
                                                                                                                                                              

Draft Initial Regulatory Impact Assessment  
 
 

Title of proposal 
 
1. This Draft Initial Regulatory Impact Assessment (RIA) concerns certain elements 

contained Doc 2007/0037(COD), namely: 
 
(I) 7371/07. PROPOSAL FOR A REGULATION OF THE EUROPEAN PARLIAMENT 

AND OF THE COUNCIL AMENDING REGULATION No 11 CONCERNING THE 
ABOLITION OF DISCRIMINATION IN TRANSPORT RATES AND CONDITIONS, IN 
IMPLEMENTATION OF ARTICLE 79(3) OF THE TREATY ESTABLISHING THE 
EUROPEAN ECONOMIC COMMUNITY AND REGULATION (EC) No 852/2004 OF 
THE EUROPEAN PARLIAMENT AND THE COUNCIL ON THE HYGIENE OF 
FOODSTUFFS  

 
(II) 7371/07 ADD1. IMPACT ASSESSMENT (REGULATION 852/2004 FOOD HYGIENE - 

HAZARD ANALYSIS AND CRITICAL CONTROL POINT REQUIREMENTS)  
 

(III) 7371/07 ADD2. IMPACT ASSESSMENT SUMMARY  
 

 
2. This was issued on 14 March 2007. The documents numbered 7371/07 ADD3 and 

7371/07 ADD4 which deal with transport issues and are not the concern of this RIA. 
Similarly, the transport elements of document 73107/07 are not the concern of this 
RIA. 

 
Purpose and intended effect: 

 
 Objective 

 
3. The primary objective of the proposal is to reduce administrative burdens on small 

food businesses. 
 

 Background 
    
The Proposal 
 

4. The proposal arises from the European Commission’s Strategic Review of Better 
Regulation in the European Union, which includes a proposal to reduce the 
administrative burdens on business by 25% by 2012.  The UK has led Member 
State support at EU level for better regulation and targeted reduction in 
administrative burdens. Following the Commission’s recent stakeholder 
consultation, ten ‘fast track action’ proposals were identified with this aim in mind.  

 
5. One ‘fast track action’ proposal amends Regulation (EC) 852/2004, one of the 

package of EC food hygiene regulations (described below.) The action’s stated 
purpose (set out in document 7371/07) is to exempt certain small businesses from 
the requirement in Article 5(1) of Regulation (EC) 852/2004, which states that all 
food businesses1 shall ‘put in place, implement and maintain a permanent 

                                                 
1 Excluding primary producers (i.e. farmers and growers.) While many farms will be food businesses with fewer than 10 
employees, they will not be impacted on by the Proposal as they are not subject to Article 5(1) of Regulation (EC) 
852/2004. 



                                                                                                                                                              

procedure or procedures based on the HACCP principles’. Hazard Analysis and 
Critical Control Points (HACCP) is a structured approach consisting of seven 
principles, the application of which manages food safety through identification of 
hazards and actions to be taken to control them. Records are required to be kept to 
demonstrate that the procedures are effective. It is recognised world-wide as a tool 
for helping food businesses control hazards to food safety. The seven HACCP 
principles as set out in the current food hygiene legislation can be seen at ANNEX 
A.  

 
6. The Proposal’s Explanatory Memorandum (in document 7371/07) notes that during 

the Commission’s consultation with European level stakeholder groups concerns 
raised by stakeholders indicated a need for clarification of the application of the 
Article 5(1) requirements. As a result, the Commission has taken the view that the 
difficulties imposed on small food businesses by a strict application of HACCP 
combined with the assertion that some businesses can provide the same level of 
hygienic protection through application of the other requirements means some 
businesses will be suitable for the exemption from Article 5(1).  This will be limited 
to businesses with fewer than ten employees predominantly selling food to the final 
consumer (those classified as micro enterprises within the meaning of Commission 
recommendation 2003/361/EC.)  

 
7. The Commission consultation included producers, industry, commerce and 

consumers. The Agency is not aware at this stage to what degree opportunities 
arose for UK consumer or business stakeholders to make comment through their 
partners at European level. [Are stakeholders representing consumers or 
business able to provide more information as to the extent and nature of the 
Commission’s consultation process?] 

 
8. The Proposal appears to have arisen entirely from the Commission stakeholder 

consultation. In its Impact Assessment, the Commission states that there is 
‘significant uncertainty’ across Member States as regards the employment of the 
flexibility in the current legislation and how to minimise burdens on business. The 
goal of the Proposal is to assess whether there are ways in which the burden on 
small and medium sized enterprises can be eased while maintaining the same 
adequate level of health protection. The Agency is not aware of any wider evidence 
to support the proposed amendment at this stage (e.g. evidence suggesting that 
there would be no negative impact on public health caused by the Proposal.) [Are 
stakeholders aware of evidence that might have underpinned or inspired the 
Commission’s Proposal?] 

 
9. Statistics compiled from the 2004 – 2005 local authority monitoring survey suggest 

that the number of food businesses in the UK with fewer that ten permanent staff 
was 541,4472. This can be considered a reasonable approximation when 
considering the number of current UK food businesses on which this Proposal will 
impact.  

 

                                                 
2 The 541,447 number comprises of the total of 367,823 caterers; 165,742 retailers and 7,882 involved in the 
distribution of food.  



                                                                                                                                                              

The Food Hygiene Legislation 
 

10. The current EU food hygiene legislation applied from 1 January 2006. Regulation 
(EC) 852/2004 lays down the general hygiene requirements for all food businesses. 
A more detailed description of the food hygiene regulations is given at ANNEX B. 

 
11. A key feature of the legislation, and one which was strongly supported by the UK, is 

that the Article 5(1) requirements can be applied flexibly by businesses, according 
to the nature and size of the business. This approach is stated in Recital 15 of 
Regulation (EC) 852/2004 and supported in the Commission’s guidance3. This is 
commensurate overall with consistent application of risk-based, flexible and 
proportionate food hygiene rules across the food chain from ‘farm-to-fork’. 

 
12. Prior to 1 January 2006, a number of sector-specific EC directives (implemented 

through national legislation) provided the food hygiene rules. EC Directive 93/43 
required food businesses to operate HACCP principles but without the need to 
keep documents and records, so the Proposal as it stands lowers the threshold of 
controls that were in place prior to the current legislation. Details of the 
requirements of EC Directive 93/43 can be found at ANNEX C. 

   
13. The Food Standards Agency (‘the Agency’) negotiated the package of food hygiene 

regulations on behalf of the UK4. Officials pursued the negotiating line agreed by 
the Ministerial Sub-Committee on European Issues (EP) on the basis of options 
identified, which included the Article 5(1) requirement for procedures based on 
HACCP principles for businesses (other than primary producers) of all sizes.  

 
14. The UK argued for rules which provided safeguards for public health protection but 

in doing so did not place unwarranted burdens on food businesses. The UK is 
content that the current legislation provides enough flexibility for small businesses 
to apply the HACCP-based procedures proportionately. This means that 
businesses with lower-risk operations can comply by following generic guidance 
and embodying common-sense procedures with minimal record keeping.  

 
15. Stakeholders, including the Small Business Service, were consulted throughout the 

process of negotiations. A full and detailed RIA5 was produced on the legislation. 
 
         Administrative Burdens 
 

16. This Commission Proposal should also be seen in the context of the UK’s strong 
support for minimising administrative burdens; the UK has helped lead the Better 
Regulation agenda at EU level, including work towards the 25% target for reducing 
administrative burdens adopted in March 2007.  

 
17. The food hygiene legislation which applied from 1 January includes a requirement 

for proportionate record-keeping (as part of the food business’s food safety 
management procedures based on HACCP) for all food businesses other than 
primary production and the UK has applied the present hygiene regime drawing 

                                                 
3 ‘GUIDANCE DOCUMENT - Implementation of procedures based on the HACCP principles, and facilitation of the 
implementation of the HACCP principles in certain food businesses’ 
4  Details of the negotiations can be found on the Food Standards Agency’s web site at: 
http://www.food.gov.uk/foodindustry/regulation/europeleg/eufoodhygieneleg/histeu/.  
5 http://www.food.gov.uk/multimedia/pdfs/EURegulationsRIA.pdf 



                                                                                                                                                              

fully on the flexibility in the legislation. Data on the benefits and costs relating to the 
record-keeping elements of the legislation are included in this RIA. 

 
    Foodborne disease 
 

18. When considering the removal of rules which have been put in place to safeguard 
public health, this proposal should be viewed in the context of the incidence of 
foodborne disease. In 2005, based on methodology described in a 2002 study6 by 
the Health Protection Agency, it is estimated that the total number of cases of 
foodborne disease (referred to hereafter as Indigenous Foodborne Disease (IFD)) 
in England and Wales was 765,000. Of these, 17,300 cases required 
hospitalisation and it is estimated that 470 cases resulted in death. The estimated 
costs resulting from IFD are detailed later in this RIA. 

 
19. Proper management of food safety in food businesses is one of the key elements in 

‘farm to fork’ food safety controls. The EU initiative to require businesses to adopt 
food safety management procedures based on the HACCP principles was therefore 
supported by the Agency as one of several measures to achieve reductions in food 
poisoning.  

  
Support for small caterers developed by the Agency 
 
20. Acknowledging the need to assist caterers (the vast majority of which are small 

businesses) to comply with their obligations to produce food safely, the Agency has 
developed a range of support measures across the UK.  Details of what has been 
undertaken in each country of the UK are at ANNEX D. 

   
[Can stakeholders provide any more evidence as to the positive impacts of SFBB 
and the other support measures?] 
  

The RIA 
 

21. This RIA is UK-wide in approach. Separate RIAs regarding this Proposal will not 
therefore be made in Scotland, Wales and Northern Ireland. 

 
Rationale for Government intervention 

 
22. The Agency, on behalf of the UK, must engage with the process of negotiations 

regarding this Proposal in order to ensure that the outcome of negotiations reflects 
agreed Government policy (i.e. both that sufficient safeguards to protect public 
health are in place through the application of risk-based and proportionate food 
hygiene legislation and, more broadly, to support the Commission in its intention to 
reduce burdens on business.)  

 
23. Not to intervene therefore could result in amendments to the current legislation 

failing to reflect these policies. Other negative outcomes are noted in the Costs 
section.  

 

                                                 
6 Adak GK, Long SM and O’Brien SM. Gut 2002; 51: p. 832-841. 



                                                                                                                                                              

Consultation: 
 
 Within government 

  
24. Ministerial agreement to a negotiating line is being sought. 
 
 Public consultation  

 
25. The Agency published the Proposal on its web site7, including an initial assessment 

of the Proposal’s impact and inviting comments from stakeholders. Updates will 
continue to be posted as necessary. 

 
26. A full, three month consultation is currently being undertaken.  
  
Options 
 
27. The Agency has identified three options in considering the policy line to take in 

negotiating the Proposal. These are set out below as A, B and C. 
 
28. Option A – Do nothing, so that the proposal as drafted is adopted.   Option A will 

result in the UK being unable to influence the wording of the legislative texts. The 
resulting amendments to the law will be at odds with the UK’s aim of ensuring 
public health protection through food hygiene legislation that is risk-based, 
proportionate and provides the necessary safeguards for public health in relation to 
food. Other potential problems arising from the amendment being adopted are in 
the costs and benefits paragraphs.  

 
29. Option B - Conduct negotiations so that the Proposal is not adopted and the 

current hygiene legislation is maintained. The Agency considers that the wording of 
the current legislation allows for all food businesses, regardless of size, to meet 
their responsibility to produce food safely. The Commission has produced guidance 
documents for businesses both to the application of Regulation (EC) 852/2004 and 
to HACCP, which can be found on the EU web site8. The UK would wish to see 
more done to promote understanding of the flexibility in the legislation and to 
develop approaches throughout the EU similar to that developed as SFBB in the 
UK.  

 
30. Option C - Conduct negotiations so that the Proposal is adopted with amendments 

resulting in legislation fully in line with the proportionate application of the food 
hygiene rules to ensure public health protection is maintained. It is conceivable that 
the current text could be amended so that administrative burdens for small food 
businesses are reduced but adequate safeguards to ensure food safety remain. 
Some possible scenarios are outlined (a - d) below [Stakeholders are invited to 
comment on the Option C suggestions or to suggest alternatives; it would be 
helpful however, if evidence to inform costs and benefits is also included.]: 

                                                 
7 The update and a summary of stakeholders’ comments can be accessed on the Agency’s web site at: 
http://www.food.gov.uk/foodindustry/regulation/europeleg/euupdates/euhygiene0704 
8 http://ec.europa.eu/food/food/biosafety/hygienelegislation/guide_en.htm 



                                                                                                                                                              

 
a. Amendment of current proposal so that risk, rather than business size, becomes 

the primary criterion when considering exemption;  
b. Amendment of current proposal to provide that decisions on exemptions could be 

made by the Competent Authority on a case-by-case basis;  
c. Amendment of current proposal to allow EU Member States to legislate nationally 

and create their own rules for exemptions for small businesses if they so wish 
(similar to allowing Member States to create rules for 'small, marginal and 
restricted') ; and, 

d. Amendment of the Proposal to return to the level of HACCP as required by 
Directive 93/43 (i.e. operate HACCP principles, but without documentation and 
record keeping, which operated from the implementation of Directive 93/43 until 31 
December 2006. 

 
 

Costs and benefits: 
 

 Sectors and groups affected 
  
31. Initial consideration of the Proposal suggests an impact on four sectors, which are 

set out below as i – iv. Please note that sectors i and ii have been further sub-
divided as appropriate when examining the Benefits and Costs. [Do stakeholders 
agree with the Agency’s assessment of these main sectors and groups 
affected by the Proposal? Are there other sectors substantially affected 
which the Agency has overlooked? If so, could stakeholders indicate which? 
]: 

 
i Food businesses with fewer than ten employees; 
ii Food businesses with ten or more employees;  
iii Enforcement agencies (in the vast majority of cases local authority 

environmental health departments and equivalents); and,  
iv Consumers.  
 
 BENEFITS 

[Paragraphs 33 to 74 provide the Agency’s initial assessments of costs and 
benefits resulting from the identified options. The Agency welcomes 
stakeholders’ comments that can further inform the information in these 
paragraphs, particularly the impact of the various Options (A to C) on the 
groups identified (i to iv.) ] 
 
Option A - Do Nothing:  
 
i. Businesses with fewer than ten employees 
 
32.  Option A appears to benefit food businesses with fewer than ten employees in 

terms of a reduction in the administrative burden arising from the exemption of the 
requirement from Article 5(1) of Regulation (EC) 852/2004. An estimate of the 
possible reduction in administrative burden has not been measured by the 
Commission.  

