for this impact test but we received feedback on the
current guidance from a number of trade associations representing small businesses. Following positive feedback,
the format of the guidance is not being changed, other than to align it with the standard FSA template, as this
allows businesses to use the guidance as a tool and only read the relevant sections rather than the entire
document from cover to cover. SMEs will be consulted on the revision of the guidance. Improved clarity is likely to
help SMEs comply with Regulation (EC) 1924/2006.

Sustainable development

The economic and social impacts of both options have been considered and detailed in the costs and benefits
section. No significant environmental impacts have been identified for either option. Option 2 is considered to be
relatively more sustainable as the financial costs are minimal and it has the greatest positive social impact as
consumer protection will be improved.

Option 1 is less sustainable as, although there are no further direct costs, there is greater scope for inconsistent
application of the Regulation. This may affect intra-community trade, may provide greater potential for misleading
claims and may provide a greater burden on food businesses and enforcement officers.

Race equality issues

The proposed update to the guidance does not impose any restrictive compliance on any person from a particular
race, gender or with disability.

Gender equality issues

The proposed update to the guidance does not impose any restrictive compliance on any person from a particular
race, gender or with disability.

Disability equality issues

The proposed update to the guidance does not impose any restrictive compliance on any person from a particular
race, gender or with disability.

IAQ7: We invite stakeholders to comment on the above assessments.




LIST OF INTERESTED PARTIES

A & G Williams Felinfoel Faggots
Aberdeen City Council

Aberdeen Scotch Meat Ltd

Aberdeen University

Aberdeenshire Council

Action Medical Research

Adam Smith College

ADAS Wales

African-Caribbean Leukaemia Trust

AG BARR (Finlays NMW)

Against Breast Cancer

Albert Rees Cig Moch a Mwy

All Wales Dietetic Advisory Committee
ALLERGY NI

Allergy UK

Alzheimer's Research Trust

Alzheimer's Society

Anaphylaxis Campaign

ANDREWS HOLDINGS LTD

Anglesey Sea Salt Co Ltd

Angus Council

ANTRIM BOROUGH COUNCIL

Anxiety UK

Aguascot Ltd

ARDS BOROUGH COUNCIL

Argyll & Bute Council

ARMAGH CITY & DISTRICT COUNCIL
Arthritis Care

Arthritis Research Campaign

ARTISAN BAKERS OF NORTHERN IRELAND
ASIA SUPERMARKET

Association for International Cancer Research
Association for Spina Bifida and Hydrocephalus
Association for Spina Bifida and Hydrocephalus
in Wales

Association of Scottish Shellfish Growers
Asthma UK

Authentic Curry Company Ltd

Avana Bakeries limited

Ayrshire & Arran Health Board

Backcare

BAKERS FOOD & ALLIED WORKERS UNION
BALLYMENA BOROUGH COUNCIL
BALLYMONEY BOROUGH COUNCIL
BALLYRASHANE CA AND DS LTD
BANBRIDGE DISTRICT COUNCIL
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Bar & Restaurant Foods Ltd

Baraka Foods Ltd

Baxters of Fochabers

BECK & SCOTT LTD

BEECHWOOD LABORATORIES
BELFAST CITY COUNCIL

Bell Bakers Limited

Berits & Brown Ltd

BIO AND FOOD — INVEST NORTHERN IRELAND
BKPA

Black of Dunoon (Bakers) Ltd
Blaenafon Cheddar Company

Blood Pressure Association

BLUE DIAMOND (CP) LTD

BMA Scotland

Bon Bon Buddies

Bowel Cancer UK

BRACE

Braces Bakery Ltd

Brain and Spine Foundation

Brain Research Trust

Breakthrough Breast Cancer

Breast Cancer Campaign

Breast Cancer Haven

Bridgend Creamery - Dairy Farmers of Britain
BRISTISH FROZEN FOOD FEDERATION
British Deaf Association

British Dental Association

British Dietetic Association

BRITISH DIETICIANS ASSOCIATION
British Goat Society

British Heart Foundation

British Heart Foundation Cymru
British Heart Foundation Health Promotion
Research Group

British Homeopathic Association
British Hospitality Association

British Hypertension Society

British Lung Foundation

British Nutrition Foundation

British Orthopaedic Association
British Poultry Council

BRITISH POULTRY FEDERATION c/o MOY PARK
British Retail Consortium

British Skin Foundation

British Soft Drinks Association



LIST OF INTERESTED PARTIES

Brittle Bone Society

Brookside Products Ltd

Brown Brothers Ltd.

