
www.food.gov.uk 

 
 

 

 

If you would prefer to receive future FSA consultations by e-mail, 

or if you no longer wish to receive information on this subject please 
notify the named person in this consultation. 

 

 

 

 

FOOD STANDARDS AGENCY CONSULTATION 

THE FOOD WITH ADDED PHYTOSTEROLS OR PHYTOSTANOLS (LABELLING) (ENGLAND) 

(AMENDMENT) REGULATIONS 2013  

CONSULTATION SUMMARY PAGE 
 

Date consultation launched: Closing date for responses: 

20
th

 December 2013 17
th

 January 2014 

 

Who will this consultation be of most interest to? 

Manufacturers and food business operators involved in the placing on the market of foods with 

added phytosterols or phytostanols, including importers, distributors, wholesalers and retailers, 

plus enforcement authorities and consumer organisations.  

 

What is the subject of this consultation? 

The proposed Food with Added Phytosterols or Phytostanols (Labelling) (England) 

(Amendment) Regulations 2013 will amend the Food with Added Phytosterols or Phytostanols 

(Labelling) (England) Regulations 2004 taking into account the provisions of Commission 

Regulation (EU) No. 718/2013 on Labelling of Foods with Added Phytosterols, Phytosterol Esters 

Phytostanols and/or Phytostanol Esters.  The opportunity is also being taken to correct a 

typographical error in regulation 20 of the Food Additives, Flavourings, Enzymes and Extraction 

Solvents (England) Regulations 2013, where a reference to the Food Additives (England) 

Regulations 1999 (which do not exist) should have been to the Food Additives (England) 

Regulations 2009. 

 

  

What is the purpose of this consultation? 

To provide interested parties with the opportunity to comment on, and express their opinions on 

the proposed Food with Added Phytosterols or Phytostanols (Labelling) (England) (Amendment) 

Regulations 2013 and the associated Impact Assessment.  

 

Responses to this consultation should be sent to: 

Name Nasreen Shah 

Division/Branch Chemical Safety Division  

FOOD STANDARDS AGENCY 

Tel:  0207 276 8538   

Fax: 0207 276 8910 

Postal address:  

Floor 2, Aviation House 

125 Kingsway, London, 

WC2B 6NH 

Email: nasreen.shah@foodstandards.gsi.gov.uk  

 

Is an Impact Assessment included with 

this consultation?  

Yes  No   See Annex A for reason. 
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THE FOOD WITH ADDED PHYTOSTEROLS OR PHYTOSTANOLS (LABELLING) 

(ENGLAND) (AMENDMENT) REGULATIONS 2013  

 

DETAIL OF CONSULTATION 

1. We would welcome your comments on the proposed Food with Added Phytosterols 

or Phytostanols (Labelling) (England) (Amendment) Regulations 2013 (“the 

proposed Regulations”) attached as Annex C. The proposed Regulations will 

amend the Food with Added Phytosterols or Phytostanols (Labelling) (England) 

Regulations 2004 with necessary amendments to provide for the enforcement of 

Commission Regulation No. 718/2013
1
 (“referred to hereafter as the new 

Commission Regulation”).  

2. We would particularly welcome comments and supporting evidence in respect of 

any cost implications that may arise from these proposals as indicated in the draft 

Impact Assessment (IA) at Annex B. 

3. The new Commission Regulation, amending Commission Regulation (EC) No. 

608/2004
2
 concerning the labelling of foods with added phytosterols or 

phytostanols
3
, etc. was published in the Official Journal on 26 July 2013.  The new 

Commission Regulation came into force on 14
th

 August 2013, and is directly 

applicable throughout the EU 20 days after its publication. A copy of the new 

Commission Regulation is attached as Annex D and is also available to download 

free of charge from the EUR-Lex website at: 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:201:0049:0050:EN:PDF 

4. Commission Regulation (EC) No. 608/2004 requires that all products with added 

phytosterols or phytostanols etc., carry a statement that the product is only 

intended for people who want to lower their blood cholesterol.  This could be 

confusing if used together with the authorised health claim that phytosterols or 

stanols contribute to the maintenance of normal blood cholesterol.  The purpose of 

the new Commission Regulation is to remove the potential for confusion. 