 



                                                                                                                                                              

33. Using figures relating to the record-keeping element in the Safer Food, Better 
Business (see ANNEX D) (SFBB) diary9 for the 541,447 figure for businesses with 
ten or less employees, the Agency considers that there will be monetary benefits of 
approximately £68 million (an average of £125.60 per business) each year to this 
sector resulting from the removal of the requirement to undertake the record-
keeping element in the SFBB diary.  

 
34. The £68 million figure is calculated from telephone interviews with business last 

year who informed the Agency that it takes an average of 5 minutes each day 
(including the four weekly review) to complete the SFBB diary. The calculation of 
£68 million assumes that there are 350 days in the business year; that the hourly 
wage of the person completing the diary is £7.80 per hour; that the cost of the diary 
is £2 per year; and, that 45% of the time taken to complete the diary will be 
accounted for by ‘business as usual’ elements regardless of whether the regulation 
did or did not apply.10  

 
 
 i. Food businesses with ten or more employees. 
  
35. No incremental benefits have been identified for this sector arising from Option A. 
 
iii. Enforcement agencies 
 
36. Benefits may accrue from long-term savings to enforcers as there will be no 

continuing need to help businesses implement the current legislation in businesses 
of fewer than ten employees. There may also be incremental savings resulting from 
enforcers no longer needing to roll-out SFBB or provide other advice as regards 
food safety management based on the HACCP principles. [Can stakeholders 
representing enforcers provide any specific information to support these 
comments or otherwise?] 

 
iv. Consumers
 
37. For consumers, no quantifiable benefits have been identified.   
 
Option B – maintenance of current arrangements:  
 
i. Businesses with fewer than ten employees 
 
38. As Option B maintains the current arrangements there will be no benefits over and 

above those described in the Full RIA on the hygiene legislation.  
 

                                                 
9 Calculated on the basis that: it takes 5 minutes daily to complete the SFBB diary; that there are 350 days in the 
business year; that the hourly wage of the person completing the diary is £7.80 per hour; that the cost of the diary is £2 
per year; and, that 45% of the time will be accounted for by ‘business as usual’ elements regardless of whether the 
regulation did or did not apply. 
10 Data currently being compiled by the Agency from more recent research initially suggests that, on 
average, the length of time per day (including the four-weekly review) needed to complete the SFBB diary is 
2 minutes. If so, this will reduce monetary benefits to £ 28 million each year (an average of £51.70 per 
business). 



                                                                                                                                                              

ii. Certain food businesses with ten or more employees.  
   
39. As Option B maintains the current arrangements there are no benefits11 to sectors 

ii, iii and iv over and above those previously identified in the Full RIA on the hygiene 
legislation.  

 
iii. Enforcers 
 
40. As Option B maintains the current arrangements there will be no benefits12 to 

sectors ii, iii and iv over and above those previously identified in the Full RIA on the 
hygiene legislation.  

 
iv. Consumers 
 
41. As Option B maintains the current arrangements there will be no benefits to 

consumers over and above those13 to consumers through a previously identified in 
the Full RIA on the hygiene legislation. 

 
Option C – negotiated so that resulting text maintains adequate protection for public 
health: 
 
42. Costs and benefits for Option C will depend, of course, on the precise formulation 

of the exemption. Considered likely impacts are set out below.  
 
43. Please note that Sectors i and ii have been sub-divided in order to look at the 

impacts on (a) ‘low risk’ and (b) ‘high risk’ businesses. 
 
 
i. Businesses with fewer than ten employees 
 
44. (a – lower risk) Fewer such food businesses with [arguably] lower risk activity will 

benefit under Option C than under Option A. For beneficiary businesses, the 
benefits will be the same, or similar, as for Option A.  

 
45.  (b – higher risk) Food businesses with [arguably] higher risk activities will not be 

exempted and will continue as now.  
 

                                                 
11 Benefits as shown in the Full RIA are not specific to the >10 employees sector as the legislation did not 
provide specific rules related to business size. Benefits are described more generally in terms of 
improvements in efficiency, increase in consumer confidence, potentially lower levels of inspection and of 
food poisoning having a negative economic impact on business in terms of litigation etc.   
12 Benefits to enforcers accrue largely as systems based on HACCP principles lend themselves more easily 
to audit. 
13 Benefits to consumers in the Full RIA are shown through reductions in food poisoning and, indirectly 
through greater well-being as a result of increased consumer confidence in food safety. The Full RIA uses 
data in the form of estimates by the Communicable Disease Surveillance Centre showing reductions of IFD 
from 2,869,753 in 1992 to 2,365,909 in 1995 and then to 1,338,772 in 2000 – this represents a reduction of 
17.5% from 1992 to 1995 and of 43% from 1995 to 2000. This is seen in the light of the requirement for 
those food businesses generally not dealing with/processing products of animal origin and selling to the 
final consumer, to undertake HACCP principles, although without documents and records,  which resulted 
from the introduction of EC Directive 93/43 (implemented in the UK as the Food Safety (General Food 
Hygiene) Regulations 1995.)These estimations are approximate and variations year-to-year can be 
expected but these can be indications of scales of reduction in IFD as a result of the tightening of food 
safety regulations. 



                                                                                                                                                              

ii. Food businesses with ten or more employees. 
  
46. (a – lower risk) Some benefits may arise from Option C for this. From a competition 

perspective this will be more equitable as it is based on business risk and not solely 
on business size. This is dealt with in more detail in the Competition assessment. 

  
47. (b – higher risk) benefits will arise as Option C will result in a more equitable market 

place. Otherwise, higher risk businesses with ten or more employees will find 
themselves at a significant competitive disadvantage with businesses of similar 
risks, but with fewer than ten employees. 

 
iii. Enforcers 
 
48. Depending on the nature of the legislation adopted, it may be assumed that 

benefits will arise for the enforcement sector as a result of legislation, the 
enforcement of which will be closer to the current arrangements. This will require 
less adjustment in terms of changes to the nature of inspections, other preventative 
enforcement activity, training etc in the short-term and probably in the long-term. 

 
iv. Consumers 
 
49. Depending on the nature of the legislation adopted, it may be assumed that 

benefits will arise for consumers from legislation with controls proportionate to the 
business risk and not just the business size, resulting in a lower incidence of 
foodborne illness. 

 
 COSTS:  

 
Option A - Do Nothing:  
 
i. Businesses with fewer than ten employees 
 

50. Costs (e.g. law suits and/or lost sales) may result to this sector in the event of an 
increase in food poisoning cases14.  

 
51. There are potential costs arising to this sector from time spent dealing with extra 

visits from enforcers resulting from businesses no longer choosing to use HACCP-
based procedures and enforcers needing other verifications of safe hygiene 
practice. An independent evaluation15 of the butchers’ licensing scheme in 2002 
(which required HACCP-based procedures for butchers and was in force prior to 1 
January 2006) revealed that it had improved hygiene standards and the 
documentation had made it easier for enforcers to identify bad practice; it had also 
made it possible for local authorities to make fewer inspections. Legislation for 

                                                 
14 Evidence (e.g. see footnote 13) suggests that some food businesses regardless of size will have fewer 
incidents as a result of having HACCP-based procedures in place. Costs therefore arise for this sector in 
terms of the negative economic effects on business of food poisoning. Costs as shown in the Full RIA are 
not specific to the <10 employees sector as the legislation did not provide specific rules based on business 
size.  
15 Evaluation of the Butchers’ Licensing Initiative in England. R. Gaze et al, Campden and Chorleywood 
Food Research Association, 28 July 2003. An Evaluation of the Butchers’ Licensing Initiative in England. 
Food Research and Consultancy Unit, University of Wales Institute Cardiff, August 2003. Evaluation of 
Butchers’ Shop Licensing Initiative in Scotland. J. V. Wheelock, 2002. The studies were carried out in 2002 
and were based on the views of some 725 retail butchers and 218 local authorities. 



                                                                                                                                                              

butchers’ licensing was repealed on 1 January 2006 as the EU food hygiene 
legislation was considered sufficient to protect public health. 

 
ii. Food businesses with ten or more employees 
 

52. At this stage there will appear to be no direct costs to this sector although there 
may be considerable impact caused by changes to the marketplace. This impact is 
looked at in the Competition Assessment part of this RIA. 

 
iii. Enforcers 
 

53.  There are potential long-term costs to enforcers arising from Option A. One key 
advantage of the current rules (and outlined in the Full RIA on the legislation), is 
that the HACCP-based procedures lend themselves to enforcement audit. Option A 
effectively removes the record-keeping for many businesses and costs may arise 
from local authorities having to undertake differing approaches to inspection. There 
may be costs arising from this in terms of extra time needed to undertake 
inspections. 

 
54. The Agency considers that there may be a rise in cases of food poisoning resulting 

in extra costs to enforcers through an increase in inspections and resulting work. 
[Can enforcement stakeholders provide further information here?]  

 
55. More specifically, Option A will result in less record-keeping by businesses. This will 

result in varying degrees of record-keeping, making it more difficult for consistent 
enforcement and might lead to costs arising from longer visits as enforcers seek 
evidence that the food business is operating in a safe manner.  

 
56. Costs may arise to enforcers from extra work establishing which businesses 

comprised of ‘fewer than ten / ten or more’ employees in order to determine which 
businesses will fall under the exemption. Currently, enforcers might request a food 
business’s staff numbers in order to determine which staff had undergone training, 
but Option A may add considerably to the number of times enforcers might need to 
do this. 

 
57. Costs may result from short-term disruption to a change in on-going local authority 

work to help embed compliance with the current legislation (which after all has only 
been in place since 1 January 2006) with those many catering businesses with 
fewer than ten employees. 

  
58. The proposal notes that the exemption will apply to businesses ‘predominantly’ 

selling food to the final consumer. Option A may incur costs where enforcers will 
need to establish the exact nature of a business’s customers. Further, the term 
‘predominantly’ will require interpretation and therefore the production of guidance 
which will be a short-term burden on enforcers and the Agency.  

 
 

iv. Consumers 
 
59. For consumers (and for the wider public purse), costs may arise from Option A 

caused by increases in food poisoning cases. The implications for public health that 
might arise from a reduction of the overall use of HACCP-based procedures are 



                                                                                                                                                              

illustrated in a study published in 200316, which highlighted the relationship 
between hazard analysis systems, knowledge and training and safety. The study 
found that, a greater proportion of [food] samples were unsatisfactory or 
unacceptable in retail premises where there was no hazard analysis system in 
place (17%) compared with those that had a documented system (11%), or an 
undocumented system (13%). In catering premises, the equivalent figures are 
(22%), (18%) and (22%).  

 
60.  More specifically, Option A may raise particular food safety risks to consumers by 

exempting certain higher-risk food businesses purely on the basis of size, many of 
which are businesses with fewer than ten employees. An examination of butchers’ 
shops selling raw meat and ready-to-eat foods from the same premises, activities 
considered to constitute a relatively high food safety risk, the Agency believes that 
the Proposal will exempt 6,000 premises of this type from the HACCP-based 
requirements and potentially lower safeguards for food safety for consumers.17  
ANNEX E details information which supports the retention of HACCP-based 
procedures in retail butchers’ shops. 

 
61. The total economic cost of a case of food poisoning is considered to be £1,802 per 

case on average (at 2006 price levels).  This is derived from the overall costs of 
IFD, which is £1.379 billion divided by the number of cases (rounded up to 
765,000.) This will mean Option A, on the basis that it takes 5 minutes to complete 
the SFBB diary as described in paragraph 34 remaining cost beneficial only as long 
as the figures for IFD do not rise more than 38,00018. 

 
62. The cost of indigenous foodborne disease (IFD) prior to the introduction of the 

current legislation was estimated to have been in excess of £1.4 billion per year. 
Evidence on the origin of disease is limited. Data on general outbreaks show that 
the majority (80-90%) originate in catering or retail outlets of various types, 
although outbreaks are thought to account for only a small proportion of cases. 
Most cases in the home are thought to originate from food containing pathogenic 
micro-organisms at the time of purchase. It is possible that a small proportion of 
cases reported may be due to organisms present in the domestic environment, but 
it is not possible to eliminate these cases from consideration. 

 
63. Costs may arise through ‘corner cutting’ where businesses keep their total number 

of employees at fewer than ten when the food business activity will suggest that 
more staff were necessary to ensure food is made or sold safely. This could lead to 
an overall rise in food poisoning 

 
64. Were Option A be adopted and for the reasons set out in the previous paragraph, 

on the basis of the available evidence, the Agency might be inclined to introduce 
legislation (re-introduce in the case of butchers) requiring HACCP-based 

                                                 
16 ‘Microbiological quality of food in relation to hazard analysis systems and food hygiene training in UK catering and 
retail premises’ by C L Little, J Barnes and R Mitchell. Published in ‘Communicable Disease and Public Health’, 
September 2003, Vol. 6, No. 6. 
17 Based a survey in November 2000 which identified 9,213 butchers’ shops as being subject to butchers’ 
shop licensing. Also factored in is that most butchers shops are small operations employing only a few 
people and that numbers in the industry have been falling steadily for many years.   
18 The Agency’s estimates based on the 2 minute, rather than the 5 minute, scenario mean that Option A 
remains cost beneficial as long as IFD does not increase by 15,200 cases. (i.e. roughly 2% at £1,802 per 
case) 
 



                                                                                                                                                              

procedures for certain higher-risk food premises with fewer than ten employees to 
ensure that the necessary level of public health protection is in place.  

 
Option B – maintenance of current arrangements: 
  
65. No costs arise to any sector from Option B over and above those identified in the 

Full RIA as it argues for a maintenance of the current situation. 
 

Option C - negotiated so that resulting text maintains adequate protection for public 
health: 
 

     i. Businesses with fewer than ten employees 
 
66. (a – lower risk)  Option C may result in some, but as lower risk establishments will 

still be subject to proportionate controls, these will be minimal. 
  
67. (b – higher risk)  Option C will result in costs as businesses will still need to 

maintain controls proportionate to risk, which will be higher than i (a). 
 
ii. Certain food businesses with ten or more employees 
 
68. (a lower risk). At this stage, no direct costs resulting from the introduction of Option 

C can be identified. However, depending on the resulting legislation, there may 
have implications for competition for this sector, to a greater or lesser degree, as 
identified in the Competition Assessment part of this RIA. 

 
69. (b higher risk) As with ii(a), at this stage, no direct costs resulting from the 

introduction of Option C can be identified. However, depending on the resulting 
legislation, there may have implications for competition for this sector, to a greater 
or lesser degree, as identified in the Competition Assessment part of this RIA. 

 
iii. Enforcers 
 
70. Costs could arise to enforcers arising from local authorities having to undertake 

differing approaches to inspection. There may be costs arising from this in terms of 
extra time needed to undertake inspections. [Could enforcement stakeholders 
comment here?] 

 
iv. Consumers 
 
71. No costs should arise from the adoption of Option C as rules will be retained that 

will provide the necessary safeguards to public health. 
 