Buchanans (Scotland) Ltd

Business in the Community

CJLang & Son Ltd

Cadog

Cadwalader (Ice Cream) Ltd

CAFRE

Cairnton House

Calder Millerfield Ltd

Cambridge Manufacturing Co Ltd
Cancer Prevention Research Trust
Cancer Research UK

Cancercareline

Capper & Co (Spar)

Cardowan Creameries Ltd

Care Commission

Caring Cancer Trust
CARRICKFERGUS BOROUGH COUNCIL
Castell Howell Foods Ltd

Castle Dairies Ltd

Castle MacLellan Foods
CASTLEREAGH BOROUGH COUNCIL
CASTLEWOOD FARM PRODUCTS LTD
Caws Cenarth Cheese

Caws Nantybwla Farmhouse Cheese
CDIW

Cegin Famau Kitchen

Centre for Public Health Nutrition Research
Changing Faces

Charculerie Continental

Charles Tennant & Co Ltd

Cheeses from Wales

Chest, Heart & Stroke Scotland
CHIEF ENVIRONMENTAL HEALTH OFFICER —
DHSSPS

CHIEF MEDICAL OFFICER — DHSSPS
Child Growth Foundation

Child Health International

Children In Scotland

Children Nationwide Medical Research Fund
Children's Heart Federation
Children's Hospital Trust Fund
Chilled Food Association

CIEH-NI

Circulation Foundation
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City of Edinburgh Council
Clackmannanshire Council

Clam's Hand-Made Cakes

Clark's Original Pies

CLIC

Coca Cola Enterprises Ltd

Coeliac UK Limited

COLERAINE BOROUGH COUNCIL
Combhairie Nan Eilean Siar
Community Practitioners and Health Visitors
Association

Consensus Action on Salt and Health
Consumer Focus Scotland
Consumer Focus Wales
COOKSTOWN DISTRICT COUNCIL
Co-op

Co-operative Group (CWS) Ltd
CORE

COSLA

COTTAGE CATERING

CRAIGAVON BOROUGH COUNCIL
Cream o'Galloway

Cresci's Ice Cream

CURLEYS SUPERMARKETS LTD
Cystic Fibrosis Trust

D Gibbon & Sons

D Sidoli & Sons (Shrewsbury) Ltd
DAIRY COUNCIL FOR NI

DAIRY PRODUCE PACKERS LTD
DAIRY UK

Dairy UK - Scotland

DALE FARM DAIRIES LTD

DARD FOOD POLICY

Deans of Huntly

Deeside Natural Mineral Water
Demlane Ltd

DEPARTMENT OF NUTRITION AND DIETETICS
DERRY CITY COUNCIL

Diabetes UK

Diabetes UK Cymru

DIABETES UK NORTHERN IRELAND
Diageo

Direct & Care Services

DOWN DISTRICT COUNCIL
Dumfries & Galloway Council
Dunblane & Stirling Districts Beekeepers Ass.
Dundee City Council



LIST OF INTERESTED PARTIES

DUNGANNON & SOUTH TYRONE BOROUGH
COUNCIL

DUNNES STORES

East Ayrshire Council

East Dunbartonshire Council

East Lothian Council

East Renfrewshire Council

Eastwood Beekeepers Association

Eating Disorders Association

Edinburgh Community Food Initiative
Edinburgh Smoked Salmon Company (1992) Ltd.
Edinburgh Tea & Coffee Company Ltd
Epilepsy Action

Ethnic Cuisine

EUROFINS

EUROFOODS UK LIMITED

European Parliament

Everyman

EVRON FOODS LTD

Falkirk Council

Falkirk Royal Infirmary

FANE VALLEY CO-OP SOCIETY

Federation of Small Businesses
Federation of Small Businesses, Wales
FEDERATION OF WOMENS INSTITUTES OF
NORTHERN IRELAND

FERMANAGH DISTRICT COUNCIL

FG Associates

Fife Council

Fight for Sight

First Milk Limited

Flora

Food & Drink Federation

Food Additives & Ingredients Association
Food and Behaviour Research

Food and Drink Federation (Unilever)
Food Centre Wales

Food Consultancy

Food Industry (North) Development Services
Food Innovation Institute (F2i)

Food Microbiology, Fish Handling and
Processing

Food Partners Ltd.