5. The proposed Regulations are time limited and will cease to have effect in that 

respect when Commission Regulation (EU) No. 1169/2011
4
 (‘the EU FIC’) on the 

provisions of food information to consumers comes into effect; hence the date of 

expiry included in the proposed Regulations. The EU FIC puts in place transitional 

arrangements for products placed on the market before 13 December 2014 to 

allow businesses to prepare for the EU FIC.  This consultation is time limited for 4 

weeks as opposed to the normal 12 weeks, due to the short term nature of the 

Regulations that will apply. 

                                                           
1
 OJ L 201, 26.7.2013, p.49. (Full Title ‘amending Regulation (EC) No. 608/2004 concerning the labelling of foods 

and food ingredients with added phytosterols, phytosterol esters, phytostanols and / or phytostanol esters  
2
 OJ L97, 1.4.2004, p.44. (Full Title ‘concerning the labelling of foods and food ingredients with added 

phytosterols, phytosterol esters, phytostanols and / or phytostanol esters 
3
 The Regulation also covers sterol and stanols in esterified form.  Esters are used for ease of incorporation into 

food matrices. 
4
 OJ L 304, 22.11.2011, p.18. 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:201:0049:0050:EN:PDF
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6. The proposed Regulations also take the opportunity to correct a typographical error 

in regulation 20 of the Food Additives, Flavourings, Enzymes and Extraction 

Solvents (England) Regulations 2013
5
, where a reference to the Food Additives 

(England) Regulations 1999 (which do not exist) should have been to the Food 

Additives (England) Regulations 2009.   

7. We would particularly welcome comments and supporting evidence in respect of 

any cost implications that may arise from these proposals as indicated in the draft 

Impact Assessment (IA) at Annex B 

8. Similar consultations will be carried out by the Food Standards Agency (FSA) 

offices on parallel Regulations in Scotland, Wales and Northern Ireland. 

Background 

9. Commission Regulation (EC) No. 608/2004 is made pursuant to Commission 

Directive 2000/13/EC
6
 which lays down the provisions on labelling, presentation 

and advertising of foodstuffs.  Article 3(2) of Directive 2000/13/EC provides for the 

additional labelling of specified foods beyond the requirements listed in Article 3 

thereof.   

10. Following an opinion from the Scientific Committee on Food
7
, Commission 

Regulation (EC) No. 608/2004 concerning the labelling of foods with added phyto 

sterols and or stanols etc. was introduced. Regulation (EC) No. 608/2004 provides 

mandatory information in addition to that listed in Article 3 of Directive 2000/13/EC 

on the labelling of such foods. Article 2(3) of that Regulation states that “there shall 

be a statement that the product is intended exclusively for people who want to 

lower their blood cholesterol levels”. This ensures that consumption of the products 

containing phytosterols or stanols etc. is restricted to the target group, and avoids 

unnecessary consumption by other individuals.  

11. Commission Regulation (EC) No. 1924/2006
8
 provides for the voluntary inclusion of 

nutrition or health claims on food labels.  The EU Register of claims includes claims 

that phytosterols or stanols “have been shown to lower / reduce cholesterol.  High 

cholesterol is a risk factor in the development of coronary heart disease” and that 

phytosterols or stanols “contribute to the maintenance of normal blood cholesterol 

levels”, the conditions of use for the claims are slightly different. 

12. Use of the claim about maintenance of normal cholesterol together with the current 

mandatory statement relating to the target group could be confusing to consumers.  

Therefore, with a view to ensure consistency of the information provided on the 

labelling of foods with added phytosterols or phytostanols etc., it is appropriate to 

amend this aspect of the labelling required by Commission Regulation (EC) No. 