 
Small Firms Impact Test 

 
72. Initial views were sought informally from stakeholders through an update on the 

Agency’s web site7. The Agency received comments from the Forum of Private 
Business (FPB) which broadly welcomed the proposal to exempt small businesses 
from the requirements for food safety procedures based on HACCP principles, but 
with some misgivings both about the drafting of some of the Proposal and that risk 

                                                 
 



                                                                                                                                                              

is not a consideration as to who is exempted. [The Agency welcomes specific 
comments from the FPB and from other stakeholders representing small 
businesses as regards the impact on small firms.]  

 
73. The Agency has arranged for this consultation to be circulated to small businesses 

on the SBS’s small firms’ consultation database. [The Agency welcomes 
comments direct from small firms as regards the impact of the Proposal]. 

 
74. The Small Firms Impact Test will be developed as information from consultation 

responses is received. 
 

Competition Assessment 
 
75. The Competition Assessment is yet to be undertaken, but some initial issues for 

competition have been identified and are described below.  
 
76. As the Proposal stands, existing costs to businesses of all sectors of ten or more 

employees will remain the same, whereas competitors with similar types of 
businesses but with fewer than ten employees will potentially have costs reduced. 
Potentially therefore, similar food businesses, with similar activities and food 
hazards, will be working with different sets of hygiene requirements. Those 
businesses with ten or more employees could reasonably argue that this is illogical 
and unfair, bearing in mind that food hygiene rules are designed to protect public 
health in a proportionate way. Such businesses might argue that the Proposal as 
worded disadvantages them in the market place. 

 
77. Costs to businesses with more than ten employees, but with food business 

activities arguably not high risk may result where such businesses are competing in 
the market place with food businesses with fewer than ten employees but with 
arguably higher risk activities. While the two will not necessarily compete directly, 
businesses with more than ten employees could argue that the market is distorted 
because, regardless of business size, the food hygiene rules were being applied 
disproportionately overall, with lower-risk premises having to undertake HACCP-
based procedures and higher-risk ones not having to. Those businesses with ten or 
more employees could reasonably argue that this is also illogical bearing in mind 
that food hygiene rules are designed to provide proportionate public health 
protection across all food business sectors. 

 
78. The ‘fewer than ten / ten or more’ cut-off point determining to which food 

businesses this exemption applies raises other concerns which will impact on 
competition. The number may become a barrier to expansion, where businesses 
may choose to keep the total number of employees at fewer than 10 in order to 
qualify for the exemption from Article 5(1). Businesses might also choose to lay off 
employees to achieve the same result. 

 
 
Enforcement, sanctions and monitoring 

 
79. Enforcement. There is an established history of enforcement, very largely by local 

authorities, in the affected business sectors.  [Could stakeholders point out 
business sectors with firms (other than primary producers) with fewer than 
ten employees where other enforcement agencies are present?] Enforcers will, 
since 1 January 2006, have been using an educative approach to businesses 



                                                                                                                                                              

introducing them to the requirement for a proportionate HACCP system, perhaps 
through the use of one of the Agency’s compliance models, such as SFBB or 
Cooksafe. If the Proposal is adopted in its current form, enforcers may have to 
adopt a differing enforcement strategy to ensure public health is protected. 
Information is being sought from stakeholders in the Benefits and Costs sections as 
to the specific impacts on enforcement. With regard to the nature of enforcement, 
this should be seen in the light of more general changes to approaches to 
enforcement as a result of the Better Regulation agenda in the UK. [Can 
enforcers, or their representatives, outline any potential long-term differences 
in approaches between England, Scotland, Wales and Northern Ireland?] 

 
80. Sanctions. There is an established history of sanctions in the policy area 

concerned. Sanctions are set out in the national legislation for England, Scotland, 
Wales and Northern Ireland, which give effect to the EU legislation. There is no 
suggestion that the sanctions will need to be amended if the Proposal is adopted. 
[Can stakeholders suggest any reason why the sanctions might need to be 
amended if the Proposal is adopted?] 

 
81. Monitoring. With food hygiene law, the Agency has established framework of 

monitoring local authority activity in this area; local authorities are expected to 
provide returns to the Agency where the authorities’ performance is measured. , 
Were the Proposal to be adopted in its current form, this would need to reflected in 
formal local authority returns. 

 
82. Burden of forms. If the Proposal is adopted, consideration will need to be given to 

whether some record-keeping by businesses is needed on a case-by-case basis by 
businesses proportionate to risk. [Can enforcement stakeholders comment on 
this? Do you think record-keeping might need to increase with some 
businesses? 

 
 
Implementation and delivery plan 

 
83. To be completed subsequent to consultation and included in the Full RIA. 
 

Post-implementation review 
 

84. To be completed subsequent to consultation and included in the Full RIA. 
 

Summary and recommendation 
 
85. To be completed subsequent to consultation and included in the Full RIA. 

 
 
Summary costs and benefits table 
  

Option Total benefit per annum: economic, 
environmental, social 

Total cost per annum:
- economic, environmental, social
- policy and administrative 

   
   
   
   

 



                                                                                                                                                              

Declaration and publication 
 
I have read the regulatory impact assessment and I am satisfied that the 
benefits justify the costs 
 
Signed …………………………. 
 
Date 
 
Minister’s name, title, department 
 
Contact point for enquiries and comments: name, address, telephone 
number and email address. 
 
 
 



                                                                                                                                                              

          ANNEX A 
 

THE HACCP PRINCIPLES AS DESCRIBED IN REGULATION (EC) 852/2004 
 
Below (a – g) sets out the seven HACCP principles as in Article 5 of Regulation (EC) 
852/2004. 
 

(a) identifying any hazards that must be prevented, eliminated or reduced to 
acceptable levels; 

(b) identifying the critical control points at the step or steps at which control is 
essential to prevent or eliminate a hazard or to reduce it to acceptable levels; 

(c) establishing critical limits at critical control points which separate acceptability from 
unacceptability for the prevention, elimination or reduction of identified hazards; 

(d) establishing and implementing effective monitoring procedures at critical control 
points; 

(e) establishing corrective actions when monitoring indicates that a critical control 
point is not under control; 

(f) establishing procedures, which shall be carried out regularly, to verify that the 
measures outlined in subparagraphs (a) to (e) are working effectively; 

and 
 
 
(g) establishing documents and records commensurate with the nature and size of the 

food business to demonstrate the effective application of the measures outlined in 
subparagraphs (a) to (f) 

 
 



                                                                                                                                                              

           ANNEX B 
 
DESCRIPTION OF THE FOOD HYGIENE LEGISLATION THAT APPLIED FROM  
1 JANUARY 2006 

 
The package of legislation: 

 modernised, consolidated and simplified the previous EU food hygiene legislation;  
 applies effective and proportionate controls throughout the food chain, from 

primary production to sale or supply to the final consumer;  
 focuses controls on what is necessary for public health protection; and, 
 clarifies that it is the primary responsibility of food business operators to produce 

food safely. 
 

As EU regulations, the legislation is directly applicable law. The regulations are:  

 Regulation (EC) 852/2004 on the hygiene of foodstuffs;  
 Regulation (EC) 853/2004 laying down specific hygiene rules for food of animal 

origin; and, 
 Regulation (EC) 854/2004 laying down specific rules for the organisation of official 

controls on products of animal origin intended for human consumption. 
 

The general hygiene requirements for all food business operators are laid down in 
Regulation (EC) 852/2004. Regulation (EC) 853/2004 supplements Regulation (EC) 
852/2004 in that it lays down specific requirements for food businesses dealing with foods 
of animal origin. Regulation 854/2004 relates to the organisation of official controls on 
products of animal origin intended for human consumption. 

All food businesses should be registered with, or approved by, the competent authority, 
such as the Meat Hygiene Service or the local authority environmental health department, 
depending on the type of business. The new legislation also requires food business 
operators (except farmers and growers) to put in place, implement and maintain a 
permanent procedure, or procedures, based on HACCP principles – although the 
legislation is structured so that it can be applied flexibly and proportionately according to 
the size and nature of the food business.  

Under the application of subsidiarity, certain requirements in the legislation are given 
effect by national legislation.  

There were two other parts to the package: Directive 2004/41 repeals the previous EU 
legislation or, in some cases, amends still existing legislation and Directive 2002/99 
(which falls under Defra policy responsibility) lays down the animal health rules on 
products of animal origin for human consumption. 

Amended copies of the food hygiene regulations were published on 2 June (2004/41) and 
25 June 2004 (852, 853 and 854/2004). The regulations have been amended since by 
various EU implementing measures and in the case of 854/2004 by Regulation (EC) 
882/2004, the Official Feed and Food Controls Regulation. 

Further developments regarding the legislation can be seen on the Agency’s web site 
at:http://www.food.gov.uk/foodindustry/regulation/europeleg/eufoodhygieneleg/histeu/. 



                                                                                                                                                              

           ANNEX C 

RULES LAID DOWN BY COUNCIL DIRECTIVE 93/43/EEC  

14 June 1993 

Below is the relevant text directing food business operators as to the implementation of 
HACCP principles.  Article 3(2) of Directive 93/43 stated: 

 

“Food business operators shall identify any step in their activities which is critical to 
ensuring food safety and ensure that adequate safety procedures are identified, 
implemented, maintained and reviewed on the basis of the following principles, used to 
develop the system of HACCP (Hazard Analysis and Critical Control Points): 

- analysing the potential food hazards in a food business operation, 

- identifying the points in those operations where food hazards may occur, 

- deciding which of the points identified are critical to food safety – the ‘critical 
points’, 

- identifying and implementing effective control and monitoring procedures at 
those critical points, and 

- reviewing the analysis of food hazards, the critical control points and the 
control and monitoring procedures periodically and whenever the food 
business operations change.”  

 



                                                                                                                                                              

          ANNEX D 

SUPPORT TO CATERING BUSINESSES DEVELOPED BY THE AGENCY 

 

In England, an innovative food safety pack for small businesses has been developed 
called ‘Safer Food Better Business’ (SFBB) to help small catering businesses comply 
with the legislation. SFBB avoids the jargon sometimes associated with HACCP and 
instead presents simple factsheets of information that the business adopts or adapts 
as its own procedures. SFBB packs for Chinese cuisine and for Indian, Pakistani, 
Bangladeshi and Sri Lankan cuisines have been produced and a SFBB pack for 
retailers has also been issued. Over 290,000 SFBB packs have so far been distributed. 

 
A support programme for local authority environmental health departments in England 
has been put in place, consisting of training for Environmental Health Officers to 
ensure consistency, toolkits of support, along with grants of £10 million to help small 
businesses with seminars and one-to-one coaching. 
 
Feedback and evaluation shows that the SFBB programme is a success, allowing 
small businesses to introduce HACCP-based procedures, improve hygiene standards 
and better protect consumers. 

 
In Scotland, the ‘Cooksafe’ manual was developed for caterers and ‘Retailsafe’ for 
retailers handling unwrapped high risk foods; both were produced and distributed to 
Local authorities in line with demand.  Over 500 Enforcement Officers and training 
organisations have attended workshops on the practical application of the CookSafe 
model in locations across Scotland. Cooksafe has been supplemented with an E 
learning version as well as translations into Chinese, Bengali, Urdu and Punjabi.  The 
Agency has organised for trainers conversant in the translated languages to be made 
available to Local Authorities across Scotland and relevant courses have been 
delivered. 

 
Scottish Ministers allocated funding of £4 million to support catering businesses with 
the implementation of food safety management procedures.  All 32 Scottish local 
authorities ran Agency funded projects.  The initial target of 9,000 catering businesses 
to be assisted over a two-year period has been exceeded. 

 
An independent interim report has been produced to evaluate the first year of the 
Scottish HACCP project. The report is published on the Agency’s website at 
http://www.food.gov.uk/multimedia/pdfs/scothaccpevalrep.pdf.  The report found that 
95% of the caterers interviewed were confident they would be able to implement the 
new regulations and that there was strong evidence that this was linked to local 
authority training initiatives. 

 
In Wales, a Food Safety Management Steering Group, consisting of Agency and local 
authority representatives, has been established to facilitate the development and 
sharing of resource packs. The Group is involved in co-ordinating the provision of 
training to some high-risk caterers. SFBB packs are available in the Welsh language.  

 
In Northern Ireland, a food safety management guide called’ Safe Catering’ has been 
developed in co-operation with caterers, enforcers and the Food Safety Authority of 
Ireland, who propose to use Safe Catering in the Republic of Ireland.  The guides are 
being supplied, free of charge, to caterers through District Councils.   



                                                                                                                                                              

 



                                                                                                                                                              

ANNEX E 

 
FOOD SAFETY INFORMATION SUPPORTING THE RETENTION OF HACCP-BASED 
PROCEDURES IN THE RETAIL BUTCHERS’ SECTOR 
 
• There have been two very serious outbreaks of E.coli O157 associated with small 

retail butchers shops selling raw and ready to eat foods in the UK in recent years. 
o 1996: 17 deaths and 500 ill.  Small but probably not a micro-business. 
o 2005: 1 death and 168 ill.  Micro-business. 

• The handling of raw meat in close proximity to open ready-to-eat foods presents a 
high risk of cross-contamination by pathogenic organisms such as E-coli O157. 

• Retail butchers often supply other businesses to supplement their main retail business 
(e.g. the micro business that was the cause of the 2005 outbreak had supplied over 
600 other premises and caused E.coli O157 infections in 42 schools.) 

• E.coli O157 bacteria is highly virulent and can have an infective dose of less than 100 
organisms.  The effects of E.coli O157 poisoning are potentially very serious for 
vulnerable groups, such as young children and old people and can be fatal.   

• An independent investigation into the 1996 outbreak conducted by the Pennington 
Group19 found that the cause of the outbreak was cross contamination from raw meat 
to ready to eat foods and recommended that butcher shops be licensed and 
implement full documented HACCP pending the introduction of a HACCP requirement 
for all food businesses through EU legislation (852/2004).  The licensing scheme was 
introduced in 2000 and discontinued when 852/2004 came into effect. 

• An independent evaluation20 of the butchers licensing scheme in 2002 revealed that it 
had improved hygiene standards and the documentation made it easier to find bad 
practice and made it possible for local authorities to make fewer inspections. 

• Data provided by the Health Protection Agency (see table below) shows that there 
were numerous outbreaks prior to the introduction of HACCP in butchers premises, 
but very few in the years afterwards.  The data does need updating. 