Food Safety Authority of Ireland

Food Technology Centre

FOOD TECHNOLOGY SERVICES, LOUGHRY
Food Training & Consultants Company
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Foodaware

Franks Ice Cream Ltd

G Costa & Co Ltd

G McWilliam (Aberdeen) Ltd
Galloway Lodge Preserves

Garth Bakeries

General Consumer Council NI
GENESIS BREADS OF THE WORD
GLANBIA FOODS (NI)LTD

Glasgow Caledonian University
Glasgow City Council

Glasgow Metropolitan College
Glasgow Scientific Services

GOLDEN COW DAIRIES

Gordon & MacPhail

GRAMPIAN COUNTRY PORK LTD
Grampian Oat Products

Great Ormand Street Charity
Greenwood Academy

Greggs Wales

GRH Food Company Ltd

GROUP CHIEF ENVIRONMENTAL HEALTH
OFFICERS

Guy's and St Thomas Charity

H.R. Bradford (Bakers) Ltd
Haemolytic Uraemic Syndrome Help
Hafod Cheese

Hallmark Meat Hygiene Ltd/ AA Duncan & Son
Harlech Food Service Ltd

Hartcliffe Health and Environment Action Group
Headland Foods

Healhyliving Award

Health & Sport Committee

HEALTH PROMOTION AGENCY FOR NI
HEALTH PROMOTION BRANCH
Health Protection Scotland

Health Services Research Unit
HealthWatch

Heart Disease and Diabetes Research
Heart of Mersey

Heart Research UK

HEART UK

Henllan Bread

Highland Council

Hlghland Drovers Ltd.

Highland Smoked Salmon Ltd
Highland Spring Ltd



LIST OF INTERESTED PARTIES Annex D

Highmead Dairies Ltd
lan Hain Associates
Iceland Foods Limited
Ingram Brothers Ltd.

Institute of Biological & Environmental Services

Institute of Grocery Distribution

INSTITUTE OF PUBLIC HEALTH IN IRELAND
International Glaucoma Association

Inverawe Smokehouses
Inverclyde Council

IRWINS BAKERY

Island Cheese Co Ltd.

J & | smith (Bakers)

J & TENTERPRISES

J G Ross (Bakers) Ltd

J&J HASLETT LTD

JAMES A.S. FINLAY LTD
JAMES DOHERTY MEATS LTD
JAMES NEILL LTD

James Rizza & Sons Ltd
James Ross & Son (Edin) Ltd.
JEWELL GROUP

Joe's Ice Cream Parlour
JOHN HENDERSON GROUP
Jones Organic Ltd

JWC Services Ltd.

KESTRELL FOODS

Kettle Produce Ltd.

Kidney Research UK

Kidney Wales Foundation
Kingdom Bakers Ltd

King's College London

KK Finefoods

Klinge Foods Ltd.

KNOTTS BAKERY

Lactalis McLelland Limited
LAKELAND DAIRIES (IRELAND) LTD
Larder Bytes Ltd

LARNE BOROUGH COUNCIL
Leonardo's Deli

Lerwick Fish Traders Ltd.
Leslie A Parsons and Sons
Leukaemia Research

Lewis Pies Ltd

LIMAVADY BOROUGH COUNCIL
LINWOODS

LISBURN CITY COUNCIL

LIVESTOCK & MEAT COMMISSION FOR NI
Llaeth y Llan Village Dairy

LOCAL AUTHORITIES CO-ORDINATORS OF
REGULATORY SERVICES (LACORS)
Loch Fyne Oysters Ltd

Loseley Dairy Ice Cream Ltd
Lothian Health Board

Lothian NHS

Lymphoma Association

M A Mackinnon's Marmalade
M.D. Longhorn & Co

MAARA

MacDuff Shellfish

Mackies Of Scotland

Macmillan Cancer Support
MacPhie of Glenbervie Ltd

Mac's Meats

Macsween of Edinburgh
MAGHERAFELT DISTRICT COUNCIL
Marie Curie Cancer Care

Marine Harvest (Scotland) Ltd
Mario's Luxury Dairy Ice Cream Fecci's Ice Cream
Ltd