608/2004. 

13. The new Commission Regulation amends Commission Regulation (EC) No. 

608/2004, which is enforced in England by the Food with Added Phytosterols or 

                                                           
5
 SI 2013 No. 2210 

6
 OJ L 109, 6.5.2000, p.29. (Full title, ‘relating to the labelling, presentation and advertising of foodstuffs’) 

7
 SCF opinion 2002   “General view on the long-term effects of the intake of elevated levels of phytosterols from multiple dietary 

sources” 
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Phytostanols (Labelling) (England) Regulations 2004 (SI No. 3344/2004). These 

Regulations require that all foods with added phytosterols or stanols be labelled 

consistently.  This is so that consumers who wish to lower their cholesterol are fully 

informed about the appropriate use of these products. The changes introduced by 

the new Commission Regulation are: 

 Article 1 replaces the text at point 3 of Article 2 of Commission Regulation (EC) 

No.608/2004 – the amending text states that: “there shall be a statement that 

the product is not intended for people who do not need to control their blood 

cholesterol”. 

 Article 2 provides for transitional arrangements for food with added phytosterols 

or phytostanols etc. placed on the market or labelled prior to 15
th

 February 

2014, which do not comply with the this Regulation may be marketed until the 

stocks of the foods are exhausted. 

Impact on businesses and enforcement authorities  

14. The requirement to amend Commission Regulation (EC) No.608/2004 is a result of 

the authorisation of certain health claims, which are beneficial to companies 

wishing to market foods containing added phytosterols or stanols etc.  

15. In terms of impact on businesses and enforcement authorities, there is likely to be 

a familiarisation cost associated with the proposed Regulations.  These include the 

reading and dissemination of the Regulations to key staff within the organisation.  

There will also be a cost associated with re-labelling as indicated in the Impact 

Assessment (see para 24 of IA).  The primary business operators involved in the 

labelling of the product types covered by the new Commission Regulation, 

including importers, distributors, wholesalers and retailers, plus enforcement 

bodies and consumer organisations will also need to be aware of the proposed 

changes to the labelling.  An Impact Assessment is enclosed as Annex B. 

16. This 4 week consultation is being launched to provide interested parties with the 

opportunity to comment on these proposals. As the amendment to the 2004 

Regulations is relatively minor and the amending measure will be short-lived, it is 

felt that a shortened consultation of 4 weeks is sufficient in this instance. 

Purpose of the Consultation 

14. The purpose of this consultation is to provide interested parties with the 

opportunity to comment and express their opinion on the proposed Food with 

Added Phytosterols or Phytostanols (Labelling) (England) (Amendment) 

Regulations 2014. 

15. The proposed Statutory Instrument (SI) entitled The Food with Added Phytosterols 

or Phytostanols (Labelling) (England) (Amendment) Regulations 2014 will make 

provisions for the execution and enforcement of the new Commission Regulation, 

amending Commission Regulation (EC) No. 608/2008. This will provide 

enforcement authorities with the necessary powers to take appropriate 

                                                                                                                                                                                         
8
 OJ L 404, 30.12.2006, p.9. 
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enforcement action where foodstuffs are found to be non-compliant with the 

changed requirements introduced by the new Commission Regulation.  

Proposals 

 

Key proposal(s):  

To amend the Food with Added Phytosterols or Phytostanols (Labelling) (England) 

Regulations 2004 in order to provide for the execution and enforcement of a 

change in labelling requirements introduced by the new Commission Regulation 

(EU) No. 718/2013.  

 

Consultation Process / Impact 

Within Government 

16. During the course of negotiations with the Commission officials of the FSA have 

kept other government departments informed of its progress.  These included, the 

Department of Health, the Department for Business Innovation and Skills, the 

Foreign and Commonwealth Office, the Cabinet Office, the Department of Food 

and Rural Affairs and the Office of Fair Trading.  To date, no adverse comments 

have been received from any department. 