 
General outbreaks of Infectious Intestinal Disease associated with butcher’s 
premises. England & Wales, 1995 to 2004 
 
Year Number of outbreaks 
1995 8 
1996 3 
1997 4 
1998 2 
1999 4 
2000 (1 Nov licenses needed) 5 
2001 3 
2002 0 
2003 0 
2004 1 (provisional) 

Source: GSURV outbreak database 13/1/2005.  GSURV is a dynamic database.  
                                                 
19 The Pennington Group: Report on the circumstances leading to the 1996 outbreak of infection with E.coli 
O157 in Central Scotland, the implications for food safety and the lessons to be learned. Edinburgh: The 
Stationery Office, April 1997. 
20 Evaluation of the Butchers’ Licensing Initiative in England. R. Gaze et al, Campden and Chorleywood 
Food Research Association, 28 July 2003. An Evaluation of the Butchers’ Licensing Initiative in England. 
Food Research and Consultancy Unit, University of Wales Institute Cardiff, August 2003. Evaluation of 
Butchers’ Shop Licensing Initiative in Scotland. J. V. Wheelock, 2002. The studies were carried out in 2002 
and were based on the views of some 725 retail butchers and 218 local authorities. 
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EXPLANATORY MEMORANDUM 

1. CONTEXT OF THE PROPOSAL 

• Grounds for and objectives of the proposal 

A large part of EC legislation was introduced to correct market failures and ensure a level 
playing field. These goals could often only be achieved by imposing obligations on businesses 
to provide information and report on the application of the legislation. 

With time, some of these procedures have become needlessly time-consuming or obsolete. 
These unnecessary administrative burdens hamper economic activity and have a negative 
impact on the competitiveness of European enterprises. 

The Commission is committed to reducing these unnecessary burdens to the maximum extent 
possible. This is a part of the Better Regulation strategy and it is of vital importance for 
achieving our "Lisbon" targets of more growth and jobs. 

• General context 

On 14 November 2006, the Commission presented a Strategic Review of Better Regulation in 
the European Union (COM(2006) 689), including a proposal for a target to reduce the 
administrative burdens on businesses by 25% by 2012. 

Ten concrete proposals for "fast track action" were thereupon identified the Action 
Programme for reducing administrative burdens in the EU (COM(2007) 23), based on broad 
stakeholder consultation and suggestions from Member States and Commission experts. The 
"fast track actions" aim at significantly reducing administrative burdens on businesses through 
minor legislative changes without challenging the level of protection or the original purpose 
of the legislation. 

One of these "fast track action" proposals concerns Regulation No 11 concerning the abolition 
of discrimination in transport rates and conditions, in implementation of Article 79(3) of the 
Treaty establishing the European Economic Community. It is envisaged to delete outdated 
requirements and to modify certain requirements in order to minimise the administrative 
burdens on businesses. Article 5 notably requested transport undertakings (as well as Member 
States' governments) to provide information on transport tariffs, rates and conditions before 
1 July 1961. This Article can be deleted since the information requirements imposed on 
transport undertakings are outdated. Article 6(1) of the Regulation requires a transport 
document containing several information elements concerning the consignor, the nature of the 
goods carried, the place of origin and destination of the goods as well as the route to be taken 
or distance to be travelled, including frontier crossing points where appropriate. Since these 
latter elements i.e. the route to be taken or distance to be travelled and frontier crossing points 
where appropriate are no longer indispensable to achieve the objectives of the Regulation, 
they can be deleted. The third sentence of Article 6(2) of the Regulation requires the carrier to 
retain a copy showing the full and final transport charges and any other charges and any 
rebates or other factors affecting the transport rates and conditions. This sentence can be 
deleted as nowadays, this information is available in the carriers' accounting systems anyway, 
so there is no need for the carriers to fill out and keep a separate document anymore. 
Article 6(3) shall contain an explicit reference to consignment notes, which are very well-
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known and often used in the inland transport sector. This reference improves legal certainty 
for transport undertakings as it clarifies that these consignment notes, if containing all details 
required by paragraph 1 of Article 6, suffice. 

Another "fast track action" relates to Regulation (EC) No 852/2004 of the European 
Parliament and the Council on the hygiene of foodstuffs. The purpose is to exempt small food 
businesses able to control food hygiene simply by implementing the other requirements of 
Regulation (EC) 852/2004 from the requirement to putting in place, implementing and 
maintaining a permanent procedure or procedures based on the hazard analysis and critical 
control points ("HACCP") principles. This exemption applies to micro-enterprises1 that are 
predominantly selling food directly to the final consumer. These enterprises have less than ten 
employees and have an annual turnover or annual balance sheet total that does not exceed 
2 million EUR. The exemption would therefore not apply to large surface supermarkets and 
franchisers of supermarket chains. 

• Existing provisions in the area of the proposal 

The existing provisions that this proposal seeks to modify are Articles 5 and 6 of Regulation 
No 11 concerning the abolition of discrimination in transport rates and conditions, in 
implementation of Article 79(3) of the Treaty establishing the European Economic 
Community and Article 5 of Regulation (EC) No 852/2004 of the European Parliament and 
the Council on the hygiene of foodstuffs. 

2. CONSULTATION OF INTERESTED PARTIES AND IMPACT ASSESSMENT 

• Consultation of interested parties 

Consultation methods 

In the Action Programme of 24 January 2007, the Commission presented ten concrete 
proposals for "fast track actions". These proposals were based on consultations with experts 
and in particular on a pilot project comparing the baseline measurements of administrative 
burdens in the Czech Republic, Denmark, The Netherlands and the United Kingdom in 2006. 

One of these "fast-track actions" concerned the transport sector and proposed to "ease certain 
obligations to provide transport statistics". Regulation No 11 concerning the abolition of 
discrimination in transport rates and conditions, in implementation of Article 79(3) of the 
Treaty establishing the European Economic Community requires transporters to carry a 
transport document stating inter alia distances, routes and frontier crossing points. 

Another "fast track action" concerned food hygiene, proposing to "exempt small businesses 
from certain HACCP (hazard analysis and critical control points) requirements". Article 5 of 
Regulation (EC) No 852/2004 requires that all food business operators put in place, 
implement and maintain a procedure based on the HACCP (Hazard Analysis Critical Control 
Point) principles. 

                                                 
1 As within the meaning of Commission Recommendation 2003/361/EC concerning the definition of 

micro, small and medium-sized enterprises of 6 May 2003, C(2003) 1422 OJ L 124/36. 
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Summary of responses  

Experts and industry have expressed concern that these requirements from 1960 in Regulation 
No 11 are outdated in the highly liberalised transport sector. Certain articles are found to be 
obsolete while others impose unnecessary burdens on businesses. 

Representatives of small businesses have expressed worries with regard to the general 
implementation of the HACCP system in all food businesses. In spite of the flexibility that 
was introduced in the Regulation, clarification was requested. The Commission has held a 
series of meetings with experts from the Member States. In addition, and in the interest of 
transparency, the Commission has promoted discussion with stakeholders so as to allow 
different socio-economic interests to express an opinion. To this end, a meeting with 
representatives from producers, industry, commerce and consumers was organised to discuss 
issues related to the implementation of HACCP based procedures and to HACCP flexibility. 
The results of these discussions are laid down in a guidance document that was endorsed by 
the Standing Committee of the Food Chain and Animal Health and published at:  

http://ec.europa.eu/food/food/biosafety/hygienelegislation/guidance_doc_haccp_en.pdf  

Due to the significant impact on SMEs that a strict application of the HACCP requirements 
would lead to and the fact that some businesses can provide the same level of hygienic 
protection by implementing all the other requirements of Regulation (EC) No 852/2004, 
without there being a need to implement fully fledged HACCP procedures and despite a 
guidance document explaining the extent to which flexibility can be applied with regard to 
HACCP, there is a need for an exemption for some enterprises from all the HACCP 
requirements. It must be considered however that an exemption should not apply to 
businesses reaching a wide public. The exemption should therefore be limited to businesses 
with fewer than 10 employees which can be classified as micro-enterprises within the 
meaning of Commission Recommendation 2003/361/EC of 6 May 2003 concerning the 
definition of micro, small and medium-sized enterprises.  

• Impact assessment 

The impact assessment concerning Regulation No 11 considered two options: 

Option 1 No-Policy Change.  

Option 2 Abolishing the obligation to provide information on routes, distances, rates and 
other transport conditions, and allowing the use of consignment notes to provide information 
on the remaining requirements related to the current transport document. 

Option 2 was the preferred option because it provides for a reduction of unnecessary 
administrative burdens while the same level of essential information continues to be available.  

The impact assessment concerning Regulation (EC) No 852/2004 considered three options:  

Option 1 No-Policy Change.  

Option 2 Exempting certain businesses from the HACCP requirements.  

Option 3 Abolition of HACCP procedures for all businesses.  

Option 2 was the preferred option because it provided a sound balance between reducing 
administrative burdens on businesses while maintaining a high level of consumer protection. 
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3. LEGAL ELEMENTS OF THE PROPOSAL 

• Summary of the proposed action 

The aim of the action regarding Regulation No 11 is to reduce administrative burdens for 
transport enterprises by removing outdated documentation requirements regarding the route to 
be taken, distance to be travelled, frontier crossing points etc.  

The actions concerning HACCP requirements aims at introducing an amendment to 
Regulation (EC) No 852/2004 excluding micro-enterprises from the requirement to putting in 
place, implementing and maintaining a permanent procedure or procedures based on the 
HACCP principles. This exemption applies to businesses with less than ten employees that 
are predominantly selling food directly to the final consumer. 

• Legal basis 

The legal base of Community action in the area of Transport is laid down in Article 75 EC 
Treaty, and the legal base of Community action in the area of Food hygiene is laid down in 
Article 95 and 152 (4) (b) EC Treaty.  

• Subsidiarity principle 

Action by the Member States would not suffice to reduce administrative burdens in these areas 
as the information requirements were imposed for transport enterprises and food businesses by 
way of EC Regulations. A reduction can therefore only be achieved by way of modifications 
of the Regulations concerned at European Union level. 

EU action will ensure that all European transport enterprises and food businesses concerned 
can benefit from these administrative burdens reductions. 

The proposal therefore complies with the subsidiarity principle. 

• Proportionality principle 

The proposal complies with the proportionality principle for the following reason(s). 

The goal of reducing administrative burdens caused by the information requirements imposed 
by Regulation No 11 and Regulation (EC) No 852/2004 can only be reached by modifying 
these Regulations, which can only be done by way of a binding EC legal instrument of the 
same level, a Regulation. This is in line with the proportionality principle contained in Article 
5 EC Treaty. 

This proposal ensures that the administrative burdens falling upon transport enterprises and 
small food businesses caused by the information requirements contained in Regulations No 11 
and (EC) No 852/2004 are minimized. 
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• Choice of instruments 

Proposed instruments: Regulation. 

Other means would not be adequate for the following reason(s). 

The objective of reducing administrative burdens caused by the information requirements 
imposed by Regulation No 11 and Regulation (EC) No 852/2004 can only be reached by 
modifying these Regulations, which can only be done by way of a binding EC legal 
instrument of the same type and level, a Regulation. 

4. BUDGETARY IMPLICATION 

The proposal has no implication for the Community budget. 

5. ADDITIONAL INFORMATION 

• Simplification 

The proposal provides for simplification of administrative procedures for private parties. 

The administrative procedure to be followed by transport enterprises will be simplified in the 
sense that some documentation requirements that are not absolutely indispensable regarding 
the route to be taken, distance to be travelled, and frontier crossing points will be removed. 
The administrative procedures for small food businesses able to control food hygiene simply 
by implementing the other requirements of Regulation (EC) No 852/2004 will be simplified 
as micro-enterprises predominantly selling food directly to consumers will be exempted from 
the requirement to put in place, implement and maintain a permanent procedure or procedures 
based on the HACCP principles.  

• European Economic Area 

The proposed act concerns an EEA matter and should therefore extend to the European 
Economic Area. 
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2007/0037 (COD) 

Proposal for a 

REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL 

amending Regulation No 11 concerning the abolition of discrimination in transport rates 
and conditions, in implementation of Article 79(3) of the Treaty establishing the 

European Economic Community and Regulation (EC) No 852/2004 of the European 
Parliament and the Council on the hygiene of foodstuffs 

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION, 

Having regard to the Treaty establishing the European Community, and in particular 
Article 75(3), Article 95 and Article 152(4)(b) thereof, 

Having regard to the proposal from the Commission2, 

Having regard to the opinion of the European Economic and Social Committee3, 

Having regard to the opinion of the Committee of the Regions4, 

Acting in accordance with the procedure laid down in Article 251 of the Treaty5, 

Whereas: 

(1) Community policies on Better Regulation, in particular the Communication from the 
Commission to the Council, the European Parliament, the European Economic and 
Social Committee and the Committee of the Regions: "A strategic review of Better 
Regulation in the European Union"6 and the Communication from the Commission to 
the Council, the European Parliament, the European Economic and Social Committee 
and the Committee of the Regions: "Action Programme for Reducing Administrative 
Burdens in the European Union"7, stress the importance of reducing the administrative 
burdens imposed on enterprises by existing legislation as a crucial element for 
improving their competitiveness and for achieving the objectives of the Lisbon 
agenda. 

                                                 
2 OJ C , , p. . 
3 OJ C , , p. . 
4 OJ C , , p. . 
5 OJ C , , p. . 
6 COM(2006) 689. 
7 COM(2007) 23. 
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(2) The Community rules required under Article 75 of the EC Treaty in order to abolish 
certain forms of discrimination, as regards inland transport within the Community, 
have been laid down in Regulation No 118. In the interest of reducing administrative 
burdens on businesses that Regulation should be simplified by removing outdated and 
unnecessary requirements in particular, the requirement to retain on paper certain 
information which, on account of technical progress, is now available in the carriers' 
accounting systems. 

(3) Article 5(1) of Regulation (EC) No 852/20049 requires that all food business operators 
put in place, implement and maintain a procedure based on the Hazard Analysis 
Critical Control Point (HACCP) principles. 

(4) Experience has shown that in certain food businesses, food hygiene can be ensured by 
the correct implementation of the food hygiene requirements laid down in Regulation 
(EC) No 852/2004 without having recourse to the HACCP system. The businesses 
concerned are in particular small businesses predominantly selling their products 
directly to the final consumer, such as bakeries, butchers, grocery shops, market stalls, 
restaurants, and bars, , which are micro-enterprises within the meaning of Commission 
Recommendation 2003/361/EC of 6 May 2003 concerning the definition of micro, 
small and medium-sized enterprises10.  

(5) It is appropriate therefore to provide an exemption to those businesses from the 
requirement of Article 5(1) of Regulation (EC) No 852/2004, it being understood that 
they must comply with all the other requirements of that Regulation.  

(6) As the amendment of Regulation (EC) No 852/2004 and that of Regulation No 11 
have the common aim of reducing administrative burdens on businesses, without 
changing the underlying purpose of those Regulations, it is appropriate to combine 
these amendments in a single Regulation  

HAVE ADOPTED THIS REGULATION: 

Article 1 

Regulation No 11 is amended as follows: 

(1) Article 5 is deleted. 