Matthew Algie & Co Ltd

MAUD'S ICE CREAM

MCCOLGANS QUALITY FOODS LTD
Mclntosh Donald

ME Association

ME Research UK

Meat and Livestock Commission
Memory Lane Cakes Ltd
Meningitis Trust

Men's Health Forum

Microgram

Middleton Food Products
Midlothian Council

Migraine Trust

Mitchells

MONITOR LABORATORIES

Moray Seafood Ltd

Mortons Rolls Ltd

MOTHERS PRIDE BAKERY
MOTHERS PRIDE BAKERY

Motor Neurone Disease Association
MOYLE DISTRICT COUNCIL

Mr Creemy

MRSA Action UK



LIST OF INTERESTED PARTIES

MRSA Action UK

Multiple Sclerosis Research and Relief Fund
Muscular Dystrophy Campaign
MUSGRAVE SUPERVALU CENTRA
Mylnefield Reasearch Services Ltd.
Nairn Beekeepers

National AIDS trust

National Asthma Campaign

National Beef Association

National Cancer Intelligence Network
National Childbirth Trust

National Eye Research Foundation
National Heart Forum

National Heart Research Fund

National Obesity Forum

National Osteoporosis Society

National Society for Colitis and Crohn's Disease
National Society for Epilepsy

Neurocare

Neville Craddock Association

New Approaches to Cancer

Newcastle University

NEWRY & MOURNE DISTRICT COUNCIL
NEWTOWNABBEY BOROUGH COUNCIL
NFU Scotland

NHS Ayrshire & Arran

NHS Borders

NHS Dumfries and Galloway

NHS Fife

NHS Fife - Nutrition & Dietic Dept.

NHS Forth Valley

NHS Grampian

NHS Greater Glasgow & Clyde

NHS Health Scotland

NHS Highlands

NHS Lanarkshire

NHS Orkney

NHS Tayside

NHS Tayside - Directorate of Public Health
NI CO-OP

NI FISH PRODUCERS ASSOCIATION

NI FOOD AND DRINK ASSOCIATION

NI FOOD LIAISON GROUP

NI LOCAL GOVERNMENT ASSOCIATION
NI POULTRY PROCESSORS ASSOCIATION
NI PRODUCE PROCESSORS ASSOCIATION
NI SEA FISHERMANS ASSOCIATION

NI SOFT DRINKS ASSOCIATION

Nisha Enterprises Ltd.

Noble Foods - Desserts

Norscot Seafoods Ltd

Nor-Sea Foods Ltd

North Ayrshire Council

NORTH DOWN BOROUGH COUNCIL
North Lanarkshire Council

Northern Ireland Chest Heart & Stroke
Association

NORTHERN IRELAND FOOD ADVISORY
COMMITTEE

NORTHERN IRELAND MASTER BUTCHERS
ASSOCIATION

Office of the Third Sector

OMAGH DISTRICT COUNCIL

Orkney Herring Co Ltd

Orkney Islands Council

P & C Morris

Pain Relief Foundation

Pan Fish Scotland Ltd

Parkinson's Disease Society of the UK
Patchwork Traditional Food Company
Paterson Arran Limited
Pembrokeshire Cheese Company
Perth & Kinross Council

Perth & Kinross Council

Peters Food Service Ltd

Pin-it Pastry

PRITCHITT FOODS

Prostate Cancer Charity

Prostate UK

PROVINCIAL BUTCHER SUPPLIES
PUNJANA LTD

Puremalt Products Ltd.