Informal Consultation 

17. The FSA wrote to one of the companies already marketing a range of products 

with added phytosterols or stanols in the UK.  They were asked to provide 

information on possible costs and / or other impacts, positive / negative associated 

with the changes to the labelling requirements set out in the new Commission 

Regulation.  Comments received, acknowledged that the measure addressed two 

aspects of consumer protection, by more accurately identifying the target 

population and avoiding misleading communication.  They added that the labelling 

change would protect consumers from interpreting the statement as a cholesterol 

lowering claim; the company also highlighted that the negative financial impact on 

their brands from misleading communication claims in the market, would be 

significantly higher than the additional financial impact of re-labelling their products 

in the market, the risk of which is mitigated by the new Commission Regulation, 

would be significantly higher than the additional financial impact of re-labelling.  

This company therefore, saw the overall impact of the new Commission 

Regulation as positive. 

18. Interested parties are invited to respond to the following questions; 

 

Questions asked in this consultation: 

1). We invite stakeholders to comment on whether we have adequately 

captured the UK market or not.  If not, please provide us with information on 

the number of firms affected, their location, and ideally, firm size in terms of 

number of employees. 
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2). We invite stakeholders to comment on whether our estimates of 

familiarisation costs to industry (as outlined in Table 2 of the IA) seem 

reasonable; if you agree or disagree with this assessment, please provide 

evidence to support your view on the time required per business for 

familiarisation. 

3). We invite stakeholders to comment on whether our estimates of re-

labelling costs to industry are an accurate assessment (as outlined in Table 

4 of the IA).  If you agree or disagree with these estimates, please provide 

written evidence to support your views, which will enable us to monetise 

these costs more robustly.  In particular, does £1,800 per product line seem 

like a reasonable estimate for re-labelling costs?  Is our estimate of the 

number of product lines an accurate representation for the sector? 

4). We invite stakeholders to comment on whether our estimates for 

familiarisation costs (as outlined in Table 5 of the IA) to enforcement bodies 

are a reasonable assessment.  If you agree or disagree with this assessment, 

please provide evidence to support your view, documenting time required 

per local authorities for familiarisation. 

5). We invite stakeholders to comment on whether we have adequately 

captured all costs and benefits of this proposal in the Impact Assessment 

(Table 6).  If not, please provide us with detailed information and evidence as 

possible to support your view on any missing costs or benefits so that we 

can monetise the introduction of this Regulation more robustly. 

6). Do you agree with our assumption that there will not be a significant 

impact on small businesses as a result of this legislation is a correct 

assumption?  If you agree or disagree with this assessment, please provide 

evidence to support your response. 

7). Are you aware of any other impacts under the Specific Impact Tests as a 

result of the new Commission Regulation and national Regulation? Please 

provide evidence to support your response. 

 

 

19. Any comments that interested parties are able to provide in relation to the 

proposed Regulations would be gratefully received. We are particularly keen to 

hear from Small and Medium Enterprises on a likely impact and would encourage 

them to comment on all aspects of this proposal. 

20. Following the consultation, we will review the responses received and consider 

whether any changes are required to the proposed legislation.  A summary of all 

comments received and the FSA’s response to each will be published on the 

FSA’s website within 3 months following the end of the consultation period. 

Other relevant documents 

21. Commission Regulation (EC) No. 608/2004 concerning the labelling of foods with 

added phytosterols, phytosterol esters, phytostanols and / or phytostanol esters 

is available from the EUR-Lex website at: 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2004:097:0044:0045:EN:PDF 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2004:097:0044:0045:EN:PDF
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22. The Food with Added phytosterols or Phytostanols (England) Regulations 2004 

are available on the ‘legislation.gov.uk’ website at: 

http://www.legislation.gov.uk/uksi/2004/3344/pdfs/uksi_20043344_en.pdf  

Responding to the Consultation 

23. Responses are required by close of business 17
th

 January 2014. 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).  