(2) Article 6 is amended as follows: 

(a) In paragraph 1 the fifth and sixth indents are deleted; 

(b) In paragraph 2, the third sentence is deleted. 

                                                 
8 OJ P 52, 16.8.1960, p. 1121. Regulation as last amended by Regulation (EEC) No 3626/84 (OJ L 335, 

22.12.1984, p. 4). 
9 OJ L 139, 30.4.2004, p. 1; corrected version in OJ L 226, 25.6.2004, p. 3. 
10 OJ L 124, 20.5.2003, p. 36. 
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(c) Paragraph 3 is replaced by the following: 

"3. Where existing documents such as consignment notes or any other transport 
document give all the details specified in paragraph 1 and, in conjunction with 
carriers’ recording and accounting systems, enable a full check to be made of 
transport rates and conditions, so that the forms of discrimination referred to in 
Article 75(1) of the Treaty may be thereby abolished or avoided, carriers shall not be 
required to introduce new documents." 

Article 2 

In Article 5(3) of Regulation (EC) No 852/2004, the following sentence is added: 

"Without prejudice to the other requirements of this Regulation, paragraph 1 shall not apply to 
businesses which are micro-enterprises within the meaning of Commission Recommendation 
2003/361/EC of 6 May 200311 and the activities of which consist predominantly in the direct 
sale of food to the final consumer." 

Article 3 
 

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,  

For the European Parliament For the Council 
The President The President 

                                                 
11 OJ L 124, 20.5.2003, p. 36. 
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COMMISSION STAFF WORKING DOCUMENT 

Accompanying document to the  
 

Proposal for a 
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL 

amending Regulation No 11 concerning the abolition of discrimination in transport rates 
and conditions, in implementation of Article 79 (3) of the Treaty establishing the 

European Economic Community and Regulation (EC) No 852/2004 of the European 
Parliament and the Council on the hygiene of foodstuffs 

 
Impact assessment 

 
(Regulation 852/2004 Food hygiene - Hazard Analysis 

and Critical Control Point requirements) 

1. PROBLEM DEFINITION 

Regulation (EC) No 852/2004 on food hygiene lays down that all food business operators 
shall put in place, implement and maintain a permanent procedure or procedures based on the 
HACCP principles. This entails the following activities: 

• Identify hazards, 

• Identify critical control points to prevent or eliminate hazards, 

• Establish critical limits at critical control points, 

• Establish and implement monitoring procedures at the critical control points, 

• Establish corrective action when a critical control point is out of control, 

• Establish procedures to verify that measures are working effectively, 

• Establish documents and records to demonstrate application of the above. 

To be applied properly, the obligation to implement HACCP procedures requires a 
multidisciplinary team of staff that is capable of identifying hazards, identifying critical 
control points, establishing critical limits, establish monitoring procedures at the critical 
points etc. Businesses are also required to establish documentation for backing-up the 
procedures and keep records. These requirements entail significant annual costs at EU-level 
(estimated at € 220.000.0001), although bigger businesses may consider these costs marginal 
because for them they represent a smaller proportion of overall costs. However, for smaller 
businesses (SMEs) these requirements prove extremely costly and burdensome (as evidenced 
by the stakeholder consultation and the analysis contained in the guidance document quoted 

                                                 
1 Figures from the measurement of administrative burdens in Denmark have been extrapolated to the EU-

level based on the relative percentage of GDP (World Bank data, 2005) and the country distribution list 
developed by Kox (2005) in order to correct the extrapolated figures according to different estimated 
levels of administrative burdens in different Member States. However, this figure states the estimated 
total administrative cost at EU-level and not necessarily the reduction potential. 
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hereunder). From the time of adoption of the Regulation, representatives of small businesses 
have expressed their concerns with regard to the general implementation of the HACCP 
system in all food businesses. Whilst the Regulation has some flexibility, analysis shows that 
clarification is necessary. 

The Commission’s Health and Consumer Protection Directorate General held a series of 
meetings with experts from the Member States in order to examine and reach consensus on 
these issues. 

In addition, and in the interest of transparency, the Commission's Health and Consumer 
Protection Directorate General promoted discussion with stakeholders so as to allow different 
socio-economic interests to express an opinion. To this end a meeting with representatives 
from producers, industry, commerce and consumers was organised to discuss issues related to 
the implementation of HACCP based procedures and to HACCP flexibility. 

The results of these discussions are laid down in a guidance document that was endorsed by 
the Standing Committee of the Food Chain and Animal Health. This document is available via 
the following link: 

http://ec.europa.eu/food/food/biosafety/hygienelegislation/guidance_doc_haccp_en.pdf  

Due to the significant impact on SMEs that a strict application of the HACCP requirements 
would lead to and the fact that some businesses can provide the same level of hygienic 
protection by implementing all the other requirements of Regulation (EC) No 852/2004, 
without there being a need to implement fully fledged HACCP procedures and despite a 
guidance document explaining the extent to which flexibility can be applied with regard to 
HACCP, there is a need for an exemption for some enterprises from all the HACCP 
requirements. The exemption should therefore be limited to businesses with fewer than 10 
employees which can be classified as micro-enterprises within the meaning of Commission 
Recommendation 2003/361/EC of 6 May 2003 concerning the definition of micro, small and 
medium-sized enterprises. 

Although Member States participated in developing the guidance document and agree on the 
principles, there is significant uncertainty regarding whether businesses actually do benefit 
from this new guidance as it is not being applied evenly across Member States and as it is not 
legally binding. This leads to unequal treatment of food businesses, with some SME food 
businesses being disadvantaged. In addition, there are questions concerning legal security for 
the above mentioned establishments when following the guidance document. In summary, the 
present situation leads to unnecessary information obligations being maintained de facto. 

2. OBJECTIVES 

The main objective of this initiative is to contribute to the Lisbon strategy for growth and 
jobs, in particular by reducing the costs of doing business for certain SMEs in the food sector. 
The operational objective in this case is to ensure that information obligations do not 
disproportionately affect the day-to-day running of a business and that they are not 
disproportionately costly. In this particular case it is to assess whether there are ways in which 
the burden on SMEs in the food sector can be eased while maintaining the same adequate 
level of health protection. 
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As the objectives are to reduce the administrative burden on business and the improvement of 
EU competitiveness, while preserving levels of protection, they are fully consistent with the 
Lisbon strategy and the Sustainable Development strategy. 

3. POLICY OPTIONS 

Given the objectives stated above, the scope for some firms to a possible exemption from the 
HACCP requirements must be based on the capacity of the food business to control food 
hygiene and to deliver food hygiene results by implementing good hygienic practices that are 
at least equivalent to those currently achieved by adhering to the HACCP requirements. 
Otherwise the current obligations should not be relaxed at all. Thus, the following policy 
options lend themselves to further examination: 

Option 1 No-Policy Change  

This options means that the existing Regulation is unchanged and that no additional steps are 
taken in addition to the existing guidance which is mentioned in the Problem Definition 
above. 

Option 2 Exempting certain businesses from the HACCP requirements  

This option involves exempting certain businesses from the HACCP requirements as long as 
it can be guaranteed that they can meet the same food hygiene standards as if they applied all 
the HACCP requirements. This means that the same level of protection needs to be ensured 
by adhering to the other requirements laid down in Regulation (EC) No 852/2004, whether or 
not completed with guides to good practice, and called "prerequisite requirements". The 
guidance document referred to above already identifies that by having "prerequisite" food 
hygiene requirements in place, some businesses can achieve the same level of protection. The 
businesses to be exempted are micro-enterprises with less than ten employees predominantly 
selling food directly to the final consumer without processing the food. The exemption does 
not apply to large surface supermarkets and franchisers of supermarket chains. 

It is unlikely that in the course of their work the exempted businesses add new hazards to food 
that must be controlled by implementing HACCP procedures. If new hazards emerge from 
handling food in these businesses, they can be controlled by implementing non-HACCP 
control measures. 

Option 3 Abolition of HACCP procedures for all businesses  

Under this option HACCP procedures for all business in the food sector would be abolished. 

4. ANALYSIS OF OPTIONS  

Option 1 

Under this option the current situation would not change. The seemingly high level of 
consumer health protection would be maintained and standards and procedures that are 
required for meeting those standards would be the same across the food sector. This would 
imply that SMEs would continue to face significant costs to meet existing information 
requirements. The guidance document mentioned above could offer some smaller businesses 
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an exemption but the current problem with regard to implementation and particularly the legal 
uncertainty would persist since the guidance document is not enforceable. Member States may 
prefer not to implement these solutions or to impose different solutions thus leading to 
unequal treatment of food businesses. 

Option 2 

Exempting micro-enterprises as stated above from the HACCP requirements that were 
mentioned above in the Problem Definition section would have a real impact on their day-to-
day running and allow them to become more efficient. However, any such exemption must 
not come at the expense of lowering hygiene standards. In food businesses such as small retail 
outlets selling their products directly to the final consumer, e.g. bakeries, grocery shops, 
market stalls, fish retail shops, restaurants, and bars, food hygiene can be ensured by 
complying with all the other requirements of Regulation (EC) No 852/2004, without having to 
implement the HACCP system.  

It should be pointed out that 'HACCP systems are not a replacement for other food hygiene 
requirements2 rather they are one element of a integrated and wide ranging strategy that 
provides for food safety. Before establishing HACCP procedures 'prerequisite' food hygiene 
practices must already by in place. In particular, these prerequisites are: 

– Infrastructural and equipment requirements, 

– Requirements for raw materials, 

– The safe handling of food (including packaging and transport), 

– Food waste handling, 

– Pest control procedures, 

– Sanitation procedures (cleaning and disinfection), 

– Water quality, 

– Maintenance of the cold chain, 

– The health of staff, 

– Personal hygiene, 

– Training. 

These so-called prerequisite requirements are aimed at controlling hazards and are clearly 
prescribed in Community law. Furthermore, there are other Community law based 
requirements such as traceability (Article 18 of Regulation (EC) No 178/2002) and on the 
withdrawal of food and the duty of informing the competent authorities (Article 19 of 
Regulation (EC) No 178/2002) that could, although not covered under the food hygiene rules, 
also be considered as prerequisite requirements. 

                                                 
2 See page 18 of the guidance document 

http://ec.europa.eu/food/food/biosafety/hygienelegislation/guidance_doc_haccp_en.pdf  



 

EN 6   EN 

Where there is no processing, manufacturing or only limited preparation of food, such as the 
slicing of food, good adherence to and correct application of the prerequisite requirements 
produces the same levels of hygienic protection that HACCP practices do. This is especially 
the case where sector specific guides exist that complement the Community law based 
prerequisite requirements, for example, for operators in the restaurant and catering sectors. In 
other words, where these things are in place the additional benefit from implementing all 
HACCP requirements is not given.  

According to the estimates presented above, the annual costs of these requirements are 
approximately EUR 220 million. These costs will obviously be significantly reduced by 
exempting certain businesses from the requirements as companies will have to spend less time 
on administrative activities.3 However, giving a precise estimate of the total administrative 
burden savings is fraud with difficulty at this stage. The EUR 220 million estimated annual 
costs are likely to contain some compliance costs (sunk costs) that strictly speaking cannot be 
counted towards the administrative burden. The final reduction of the administrative burden 
will depend on the number of businesses eligible for the exemptions from the HACCP 
requirements and the amount of the annual cost estimate that forms the administrative burden 
element. The Commission will produce more concrete data on these aspects in due course.. 
Once that is available, a better estimate of the contribution this proposal can make towards the 
overall 25% reduction target will become available. 

It is not excluded that other businesses could also be exempted from the systematic 
implementation of HACCP procedures at a later stage, in particular those businesses that 
process food in accordance with standard practices for which experience has shown that they 
ensure the safety of food. However, this will require an in-depth analysis and further 
consultation and discussion. It is suggested that such analysis is undertaken under the review 
that is to be undertaken by virtue of Article 16 of Regulation (EC) No 852/2004, not later than 
20 May 2009. 

Option 3 

If this option was followed all HACCP requirements for all food businesses would be 
abolished. It is mentioned above that there is evidence based on experience that shows that 
those companies mentioned in option 2 could offer the same level of hygiene by following 
normal hygiene procedures. The same however does not necessarily apply to the big food 
industry, particularly if it involves food processing. Hence, while a wider ranging exemption 
would generate more significant savings (EUR 220 million); it would also risk lowering food 
hygiene standards and could, therefore, be at odds with one of the main objectives of the 
Administrative Burden reduction exercise. 

5. COMPARING THE OPTIONS 

Option 3 risks not fulfilling the fundamental objective of not lowering standards. Option 1 
would not change the status quo, meaning the legal uncertainty regarding the existing 
guidance would persist and smaller businesses in several Member States would continue to 
incur unnecessarily highs costs. Option 2 seems to offer the best way forward by combining 
exemptions for micro-enterprises predominantly selling food directly to the final consumer 

                                                 
3 It is not possible to asses the exact number of businesses that would be exempted by this option. 

Therefore, it is not possible to estimate expected savings at present.  
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and significant reduction of the administrative burdens with maintaining the same food 
hygiene standards. It should be stressed that the available evidence indicates that food hygiene 
standards would not be lowered and that therefore these estimated cost savings are not offset 
by other impacts. 

6. MONITORING AND EVALUATION 

Member States and trade associations would be asked to communicate the exemption to 
businesses concerned, but it would be disproportionate to collect data at EU level on how 
many of the businesses that are eligible for the exemption would use it. Any lingering health 
and safety concerns would be picked up by existing food hygiene monitoring provisions.  

As mentioned above, the baseline measurement exercise will produce more concrete data 
regarding the actual administrative burden reduction that this proposal is going to lead to. 
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Executive Summary 

The proposal this Impact Assessment accompanies is part of the wide ranging administrative 
burden reduction exercise. Regulation (EC) No 852/2004 on food hygiene lays down that all 
food business operators shall put in place, implement and maintain a permanent procedure or 
procedures based on the HACCP principles. To be applied properly, the obligation to 
implement HACCP procedures requires a multidisciplinary team of staff that is capable of, for 
example, identifying hazards and critical control points, and that can establish critical limits 
and monitoring procedures at the critical points. These requirements may entail significant 
annual costs at EU-level (estimated to be € 220.000.000). Although for bigger businesses 
these costs may be less significant as they may represent only a fraction of overall costs, these 
requirements can be extremely costly and burdensome for smaller businesses (SMEs). 