QUALITY ASSURANCE BRANCH, DARD
Quality Meat Scotland

Queen Margaret University College

R G Bacon

R.T.Stuart Ltd

Rachel's Organic

Ready Foods Ltd

Real Crisps

Regulatory Solutions

Renfrewshire Council

Rethink

Robert Wisemans Dairies

Annex D



LIST OF INTERESTED PARTIES

Roberts of Portdinorwic Ltd

Rowan Foods

Rowett Research Institute

Rowett Research Services

Royal College of General Practitioners
Royal College of Physicians

Royal Environmental Health Institute for
Scotland

Royal Hospital for Neuro-disability
Royal National College for the Blind
Royal National Institute for Deaf People
Rubicon Drinks Ltd

SDBELL & COLTD

S.A. Brain & Company Ltd

SAC

Sainsburys

Saputo Cheese (UK) Ltd

SCOBIE AND JUNOR

Scotch Whisky Association

Scotland Excel

Scottish Association of Master Bakers
Scottish Association of Meat Wholesalers
Scottish Beef Cattle Association

Scottish Beer & Pubs Association
Scottish Borders council

Scottish Care Commission

Scottish Churches Rural Group

Scottish Consumer Council

Scottish Crop Research Institute
Scottish Enterprise Borders

Scottish Environmental Research Centre
Scottish Federation of Meat Traders
Scottish Food & Drink Federation
Scottish Food Enforcement liaison Committee
FSSC

Scottish Food Guide

Scottish Food Quality Certification Ltd
Scottish Government

Scottish Government Criminal Justice
Directorate

Scottish Newcastle UK

Scottish Organic Producers Association
Scottish Women's Rural Institutes (SWRI)
Sea Fish Industry Authority

Seafish Industry Authority

Shetland Catch Ltd

Shetland Farm Dairies Ltd
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Shetland Islands Council

Shoda Sauces Europe Company Ltd
Shortbread House of Edinburgh Ltd
Sightsavers International

SNDRT

Snowdonia Cheese Company Ltd
Soil Association Certification Ltd
Soil Association Scotland

SOLACE (NI)

South Ayrshire Council

South Caernarfon Creameries
South Lanarkshire Council

Stena Line

Stirling Council (Catering & Claeaning)
STRABANE DISTRICT COUNCIL
Strathmore Foods Ltd.

STRATHROY DAIRY LTD

Stroke Association

SUSTAIN

T & L Food Services Ltd

Talgarth Bakery Itd

Target Tuberculosis

Tayside Contracts

Tayside Scientific Services

TAYTO NI LTD

TESCO Stores Ltd

The Association of Meat Inspectors
The British Dietetic Association
The Food Chain

The Glenside Group Ltd.

The Halal Food Authority

The Highland Council

The Infant & Dietetic Foods Association Ltd
The Institute of Cancer Research
The London Clinic

The Moray Council

The Traditional Welsh Sausage Company
The Unusual food Co (Cymru) Ltd
The Welsh Pantry

Thomas Tunnock Ltd

Thrombosis Research Institute
Tillery Valley Foods Ltd

Tilquhillie Fine Foods

TMC DAIRIES (NI) LTD

Tobermory Fish Co.

Tods of Orkney Ltd.

Tovali Limited



LIST OF INTERESTED PARTIES

UK Breast Cancer Coalition

UK Coalition of People Living with HIV and AIDS
UK Synaesthesia Association
ULSTER BRANCH — BDA

ULSTER CURERS ASSOCIATION
ULSTER FARMERS UNION

ULSTER FARMERS UNION

ULSTER PORK AND BACON FORUM
Unilever UK Ltd (Pot Noodle)
United Central Bakeries Ltd
UNITED DAIRY FARMERS LTD
University of Aberdeen

University of Dundee

University of Glasgow

University of Stirling

University of Strathclyde
University of Wales Institute
V.M.G. Bakery Ltd

Vegetarian Economy & Green Agriculture
(VEGA)

Verner Wheelock Associates

Vin Sullivan

Vion
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W.G. BUCHANANS & SONS LTD

Walkers Shortbread Ltd

Warburtons Ltd

WD IRWIN AND SONS LTD

Wellchild

Welsh Assembly Government (Food & Market
Development)

Welsh Hills Bakery

Welsh Local Government Association
West Dunbartonshire Council

West Lothian Council

West Lothian Council - Domestic Services
West Wales Bacon Supplies

Which?

Wicken Fen Wholesome Foods

Williams Shellfish Ltd

Women's Food & Farming Union
Woodwards Foodservices

World Cancer Research Fund

World Endometriosis Research Foundation
World Heart Federation

Zorba Delicacy
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