24. Thank you on behalf of the FSA for participating in this public consultation. 

 

 

 

 

Yours faithfully, 
 
 
 
 
 

Nasreen Shah 

Regulatory Officer 

Strategy, Regulation and Business Support Unit 

Chemical Safety Division 

 

 

 

 

Enclosed 

Annex A:  Standard Consultation Information 

Annex B:  Draft Impact Assessment 

Annex C:  The draft Food with Added Phytosterols or Phytostanols (Labelling) (England) 

(Amendment) Regulations 2014 

Annex D:  Commission Regulation (EU) No. 718/2013 

Annex E: List of interested parties 

 

 

 

 

 

 

http://www.legislation.gov.uk/uksi/2004/3344/pdfs/uksi_20043344_en.pdf


  Annex A 
 

8 

Queries 

1. 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  

2. 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/pdfs/dataprotection.pdf.  Return 

of this form does not mean that we will treat your response to the consultation as 

confidential, just your personal data. 

3. 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.  

4. 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 

5. A list of interested parties to whom this letter is being sent appears in Annex E. 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.  

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

specified under ‘Other relevant documents’. 

7. This consultation has been prepared in accordance with HM Government Code of Practice 

on Consultation. A 4 week consultation is being launched to provide interested parties with 

the opportunity to comment on these proposals. As the amendment to the Food with Added 

phytosterols or Phytostanols (England) Regulations 2004 is relatively minor and the fact that 

the amending measure will be short-lived, it is felt that in this instance, a shortened 

consultation of 4 weeks is sufficient.  

8. An Impact Assessment will normally be published alongside a formal consultation. Please 

see the Impact Assessment at Annex B. 

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

9. 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 8630. 

Comments on the consultation process itself 

 

http://www.food.gov.uk/multimedia/pdfs/dataprotection.pdf
http://www.berr.gov.uk/whatwedo/bre/consultation-guidance/page44458.html
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10. 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  

 

11. If 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 questionnaire 

can also be used to update us about your existing contact details.  

 

 

 

http://www.food.gov.uk/multimedia/worddocs/consultfeedback.doc
http://www.food.gov.uk/multimedia/worddocs/consultfeedback.doc
























DRAFT FOR CONSULTATION ONLY 

S T A T U T O R Y  I N S T R U M E N T S  

2014 No. 0000 

FOOD, ENGLAND 

The Food with Added Phytosterols or Phytostanols (Labelling) 

(England) (Amendment) Regulations 2014 

Made - - - - 2014 

Laid before Parliament 2014 

Coming into force - - Nth December 2014 

The Secretary of State makes the following Regulations in exercise of the powers conferred by 

sections 16(1)(a),(e) and (f), 17, 26(1) and (3) and 48(1) of the Food Safety Act 1990(a) and now 

vested in him(b). 

In accordance with section 48(4A) of the Food Safety Act 1990, he has had regard to relevant 

advice given by the Food Standards Agency. 

As required by Article 9 of Regulation (EC) No. 178/2002 of the European Parliament and of the 

Council 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(c), there 

has been open and transparent public consultation during the preparation and evaluation of these 

Regulations. 

Title, commencement and expiry 

1.—(1) These Regulations — 

(a) may be cited as the Food with Added Phytosterols or Phytostanols (Labelling) (England) 

(Amendment) Regulations 2014; and 

(b) come into force on [date] 2014. 

                                                                                                                                            
(a) 1990 c. 16.  Section 1(1) and (2) (definition of “food”) was substituted by S.I. 2004/2990. Sections 17 and 48 were amended 

by paragraphs 12 and 21 respectively of Schedule 5 to the Food Standards Act 1999 (1999 c.28), “the 1999 Act”. Section 48 
was also amended by S.I. 2004/2990. Section 26(3) was amended by Schedule 6 to the 1999 Act. Section 53(2) was 
amended by paragraph 19 of Schedule 16 to the Deregulation and Contracting Out Act 1994 (1994 c.40), Schedule 6 to the 
1999 Act, S.I. 2004/2990 and S.I. 2004/3279. 