Due to the significant impact on SMEs that a strict application of the HACCP requirements 
would lead to and the fact that some businesses can provide the same level of hygienic 
protection by implementing all other requirements of Regulation (EC) No 852/2004, without 
there being a need to implement fully fledged HACCP procedures and despite a guidance 
document explaining the extent to which flexibility can be applied with regard to HACCP, 
there is a need for an exemption for some enterprises from all the HACCP requirements. 

The main objective of this initiative is to contribute to the Lisbon strategy for growth and 
jobs, in particular by reducing the costs of doing business for SMEs in the food sector if the 
same adequate levels of hygienic protection can be maintained. The operational objective in 
this case is to ensure that information obligations do not disproportionately affect the day-to-
day running of a business and that they are not disproportionately costly. The impact 
assessment considered three policy options to meet this end: 

Option 1 No-Policy Change  

Option 2 Exempting certain businesses from the HACCP requirements  

Option 3 Abolition of HACCP procedures for all businesses  



 

EN 3   EN 

Option 3 risks not fulfilling the fundamental objective of not lowering standards. Option 1 
would not change the status quo, meaning the legal uncertainty regarding the existing 
guidance would persist and smaller businesses in several Member States would continue to 
incur unnecessarily high costs. Option 2 seems to offer the best way forward by combining 
exemptions for some smaller businesses in the food sector that can provide the same level of 
food hygiene protection by implementing all other requirements of Regulation (EC) 
No 852/2004 with a significant reduction of the administrative burden. It should be stressed 
that the available evidence indicates that food hygiene standards would not be lowered and 
that therefore these estimated cost savings are not offset by other, negative impacts elsewhere.  



CORRIGENDA

Corrigendum to Regulation (EC) No 852/2004 of the European Parliament and of the Council of 29 April 2004 on
the hygiene of foodstuffs

(Official Journal of the European Union L 139 of 30 April 2004)

Regulation (EC) No 852/2004 should read as follows:

REGULATION (EC) No 852/2004 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 29 April 2004

on the hygiene of foodstuffs

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE
EUROPEAN UNION,

Having regard to the Treaty establishing the European Commu-
nity, and in particular Articles 95 and 152(4)(b) thereof,

Having regard to the proposal from the Commission (1),

Having regard to the opinion of the European Economic and
Social Committee (2),

Having consulted the Committee of the Regions,

Acting in accordance with the procedure laid down in Article 251
of the Treaty (3),

Whereas:

(1) The pursuit of a high level of protection of human life and
health is one of the fundamental objectives of food law, as
laid down in Regulation (EC) No 178/2002 (4). That Regu-
lation also lays down other common principles and defi-
nitions for national and Community food law, including
the aim of achieving free movement of food within the
Community.

(2) Council Directive 93/43/EEC of 14 June 1993 on the
hygiene of foodstuffs (5) laid down the general rules of
hygiene for foodstuffs and the procedures for verification
of compliance with these rules.

(3) Experience has shown that these rules and procedures con-
stitute a sound basis for ensuring food safety. In the con-
text of the common agricultural policy, many directives
have been adopted to establish specific health rules for the
production and placing on the market of the products
listed in Annex I to the Treaty. These health rules have
reduced trade barriers for the products concerned, contrib-
uting to the creation of the internal market while ensuring
a high level of protection of public health.

(4) With regard to public health, these rules and procedures
contain common principles, in particular in relation to the
manufacturers ‘and competent authorities’ responsibilities,
structural, operational and hygiene requirements for estab-
lishments, procedures for the approval of establishments,
requirements for storage and transport and health marks.

(5) These principles constitute a common basis for the
hygienic production of all food, including products of ani-
mal origin listed in Annex I to the Treaty.

(6) In addition to this common basis, specific hygiene rules are
necessary for certain foodstuffs. Regulation (EC)
No 853/2004 of the European Parliament and of the Coun-
cil of 29 April 2004 laying down specific hygiene rules for
food of animal origin (6) lays down these rules.

(1) OJ C 365 E, 19.12.2000, p. 43.
(2) OJ C 155, 29.5.2001, p. 39.
(3) Opinion of the European Parliament of 15 May 2002 (OJ C 180 E,
31.7.2003, p. 267), Council Common Position of 27 October 2003
(OJ C 48 E, 24.2.2004, p. 1), Position of the European Parliament of
30 March 2004 (not yet published in the Official Journal) and Council
Decision of 16 April 2004.

(4) Regulation (EC) No 178/2002 of the European Parliament and of the
Council of 28 January 2002 laying down the general principles and
requirements of food law, establishing the European Food Safety
Authority and laying down procedures in matters of food safety (OJ
L 31, 1.2.2002, p. 1). Regulation as amended by Regulation (EC)
No 1642/2003 (OJ L 245, 29.9.2003, p. 4).

(5) OJ L 175, 19.7.1993, p. 1. Directive as amended by Regulation (EC)
No 1882/2003 of the European Parliament and of the Council (OJ
L 284, 31.10.2003, p. 1).

(6) See page 22 of this Official Journal.

25.6.2004 EN Official Journal of the European Union L 226/3



(7) The principal objective of the new general and specific
hygiene rules is to ensure a high level of consumer protec-
tion with regard to food safety.

(8) An integrated approach is necessary to ensure food safety
from the place of primary production up to and including
placing on the market or export. Every food business
operator along the food chain should ensure that food
safety is not compromised.

(9) Community rules should not apply either to primary pro-
duction for private domestic use, or to the domestic prepa-
ration, handling or storage of food for private domestic
consumption. Moreover, they should apply only to under-
takings, the concept of which implies a certain continuity
of activities and a certain degree of organisation.

(10) Food hazards present at the level of primary production
should be identified and adequately controlled to ensure
the achievement of the objectives of this Regulation. How-
ever, in the case of the direct supply of small quantities of
primary products, by the food business operator produc-
ing them, to the final consumer or to a local retail estab-
lishment, it is appropriate to protect public health through
national law, in particular because of the close relationship
between the producer and the consumer.

(11) The application of hazard analysis and critical control
point (HACCP) principles to primary production is not yet
generally feasible. However, guides to good practice should
encourage the use of appropriate hygiene practices at farm
level. Where necessary, specific hygiene rules for primary
production should supplement these guides. It is appropri-
ate for the hygiene requirements applicable to primary
production and associated operations to differ from those
for other operations.

(12) Food safety is a result of several factors: legislation should
lay down minimum hygiene requirements; official controls
should be in place to check food business operators’ com-
pliance and food business operators should establish and
operate food safety programmes and procedures based on
the HACCP principles.

(13) Successful implementation of the procedures based on the
HACCP principles will require the full cooperation and
commitment of food business employees. To this end,
employees should undergo training. The HACCP system is
an instrument to help food business operators attain a
higher standard of food safety. The HACCP system should
not be regarded as a method of self-regulation and should
not replace official controls.

(14) While the requirement of establishing procedures based on
the HACCP principles should not initially apply to primary
production, the feasibility of its extension will be one ele-
ment of the review that the Commission will carry out fol-
lowing implementation of this Regulation. It is, however,
appropriate for Member States to encourage operators at
the level of primary production to apply such principles as
far as possible.

(15) The HACCP requirements should take account of the prin-
ciples contained in the Codex Alimentarius. They should
provide sufficient flexibility to be applicable in all situa-
tions, including in small businesses. In particular, it is nec-
essary to recognise that, in certain food businesses, it is not
possible to identify critical control points and that, in some
cases, good hygienic practices can replace the monitoring
of critical control points. Similarly, the requirement of
establishing ‘critical limits’ does not imply that it is neces-
sary to fix a numerical limit in every case. In addition, the
requirement of retaining documents needs to be flexible in
order to avoid undue burdens for very small businesses.

(16) Flexibility is also appropriate to enable the continued use
of traditional methods at any of the stages of production,
processing or distribution of food and in relation to struc-
tural requirements for establishments. Flexibility is particu-
larly important for regions that are subject to special geo-
graphical constraints, including the outermost regions
referred to in Article 299(2) of the Treaty. However, flex-
ibility should not compromise food hygiene objectives.
Moreover, since all food produced in accordance with the
hygiene rules will be in free circulation throughout the
Community, the procedure allowing Member States to
exercise flexibility should be fully transparent. It should
provide, where necessary to resolve disagreements, for
discussion within the Standing Committee on the Food
Chain and Animal Health established by Regulation (EC)
No 178/2002.

(17) The setting of objectives such as pathogen reduction tar-
gets or performance standards may guide the implemen-
tation of hygiene rules. It is therefore necessary to provide
procedures for that purpose. Such objectives would supple-
ment existing food law, such as Council Regulation (EEC)
No 315/93 of 8 February 1993 laying down Community
procedures for contaminants in food (1), which provides
for the establishment of maximum tolerances for specific
contaminants, and Regulation (EC) No 178/2002, which
prohibits the placing on the market of unsafe food and
provides a uniform basis for the use of the precautionary
principle.

(1) OJ L 37, 13.2.1993, p. 1. Regulation as amended by Regulation
(EC) No 1882/2003.
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(18) To take account of technical and scientific progress, close
and effective cooperation should be ensured between the
Commission and the Member States within the Standing
Committee on the Food Chain and Animal Health. This
Regulation takes account of international obligations laid
down in the WTO Sanitary and Phytosanitary Agreement
and the international food safety standards contained in
the Codex Alimentarius.

(19) The registration of establishments and the cooperation of
food business operators are necessary to allow the compe-
tent authorities to perform official controls efficiently.

(20) The traceability of food and food ingredients along the
food chain is an essential element in ensuring food safety.
Regulation (EC) No 178/2002 contains rules to ensure the
traceability of food and food ingredients and provides a
procedure for the adoption of implementing rules to apply
these principles in respect of specific sectors.

(21) Food imported into the Community is to comply with the
general requirements laid down in Regulation (EC)
No 178/2002 or satisfy rules that are equivalent to Com-
munity rules. The present Regulation defines certain spe-
cific hygiene requirements for food imported into the
Community.

(22) Food exported to third countries from the Community is
to comply with the general requirements laid down in
Regulation (EC) No 178/2002. The present Regulation
defines certain specific hygiene requirements for food
exported from the Community.

(23) Scientific advice should underpin Community legislation
on food hygiene. To this end, the European Food Safety
Authority should be consulted whenever necessary.

(24) Since this Regulation replaces Directive 93/43/EEC, the lat-
ter should be repealed.

(25) The requirements of this Regulation should not apply until
all parts of the new legislation on food hygiene have
entered into force. It is also appropriate to provide for at
least 18 months to elapse between entry into force and the
application of the new rules, to allow the affected indus-
tries time to adapt.

(26) The measures necessary for the implementation of this
Regulation should be adopted in accordance with Council
Decision 1999/468/EC of 28 June 1999 laying down the
procedures for the exercise of implementing powers con-
ferred on the Commission (1),

HAVE ADOPTED THIS REGULATION:

CHAPTER I

GENERAL PROVISIONS

Article 1

Scope

1. This Regulation lays down general rules for food business
operators on the hygiene of foodstuffs, taking particular account
of the following principles:

(a) primary responsibility for food safety rests with the food
business operator;

(b) it is necessary to ensure food safety throughout the food
chain, starting with primary production;

(c) it is important, for food that cannot be stored safely at ambi-
ent temperatures, particularly frozen food, to maintain the
cold chain;

(d) general implementation of procedures based on the HACCP
principles, together with the application of good hygiene
practice, should reinforce food business operators’
responsibility;

(e) guides to good practice are a valuable instrument to aid food
business operators at all levels of the food chain with com-
pliance with food hygiene rules and with the application of
the HACCP principles;

(f) it is necessary to establish microbiological criteria and tem-
perature control requirements based on a scientific risk
assessment;

(g) it is necessary to ensure that imported foods are of at least the
same hygiene standard as food produced in the Community,
or are of an equivalent standard.

This Regulation shall apply to all stages of production, process-
ing and distribution of food and to exports, and without preju-
dice to more specific requirements relating to food hygiene.

(1) OJ L 184, 17.7.1999, p. 23.
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2. This Regulation shall not apply to:

(a) primary production for private domestic use;

(b) the domestic preparation, handling or storage of food for pri-
vate domestic consumption;

(c) the direct supply, by the producer, of small quantities of pri-
mary products to the final consumer or to local retail estab-
lishments directly supplying the final consumer;

(d) collection centres and tanneries which fall within the defini-
tion of food business only because they handle raw material
for the production of gelatine or collagen.

3. Member States shall establish, under national law, rules gov-
erning the activities referred to in paragraph 2(c). Such national
rules shall ensure the achievement of the objectives of this
Regulation.

Article 2

Definitions

1. For the purposes of this Regulation:

(a) ‘food hygiene’, hereinafter called ‘hygiene’, means the mea-
sures and conditions necessary to control hazards and to
ensure fitness for human consumption of a foodstuff taking
into account its intended use;

(b) ‘primary products’ means products of primary production
including products of the soil, of stock farming, of hunting
and fishing;

(c) ‘establishment’ means any unit of a food business;

(d) ‘competent authority’ means the central authority of a Mem-
ber State competent to ensure compliance with the require-
ments of this Regulation or any other authority to which that
central authority has delegated that competence; it shall also
include, where appropriate, the corresponding authority of a
third country;

(e) ‘equivalent’ means, in respect of different systems, capable of
meeting the same objectives;

(f) ‘contamination’ means the presence or introduction of a
hazard;

(g) ‘potable water’ means water meeting the minimum require-
ments laid down in Council Directive 98/83/EC of 3 Novem-
ber 1998 on the quality of water intended for human
consumption (1);

(h) ‘clean seawater’ means natural, artificial or purified seawater
or brackish water that does not contain micro-organisms,
harmful substances or toxic marine plankton in quantities

capable of directly or indirectly affecting the health quality of
food;

(i) ‘clean water’ means clean seawater and fresh water of a simi-
lar quality;

(j) ‘wrapping’ means the placing of a foodstuff in a wrapper or
container in direct contact with the foodstuff concerned, and
the wrapper or container itself;

(k) ‘packaging’ means the placing of one or more wrapped food-
stuffs in a second container, and the latter container itself;

(l) ‘hermetically sealed container’ means a container that is
designed and intended to be secure against the entry of
hazards;

(m) ‘processing’ means any action that substantially alters the ini-
tial product, including heating, smoking, curing, maturing,
drying, marinating, extraction, extrusion or a combination of
those processes;

(n) ‘unprocessed products’ means foodstuffs that have not under-
gone processing, and includes products that have been
divided, parted, severed, sliced, boned, minced, skinned,
ground, cut, cleaned, trimmed, husked, milled, chilled, fro-
zen, deep-frozen or thawed;

(o) ‘processed products’ means foodstuffs resulting from the pro-
cessing of unprocessed products. These products may con-
tain ingredients that are necessary for their manufacture or to
give them specific characteristics.