(b) Functions formerly exercisable by “the Ministers” (being, in relation to England and Wales and acting jointly, the Minister 
of Agriculture, Fisheries and Food and the Secretaries of State respectively concerned with health in England and food and 
health in Wales and, in relation to Scotland, the Secretary of State) are now exercisable in relation to England by the 
Secretary of State pursuant to paragraph 8 of Schedule 5 to the 1999 Act.  Those functions, so far as exercisable in relation 
to Wales, were transferred to the National Assembly for Wales by S.I. 1999/672 as read with section 40(3) of the 1999 Act 
and subsequently transferred to the Welsh Ministers by paragraph 30 of Schedule 11 to the Government of Wales Act 2006 
(2006 c.32).  Those functions, so far as exercisable in relation to Scotland, were transferred to the Scottish Ministers by 
section 53 of the Scotland Act 1998 (1998 c. 46) as read with section 40(2) of the 1999 Act.  

(c) OJ No. L31, 1.2.2002, p.1. That Regulation was last amended by Commission Regulation (EC) No. 596/2009 of the 
European Parliament and of the Council adapting a number of instruments subject to the procedure referred to in Article 
251 of the Treaty to Council Decision 1999/468/EC with regard to the regulatory procedure with scrutiny: Adaptation to the 
regulatory procedure with scrutiny – Part Four (OJ No. L188, 18.7.2009, p14).  
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(2) Regulation 2 ceases to have effect on 13th December 2014. 

Amendment of the Food with Added Phytosterols or Phytostanols (Labelling) (England) 

Regulations 2004 

2.—(1) The Food with Added Phytosterols or Phytostanols (Labelling) (England) Regulations 

2004(a) are amended in accordance with paragraph (2). 

(2) In paragraph (1) of regulation 2 (interpretation) for the definition of “Regulation 608/2004” 

substitute the following definition — 

““Regulation 608/2004” means Commission Regulation (EC) No 608/2004 concerning 

the labelling of foods and food ingredients with added phytosterols, phytosterol esters, 

phytostanols and/or phytostanol esters(b) as amended by and as read with Commission 

Regulation (EU) No 718/2013 amending Regulation (EC) No 608/2004(c);”. 

Amendment of the Food Additives, Flavourings, Enzymes and Extraction Solvents 

(England) Regulations 2013 

3. For regulation 20 of the Food Additives, Flavourings, Enzymes and Extraction Solvents 

(England) Regulations 2013(d), substitute the following — 

“Consequential amendment 

20. In regulation 2(1) (interpretation) of the Food Labelling Regulations 1996(e), in the 

definition of “the additives regulations” omit the expression “the Food Additives (England) 

Regulations 2009”.”. 

 

 

Signed by authority of the Secretary of State for Health 

 Name 

 Parliamentary Under-Secretary of State 

Date Department of Health 

                                                                                                                                            
(a) S.I. 2004/3344. 
(b) OJ No. L97, 1.4.2004, p.44. 
(c) OJ No. L201, 26.7.2013, p.49. 
(d) S.I. 2013/2210. 
(e) S.I. 1996/1499.  Relevant amending instruments are S.I. 2010/2817 and 2012/2619. 



 3 

EXPLANATORY NOTE 

(This note is not part of the Regulations) 

1. These Regulations make an amendment to the Food with Added Phytosterols or Phytostanols 

(Labelling) (England) Regulations 2004 (S.I. 2004/3344) in order to provide for the execution and 

enforcement of Commission Regulation (EC) No 608/2004 concerning the labelling of foods and 

food ingredients with added phytosterols, phytosterol esters, phytostanols and/or phytostanol 

esters (OJ No. L97, 1.4.2004, p.44) as amended by and as read with Commission Regulation (EU) 

No 718/2013 amending Regulation (EC) No 608/2004 (OJ No. L201, 26.7.2013, p.49). 

2. Commission Regulation (EU) No 718/2013 amends in one respect the information required to 

be given on the labelling of foods and food ingredients with added phytosterols, phytosterol esters, 

phytostanols and/or phytostanol esters, and provides for a transitional period for compliance with 

this requirement. 

3. Regulation 2 of these Regulations ceases to have effect on 13
th
 December 2014. 

4. Regulation 3 of these Regulations corrects an error regarding the year cited in regulation 20 of 

the Food Additives, Flavourings, Enzymes and Extraction Solvents (England) Regulations 2013. 

5. [A full impact assessment for this instrument ………]. 



COMMISSION REGULATION (EU) No 718/2013 

of 25 July 2013 

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

(Text with EEA relevance) 

THE EUROPEAN COMMISSION, 

Having regard to the Treaty on the Functioning of the European 
Union, 

Having regard to Directive 2000/13/EC of the European 
Parliament and of the Council of 20 March 2000 on the 
approximation of the laws of the Member States relating to 
the labelling, presentation and advertising of foodstuffs ( 1 ), and 
in particular Article 4(3) thereof, 

Whereas: 

(1) Following the Opinion of the Scientific Committee on 
Food (SCF) of 26 September 2002 ( 2 ) and in order to 
ensure that consumers receive adequate information 
when purchasing foods and food ingredients with 
added phytosterols, phytosterol esters, phytostanols and 
phytostanol esters, Commission Regulation (EC) No 
608/2004 of 31 March 2004 concerning the labelling 
of foods and food ingredients with added phytosterols, 
phytosterol esters, phytostanols and/or phytostanol 
esters ( 3 ) provides for mandatory particulars in addition 
to those listed in Article 3 of Directive 2000/13/EC on 
the labelling of such foods. 

(2) Regulation (EC) No 608/2004 provides that the labelling 
of such foods and food ingredients shall contain, 
amongst others, a statement that the product is 
intended exclusively for people who want to lower 
their blood cholesterol level. The purpose of this 
mandatory statement is to ensure that the product 
reaches its target group, and thus avoid unnecessary 
consumption by non-targeted groups. 

(3) The voluntary inclusion of nutrition or health claims on 
food labels is governed by Regulation (EC) No 
1924/2006 of the European Parliament and of the 
Council of 20 December 2006 on nutrition and health 
claims made on foods ( 4 ). Accordingly, Commission 
Regulation (EC) No 983/2009 of 21 October 2009 on 
the authorisation and refusal of authorisation of certain 
health claims made on food and referring to the 
reduction of disease risk and to children’s development 
and health ( 5 ), Commission Regulation (EU) No 
384/2010 of 5 May 2010 on the authorisation and 
refusal of authorisation of certain health claims made 
on foods and referring to the reduction of disease risk 
and to children’s development and health ( 6 ) and 
Commission Regulation (EU) No 432/2012 of 16 May 
2012 establishing a list of permitted health claims made 
on foods, other than those referring to the reduction of 
disease risk and to children’s development and health ( 7 ) 
have authorised health claims relating to the reduction 
and maintenance of blood cholesterol with respect to 
foods containing plant sterols and plant stanols, subject 
to certain conditions of use. 

(4) Regulation (EC) No 983/2009 authorised, under certain 
conditions of use, the following health claims: ‘Plant 
sterols have been shown to lower/reduce blood choles
terol. High cholesterol is a risk factor in the development 
of coronary heart disease’ and ‘Plant stanol esters have 
been shown to lower/reduce blood cholesterol. High 
cholesterol is a risk factor in the development of 
coronary heart disease’. 

(5) Regulation (EU) No 384/2010 authorised, under certain 
conditions of use, the following health claim: ‘Plant 
sterols and plant stanol esters have been shown to lower/ 
reduce blood cholesterol. High cholesterol is a risk factor 
in the development of coronary heart disease.’ 