2. The definitions laid down in Regulation (EC) No 178/2002
shall also apply.

3. In the Annexes to this Regulation the terms ‘where neces-
sary’, ‘where appropriate’, ‘adequate’ and ‘sufficient’ shall mean
respectively where necessary, where appropriate, adequate or suf-
ficient to achieve the objectives of this Regulation.

CHAPTER II

FOOD BUSINESS OPERATORS’ OBLIGATIONS

Article 3

General obligation

Food business operators shall ensure that all stages of production,
processing and distribution of food under their control satisfy the
relevant hygiene requirements laid down in this Regulation.

(1) OJ L 330, 5.12.1998, p. 32. Directive as amended by Regulation
(EC) No 1882/2003.
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Article 4

General and specific hygiene requirements

1. Food business operators carrying out primary production
and those associated operations listed in Annex I shall comply
with the general hygiene provisions laid down in part A of
Annex I and any specific requirements provided for in Regulation
(EC) No 853/2004.

2. Food business operators carrying out any stage of produc-
tion, processing and distribution of food after those stages to
which paragraph 1 applies shall comply with the general hygiene
requirements laid down in Annex II and any specific requirements
provided for in Regulation (EC) No 853/2004.

3. Food business operators shall, as appropriate, adopt the fol-
lowing specific hygiene measures:

(a) compliance with microbiological criteria for foodstuffs;

(b) procedures necessary to meet targets set to achieve the objec-
tives of this Regulation;

(c) compliance with temperature control requirements for
foodstuffs;

(d) maintenance of the cold chain;

(e) sampling and analysis.

4. The criteria, requirements and targets referred to in para-
graph 3 shall be adopted in accordance with the procedure
referred to in Article 14(2).

Associated sampling and analysis methods shall be laid down in
accordance with the same procedure.

5. When this Regulation, Regulation (EC) No 853/2004 and
their implementing measures do not specify sampling or analysis
methods, food business operators may use appropriate methods
laid down in other Community or national legislation or, in the
absence of such methods, methods that offer equivalent results to
those obtained using the reference method, if they are scientifi-
cally validated in accordance with internationally recognised rules
or protocols.

6. Food business operators may use the guides provided for in
Articles 7, 8 and 9 as an aid to compliance with their obligations
under this Regulation.

Article 5

Hazard analysis and critical control points

1. Food business operators shall put in place, implement and
maintain a permanent procedure or procedures based on the
HACCP principles.

2. The HACCP principles referred to in paragraph 1 consist of
the following:

(a) identifying any hazards that must be prevented, eliminated or
reduced to acceptable levels;

(b) identifying the critical control points at the step or steps at
which control is essential to prevent or eliminate a hazard or
to reduce it to acceptable levels;

(c) establishing critical limits at critical control points which
separate acceptability from unacceptability for the preven-
tion, elimination or reduction of identified hazards;

(d) establishing and implementing effective monitoring proce-
dures at critical control points;

(e) establishing corrective actions when monitoring indicates
that a critical control point is not under control;

(f) establishing procedures, which shall be carried out regularly,
to verify that the measures outlined in subparagraphs (a)
to (e) are working effectively;

and

(g) establishing documents and records commensurate with the
nature and size of the food business to demonstrate the effec-
tive application of the measures outlined in subparagraphs (a)
to (f).

When any modification is made in the product, process, or any
step, food business operators shall review the procedure andmake
the necessary changes to it.

3. Paragraph 1 shall apply only to food business operators car-
rying out any stage of production, processing and distribution of
food after primary production and those associated operations
listed in Annex I.

4. Food business operators shall:

(a) provide the competent authority with evidence of their com-
pliance with paragraph 1 in the manner that the competent
authority requires, taking account of the nature and size of
the food business;
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(b) ensure that any documents describing the procedures devel-
oped in accordance with this Article are up-to-date at all
times;

(c) retain any other documents and records for an appropriate
period.

5. Detailed arrangements for the implementation of this
Article may be laid down in accordance with the procedure
referred to in Article 14(2). Such arrangements may facilitate the
implementation of this Article by certain food business operators,
in particular by providing for the use of procedures set out in
guides for the application of HACCP principles, in order to com-
ply with paragraph 1. Such arrangements may also specify the
period during which food business operators shall retain docu-
ments and records in accordance with paragraph 4(c).

Article 6

Official controls, registration and approval

1. Food business operators shall cooperate with the competent
authorities in accordance with other applicable Community leg-
islation or, if it does not exist, with national law.

2. In particular, every food business operator shall notify the
appropriate competent authority, in the manner that the latter
requires, of each establishment under its control that carries out
any of the stages of production, processing and distribution of
food, with a view to the registration of each such establishment.

Food business operators shall also ensure that the competent
authority always has up-to-date information on establishments,
including by notifying any significant change in activities and any
closure of an existing establishment.

3. However, food business operators shall ensure that estab-
lishments are approved by the competent authority, following at
least one on-site visit, when approval is required:

(a) under the national law of the Member State in which the
establishment is located;

(b) under Regulation (EC) No 853/2004;

or

(c) by a decision adopted in accordance with the procedure
referred to in Article 14(2).

Any Member State requiring the approval of certain establish-
ments located on its territory under national law, as provided for
in subparagraph (a), shall inform the Commission and other
Member States of the relevant national rules.

CHAPTER III

GUIDES TO GOOD PRACTICE

Article 7

Development, dissemination and use of guides

Member States shall encourage the development of national
guides to good practice for hygiene and for the application of
HACCP principles in accordance with Article 8. Community
guides shall be developed in accordance with Article 9.

The dissemination and use of both national and Community
guides shall be encouraged. Nevertheless, food business operators
may use these guides on a voluntary basis.

Article 8

National guides

1. When national guides to good practice are developed, they
shall be developed and disseminated by food business sectors:

(a) in consultation with representatives of parties whose inter-
ests may be substantially affected, such as competent authori-
ties and consumer groups;

(b) having regard to relevant codes of practice of the Codex
Alimentarius;

and

(c) when they concern primary production and those associated
operations listed in Annex I, having regard to the recommen-
dations set out in Part B of Annex I.

2. National guides may be developed under the aegis of a
national standards institute referred to in Annex II to Directive
98/34/EC (1).

3. Member States shall assess national guides in order to ensure
that:

(a) they have been developed in accordance with paragraph 1;

(b) their contents are practicable for the sectors to which they
refer;

and

(1) Directive 98/34/EC of the European Parliament and of the Council of
22 June 1998 laying down a procedure for the provision of informa-
tion in the field of technical standards and regulations (OJ L 204,
21.7.1998, p. 37). Directive as last amended by the 2003 Act of
Accession.
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(c) they are suitable as guides to compliance with Articles 3, 4
and 5 in the sectors and for the foodstuffs covered.

4. Member States shall forward to the Commission national
guides complying with the requirements of paragraph 3. The
Commission shall set up and run a registration system for such
guides and make it available to Member States.

5. Guides to good practice drawn up pursuant to Directive
93/43/EEC shall continue to apply after the entry into force of this
Regulation, provided that they are compatible with its objectives.

Article 9

Community guides

1 Before Community guides to good practice for hygiene or
for the application of the HACCP principles are developed, the
Commission shall consult the Committee referred to in Article 14.
The objective of this consultation shall be to consider the case for
such guides, their scope and subject matter.

2. When Community guides are prepared, the Commission
shall ensure that they are developed and disseminated:

(a) by or in consultation with appropriate representatives of
European food business sectors, including SMEs, and other
interested parties, such as consumer groups;

(b) in collaboration with parties whose interests may be substan-
tially affected, including competent authorities;

(c) having regard to relevant codes of practice of the Codex
Alimentarius;

and

(d) when they concern primary production and those associated
operations listed in Annex I, having regard to the recommen-
dations set out in Part B of Annex I.

3. The Committee referred to in Article 14 shall assess draft
Community guides in order to ensure that:

(a) they have been developed in accordance with paragraph 2;

(b) their contents are practicable for the sectors to which they
refer throughout the Community;

and

(c) they are suitable as guides to compliance with Articles 3, 4
and 5 in the sectors and for the foodstuffs covered.

4. The Commission shall invite the Committee referred to in
Article 14 periodically to review any Community guides prepared
in accordance with this Article, in cooperation with the bodies
mentioned in paragraph 2.

The aim of this review shall be to ensure that the guides remain
practicable and to take account of technological and scientific
developments.

5. The titles and references of Community guides prepared in
accordance with this Article shall be published in the C series of
the Official Journal of the European Union.

CHAPTER IV

IMPORTS AND EXPORTS

Article 10

Imports

As regards the hygiene of imported food, the relevant require-
ments of food law referred to in Article 11 of Regulation (EC)
No 178/2002 shall include the requirements laid down in
Articles 3 to 6 of this Regulation.

Article 11

Exports

As regards the hygiene of exported or re-exported food, the rel-
evant requirements of food law referred to in Article 12 of Regu-
lation (EC) No 178/2002 shall include the requirements laid down
in Articles 3 to 6 of this Regulation.

CHAPTER V

FINAL PROVISIONS

Article 12

Implementing measures and transitional arrangements

Implementing measures and transitional arrangements may be
laid down in accordance with the procedure referred to in
Article 14(2).

Article 13

Amendment and adaptation of Annexes I and II

1. Annexes I and II may be adapted or updated in accordance
with the procedure referred to in Article 14(2), taking into
account:

(a) the need to revise the recommendations set out in Annex I,
Part B, paragraph 2;
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(b) the experience gained from the implementation of HACCP-
based systems pursuant to Article 5;

(c) technological developments and their practical consequences
and consumer expectations with regard to food composition;

(d) scientific advice, particularly new risk assessments;

(e) microbiological and temperature criteria for foodstuffs.

2. Derogations from Annexes I and II may be granted, in par-
ticular in order to facilitate the implementation of Article 5 for
small businesses, in accordance with the procedure referred to in
Article 14(2), taking into account the relevant risk factors, pro-
vided that such derogations do not affect the achievement of the
objectives of this Regulation.

3. Member States may, without compromising achievement of
the objectives of this Regulation, adopt, in accordance with para-
graphs 4 to 7 of this Article, national measures adapting the
requirements laid down in Annex II.

4. (a) The national measures referred to in paragraph 3 shall
have the aim of:

(i) enabling the continued use of traditional methods,
at any of the stages of production, processing or
distribution of food;

or

(ii) accommodating the needs of food businesses situ-
ated in regions that are subject to special geo-
graphical constraints.

(b) In other cases, they shall apply only to the construction,
layout and equipment of establishments.

5. Any Member State wishing to adopt national measures as
referred to in paragraph 3 shall notify the Commission and other
Member States. The notification shall:

(a) provide a detailed description of the requirements that that
Member State considers need to be adapted and the nature of
the adaptation sought;

(b) describe the foodstuffs and establishments concerned;

(c) explain the reasons for the adaptation, including, where rel-
evant, by providing a summary of the hazard analysis carried
out and any measures to be taken to ensure that the adapta-
tion will not compromise the objectives of this Regulation;

and

(d) give any other relevant information.

6. The other Member States shall have three months from the
receipt of a notification referred to in paragraph 5 to send written
comments to the Commission. In the case of the adaptations aris-
ing from paragraph 4(b), this period shall, at the request of any
Member State, be extended to four months. The Commission
may, and when it receives written comments from one or more
Member States shall, consult Member States within the commit-
tee referred to in Article 14(1). The Commission may decide, in
accordance with the procedure referred to in Article 14(2),
whether the envisaged measures may be implemented, subject, if
necessary, to appropriate amendments. Where appropriate,
the Commission may propose general measures in accordance
with paragraph 1 or 2.

7. A Member State may adopt national measures adapting the
requirements of Annex II only:

(a) in compliance with a decision adopted in accordance with
paragraph 6;

or

(b) if, one month after the expiry of the period referred to in
paragraph 6, the Commission has not informed Member
States that it has received written comments or that it intends
to propose the adoption of a decision in accordance with
paragraph 6.

Article 14

Committee procedure

1. The Commission shall be assisted by the Standing Commit-
tee on the Food Chain and Animal Health.

2. Where reference is made to this paragraph, Articles 5 and 7
of Decision 1999/468/EC shall apply, having regard to the pro-
visions of Article 8 thereof.

The period laid down in Article 5(6) of Decision 1999/468/EC
shall be set at three months.

3. The Committee shall adopt its Rules of Procedure.

Article 15

Consultation of the European Food Safety Authority

The Commission shall consult the European Food Safety Author-
ity on any matter falling within the scope of this Regulation that
could have a significant impact on public health and, in particu-
lar, before proposing criteria, requirements or targets in accor-
dance with Article 4(4).
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Article 16

Report to the European Parliament and the Council

1. The Commission shall, not later than 20 May 2009, submit
a report to the European Parliament and the Council.

2. The report shall, in particular, review the experience gained
from the application of this Regulation and consider whether it
would be desirable and practicable to provide for the extension of
the requirements of Article 5 to food business operators carrying
out primary production and those associated operations listed in
Annex I.

3. The Commission shall, if appropriate, accompany the report
with relevant proposals.

Article 17

Repeal

1. Directive 93/43/EEC shall be repealed with effect from the
date of application of this Regulation.

2. References to the repealed Directive shall be construed as
being made to this Regulation.

3. However, decisions adopted pursuant to Articles 3(3)
and 10 of Directive 93/43/EEC shall remain in force pending their
replacement by decisions adopted in accordance with this Regu-
lation or Regulation (EC) No 178/2002. Pending the setting of the
criteria or requirements referred to in Article 4(3)(a) to (e) of this
Regulation, Member States may maintain any national rules estab-
lishing such criteria or requirements that they had adopted in
accordance with Directive 93/43/EEC.

4. Pending the application of new Community legislation lay-
ing down rules for official controls on food, Member States shall
take all appropriate measures to ensure the fulfilment of the obli-
gations laid down in or under this Regulation.

Article 18

Entry into force

This Regulation shall enter into force on the 20th day after that
of its publication in the Official Journal of the European Union.

It shall apply 18 months after the date on which all of the follow-
ing acts have entered into force:

(a) Regulation (EC) No 853/2004;

(b) Regulation (EC) No 854/2004 of the European Parliament
and of the Council of 29 April 2004 laying down specific
rules for the organisation of official controls on products of
animal origin intended for human consumption (1);

and

(c) Directive 2004/41/EC of the European Parliament and of the
Council of 21 April 2004 repealing certain directives con-
cerning food hygiene and health conditions for the produc-
tion and placing on the market of certain products of animal
origin intended for human consumption (2).

However, it shall apply no earlier than 1 January 2006.

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

Done at Strasbourg, 29 April 2004.