(6) Regulation (EU) No 432/2012 authorised, under certain 
conditions of use, the following health claim: ‘Plant 
sterols/stanols contribute to the maintenance of normal 
blood cholesterol levels’.
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(7) The wording of the authorised health claims in 
combination with the mandatory statement relating to 
the target group laid down in Regulation (EC) No 
608/2004 could potentially lead consumers who do 
not need to control their blood cholesterol level to use 
the product. Therefore, with a view to ensure consistency 
of the information provided on the labelling of foods and 
food ingredients with added phytosterols, phytosterol 
esters, phytostanols and/or phytostanol esters, it is appro
priate to amend the mandatory statement laid down in 
Regulation (EC) No 608/2004 while ensuring that its 
wording serves adequately the informative purpose for 
which it was initially introduced. 

(8) In order to enable food business operators to adapt the 
labelling of their products to the requirements introduced 
by this Regulation, it is important to provide for an 
appropriate transition period for the application of this 
Regulation. 

(9) The measures provided for in this Regulation are in 
accordance with the opinion of the Standing 
Committee on the Food Chain and Animal Health and 
neither the European Parliament nor the Council has 
opposed them, 

HAS ADOPTED THIS REGULATION: 

Article 1 

Amendment to Regulation (EC) No 608/2004 

In Article 2 of Regulation (EC) No 608/2004, point 3 is 
replaced by the following: 

‘3. there shall be a statement that the product is not 
intended for people who do not need to control their 
blood cholesterol level.’ 

Article 2 

Transitional measures 

Food and food ingredients with added phytosterols, phytosterol 
esters, phytostanols and/or phytostanol esters placed on the 
market or labelled prior to 15 February 2014 which do not 
comply with the requirements of this Regulation may be 
marketed until the stocks of the foods are exhausted. 

Article 3 

Entry into force 

This Regulation shall enter into force on the twentieth day 
following that of its publication in the Official Journal of the 
European Union. 

This Regulation shall be binding in its entirety and directly applicable in all Member States. 

Done at Brussels, 25 July 2013. 

For the Commission 
The President 

José Manuel BARROSO

EN L 201/50 Official Journal of the European Union 26.7.2013



Annex E 

Interested Parties List 

Aberystwyth University  
ANH Consultancy Ltd 
Animal Health and Veterinary Laboratories Agency (VLA) 
Arcadia Bio 
Ashbury Labelling 
Association of Port Health Authorities 
Bodycote 
British Dietetic Association (BDA) 
British Frozen Foods Federation 
British Heart Foundation 
British Retail Consortium 
British Soft Drinks Association 
CAMedica Consulting Ltd 
Campden and Chorleywood Food RA 
Cantox Health Sciences International 
Cheshire and Wirral Partnership (CWP) 
City of London 
Croda Chemicals 
Dairy Crest 
Department of Health 
Environmental Containers UK 
Eurofins 
Eversheds  
Fair Venture Consulting 
Fine Italian Foods 
Food and Drink Federation 
Government Chemist (LGC) 
Hampshire County Council 
Health Choice 
Healthcare Financial Management Association (HFMA) 
High Nature 
High Nature 
Holland and Barratt 
Huntingdonshire District Council 
Intertek 
Johnson and Johnson 
Kraft Europe 
Lapinskas.com 
Leatherhead Food RA 
Lipid Nutrition 
Local Government Association 
Medicines and healthcare products Regulatory Agency (MHRA) 
Merton Council 
National Farmers Union 
National Starch Food Innovation 
NCT 
Nestle UK 
New Zealand Food Safety Authority (NZFSA), 
Nutri Tech 
PA Europe  
Premier Foods 



Provision Trade Federation 
Reading Scientific Services Limited (RSSL) 
RSPCA 
Sainsbury’s 
Soil Association 
Solgar 
Tate and Lyle 
Trading Standards Institute 
Unilever 
University of Chester 
Vega Research 
Vitasoy International Holdings Limited 
Waitrose 
Whitehouse Consulting 
Wild Oats Natural Foods 
William Reed 
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