For the European Parliament
The President
P. COX

For the Council
The President
P. M. McDOWELL

(1) See page 83 of this Official Journal.
(2) OJ L 157, 30.4.2004, p. 33.
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ANNEX I

PRIMARY PRODUCTION

PART A: GENERAL HYGIENE PROVISIONS FOR PRIMARY PRODUCTION AND ASSOCIATED OPERATIONS

I. Scope

1. This Annex applies to primary production and the following associated operations:

(a) the transport, storage and handling of primary products at the place of production, provided that this does
not substantially alter their nature;

(c) the transport of live animals, where this is necessary to achieve the objectives of this Regulation;

and

(c) in the case of products of plant origin, fishery products and wild game, transport operations to deliver pri-
mary products, the nature of which has not been substantially altered, from the place of production to an
establishment.

II. Hygiene provisions

2. As far as possible, food business operators are to ensure that primary products are protected against contamina-
tion, having regard to any processing that primary products will subsequently undergo.

3. Notwithstanding the general duty laid down in paragraph 2, food business operators are to comply with appro-
priate Community and national legislative provisions relating to the control of hazards in primary production and
associated operations, including:

(a) measures to control contamination arising from the air, soil, water, feed, fertilisers, veterinary medicinal prod-
ucts, plant protection products and biocides and the storage, handling and disposal of waste;

and

(b) measures relating to animal health and welfare and plant health that have implications for human health,
including programmes for the monitoring and control of zoonoses and zoonotic agents.

4. Food business operators rearing, harvesting or hunting animals or producing primary products of animal origin
are to take adequate measures, as appropriate:

(a) to keep any facilities used in connection with primary production and associated operations, including facili-
ties used to store and handle feed, clean and, where necessary after cleaning, to disinfect them in an appro-
priate manner;

(b) to keep clean and, where necessary after cleaning, to disinfect, in an appropriate manner, equipment, con-
tainers, crates, vehicles and vessels;

(c) as far as possible to ensure the cleanliness of animals going to slaughter and, where necessary, production
animals;

(d) to use potable water, or clean water, whenever necessary to prevent contamination;

(e) to ensure that staff handling foodstuffs are in good health and undergo training on health risks;

(f) as far as possible to prevent animals and pests from causing contamination;
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(g) to store and handle waste and hazardous substances so as to prevent contamination;

(h) to prevent the introduction and spread of contagious diseases transmissible to humans through food, includ-
ing by taking precautionary measures when introducing new animals and reporting suspected outbreaks of
such diseases to the competent authority;

(i) to take account of the results of any relevant analyses carried out on samples taken from animals or other
samples that have importance to human health;

and

(j) to use feed additives and veterinary medicinal products correctly, as required by the relevant legislation.

5. Food business operators producing or harvesting plant products are to take adequate measures, as appropriate:

(a) to keep clean and, where necessary after cleaning, to disinfect, in an appropriate manner, facilities, equip-
ment, containers, crates, vehicles and vessels;

(b) to ensure, where necessary, hygienic production, transport and storage conditions for, and the cleanliness of,
plant products;

(c) to use potable water, or clean water, whenever necessary to prevent contamination;

(d) to ensure that staff handling foodstuffs are in good health and undergo training on health risks;

(e) as far as possible to prevent animals and pests from causing contamination;

(f) to store and handle wastes and hazardous substances so as to prevent contamination;

(g) to take account of the results of any relevant analyses carried out on samples taken from plants or other
samples that have importance to human health;

and

(h) to use plant protection products and biocides correctly, as required by the relevant legislation.

6. Food business operators are to take appropriate remedial action when informed of problems identified during offi-
cial controls.

III. Record-keeping

7. Food business operators are to keep and retain records relating to measures put in place to control hazards in an
appropriate manner and for an appropriate period, commensurate with the nature and size of the food business.
Food business operators are to make relevant information contained in these records available to the competent
authority and receiving food business operators on request.

8. Food business operators rearing animals or producing primary products of animal origin are, in particular, to keep
records on:

(a) the nature and origin of feed fed to the animals;

(b) veterinary medicinal products or other treatments administered to the animals, dates of administration and
withdrawal periods;

(c) the occurrence of diseases that may affect the safety of products of animal origin;
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(d) the results of any analyses carried out on samples taken from animals or other samples taken for diagnostic
purposes, that have importance for human health;

and

(e) any relevant reports on checks carried out on animals or products of animal origin.

9. Food business operators producing or harvesting plant products are, in particular, to keep records on:

(a) any use of plant protection products and biocides;

(b) any occurrence of pests or diseases that may affect the safety of products of plant origin;

and

(c) the results of any relevant analyses carried out on samples taken from plants or other samples that have
importance to human health.

10. The food business operators may be assisted by other persons, such as veterinarians, agronomists and farm tech-
nicians, with the keeping of records.

PART B: RECOMMENDATIONS FOR GUIDES TO GOOD HYGIENE PRACTICE

1. National and Community guides referred to in Articles 7 to 9 of this Regulation should contain guidance on good
hygiene practice for the control of hazards in primary production and associated operations.

2. Guides to good hygiene practice should include appropriate information on hazards that may arise in primary pro-
duction and associated operations and actions to control hazards, including relevant measures set out in Community
and national legislation or national and Community programmes. Examples of such hazards and measures may include:

(a) the control of contamination such as mycotoxins, heavy metals and radioactive material;

(b) the use of water, organic waste and fertilisers;

(c) the correct and appropriate use of plant protection products and biocides and their traceability;

(d) the correct and appropriate use of veterinary medicinal products and feed additives and their traceability;

(e) the preparation, storage, use and traceability of feed;

(f) the proper disposal of dead animals, waste and litter;

(g) protective measures to prevent the introduction of contagious diseases transmissible to humans through food, and
any obligation to notify the competent authority;

(h) procedures, practices and methods to ensure that food is produced, handled, packed, stored and transported under
appropriate hygienic conditions, including effective cleaning and pest-control;

(i) measures relating to the cleanliness of slaughter and production animals;

(j) measures relating to record-keeping.
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ANNEX II

GENERAL HYGIENE REQUIREMENTS FOR ALL FOOD BUSINESS OPERATORS
(EXCEPT WHEN ANNEX I APPLIES)

INTRODUCTION

Chapters V to XII apply to all stages of production, processing and distribution of food and the remaining Chapters apply as
follows:

— Chapter I applies to all food premises, except premises to which Chapter III applies

— Chapter II applies to all rooms where food is prepared, treated or processed, except dining areas and premises to which
Chapter III applies

— Chapter III applies to those premises listed in the heading to the Chapter

— Chapter IV applies to all transportation.

CHAPTER I

General requirements for food premises (other than those specified in chapter iii)

1. Food premises are to be kept clean and maintained in good repair and condition.

2. The layout, design, construction, siting and size of food premises are to:

(a) permit adequate maintenance, cleaning and/or disinfection, avoid or minimise air-borne contamination, and pro-
vide adequate working space to allow for the hygienic performance of all operations;

(b) be such as to protect against the accumulation of dirt, contact with toxic materials, the shedding of particles into
food and the formation of condensation or undesirable mould on surfaces;

(c) permit good food hygiene practices, including protection against contamination and, in particular, pest control;

and

(d) where necessary, provide suitable temperature-controlled handling and storage conditions of sufficient capacity
for maintaining foodstuffs at appropriate temperatures and designed to allow those temperatures to be moni-
tored and, where necessary, recorded.

3. An adequate number of flush lavatories are to be available and connected to an effective drainage system. Lavatories
are not to open directly into rooms in which food is handled.

4. An adequate number of washbasins is to be available, suitably located and designated for cleaning hands. Washbasins
for cleaning hands are to be provided with hot and cold running water, materials for cleaning hands and for hygienic
drying. Where necessary, the facilities for washing food are to be separate from the hand-washing facility.

5. There is to be suitable and sufficient means of natural or mechanical ventilation. Mechanical airflow from a contami-
nated area to a clean area is to be avoided. Ventilation systems are to be so constructed as to enable filters and other
parts requiring cleaning or replacement to be readily accessible.

6. Sanitary conveniences are to have adequate natural or mechanical ventilation.

25.6.2004 EN Official Journal of the European Union L 226/15



7. Food premises are to have adequate natural and/or artificial lighting.

8. Drainage facilities are to be adequate for the purpose intended. They are to be designed and constructed to avoid the
risk of contamination. Where drainage channels are fully or partially open, they are to be so designed as to ensure that
waste does not flow from a contaminated area towards or into a clean area, in particular an area where foods likely to
present a high risk to the final consumer are handled.

9. Where necessary, adequate changing facilities for personnel are to be provided.

10. Cleaning agents and disinfectants are not to be stored in areas where food is handled.

CHAPTER II

Specific requirements in rooms where foodstuffs are prepared, treated or processed (excluding dining areas
and those premises specified in chapter III)

1. In rooms where food is prepared, treated or processed (excluding dining areas and those premises specified in Chapter
III, but including rooms contained in means of transport) the design and layout are to permit good food hygiene prac-
tices, including protection against contamination between and during operations. In particular:

(a) floor surfaces are to be maintained in a sound condition and be easy to clean and, where necessary, to disinfect.
This will require the use of impervious, non-absorbent, washable and non-toxic materials unless food business
operators can satisfy the competent authority that other materials used are appropriate. Where appropriate, floors
are to allow adequate surface drainage;

(b) wall surfaces are to be maintained in a sound condition and be easy to clean and, where necessary, to disinfect.
This will require the use of impervious, non-absorbent, washable and non-toxic materials and require a smooth
surface up to a height appropriate for the operations unless food business operators can satisfy the competent
authority that other materials used are appropriate;

(c) ceilings (or, where there are no ceilings, the interior surface of the roof) and overhead fixtures are to be constructed
and finished so as to prevent the accumulation of dirt and to reduce condensation, the growth of undesirable
mould and the shedding of particles;

(d) windows and other openings are to be constructed to prevent the accumulation of dirt. Those which can be
opened to the outside environment are, where necessary, to be fitted with insect-proof screens which can be eas-
ily removed for cleaning. Where open windows would result in contamination, windows are to remain closed and
fixed during production;

(e) doors are to be easy to clean and, where necessary, to disinfect. This will require the use of smooth and non-
absorbent surfaces unless food business operators can satisfy the competent authority that other materials used
are appropriate;

and

(f) surfaces (including surfaces of equipment) in areas where foods are handled and in particular those in contact with
food are to be maintained in a sound condition and be easy to clean and, where necessary, to disinfect. This will
require the use of smooth, washable corrosion-resistant and non-toxic materials, unless food business operators
can satisfy the competent authority that other materials used are appropriate.

2. Adequate facilities are to be provided, where necessary, for the cleaning, disinfecting and storage of working utensils
and equipment. These facilities are to be constructed of corrosion-resistant materials, be easy to clean and have an
adequate supply of hot and cold water.
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3. Adequate provision is to be made, where necessary, for washing food. Every sink or other such facility provided for the
washing of food is to have an adequate supply of hot and/or cold potable water consistent with the requirements of
Chapter VII and be kept clean and, where necessary, disinfected.

CHAPTER III

Requirements for movable and/or temporary premises (such as marquees, market stalls, mobile sales vehicles),
premises used primarily as a private dwelling-house but where foods are regularly prepared for placing on the

market and vending machines

1. Premises and vending machines are, so far as is reasonably practicable, to be so sited, designed, constructed and kept
clean and maintained in good repair and condition as to avoid the risk of contamination, in particular by animals
and pests.

2. In particular, where necessary:

(a) appropriate facilities are to be available to maintain adequate personal hygiene (including facilities for the hygienic
washing and drying of hands, hygienic sanitary arrangements and changing facilities);

(b) surfaces in contact with food are to be in a sound condition and be easy to clean and, where necessary, to disin-
fect. This will require the use of smooth, washable, corrosion-resistant and non-toxic materials, unless food busi-
ness operators can satisfy the competent authority that other materials used are appropriate;

(c) adequate provision is to be made for the cleaning and, where necessary, disinfecting of working utensils and
equipment;

(d) where foodstuffs are cleaned as part of the food business’ operations, adequate provision is to be made for this to
be undertaken hygienically;

(e) an adequate supply of hot and/or cold potable water is to be available;

(f) adequate arrangements and/or facilities for the hygienic storage and disposal of hazardous and/or inedible sub-
stances and waste (whether liquid or solid) are to be available;

(g) adequate facilities and/or arrangements for maintaining and monitoring suitable food temperature conditions are
to be available;

(h) foodstuffs are to be so placed as to avoid the risk of contamination so far as is reasonably practicable.

CHAPTER IV

Transport

1. Conveyances and/or containers used for transporting foodstuffs are to be kept clean and maintained in good repair and
condition to protect foodstuffs from contamination and are, where necessary, to be designed and constructed to per-
mit adequate cleaning and/or disinfection.

2. Receptacles in vehicles and/or containers are not to be used for transporting anything other than foodstuffs where this
may result in contamination.

3. Where conveyances and/or containers are used for transporting anything in addition to foodstuffs or for transporting
different foodstuffs at the same time, there is, where necessary, to be effective separation of products.
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4. Bulk foodstuffs in liquid, granulate or powder form are to be transported in receptacles and/or containers/tankers
reserved for the transport of foodstuffs. Such containers are to be marked in a clearly visible and indelible fashion, in
one or more Community languages, to show that they are used for the transport of foodstuffs, or are to be marked
‘for foodstuffs only’.

5. Where conveyances and/or containers have been used for transporting anything other than foodstuffs or for trans-
porting different foodstuffs, there is to be effective cleaning between loads to avoid the risk of contamination.

6. Foodstuffs in conveyances and/or containers are to be so placed and protected as to minimise the risk of contamination.

7. Where necessary, conveyances and/or containers used for transporting foodstuffs are to be capable of maintaining food-
stuffs at appropriate temperatures and allow those temperatures to be monitored.

CHAPTER V

Equipment requirements

1. All articles, fittings and equipment with which food comes into contact are to:

(a) be effectively cleaned and, where necessary, disinfected. Cleaning and disinfection are to take place at a frequency
sufficient to avoid any risk of contamination;

(b) be so constructed, be of such materials and be kept in such good order, repair and condition as to minimise any
risk of contamination;

(c) with the exception of non-returnable containers and packaging, be so constructed, be of such materials and be
kept in such good order, repair and condition as to enable them to be kept clean and, where necessary, to be
disinfected;

and

(d) be installed in such a manner as to allow adequate cleaning of the equipment and the surrounding area.

2. Where necessary, equipment is to be fitted with any appropriate control device to guarantee fulfilment of this Regu-
lation’s objectives.

3. Where chemical additives have to be used to prevent corrosion of equipment and containers, they are to be used in
accordance with good practice.

CHAPTER VI

Food waste

1. Food waste, non-edible by-products and other refuse are to be removed from rooms where food is present as quickly
as possible, so as to avoid their accumulation.

2. Food waste, non-edible by-products and other refuse are to be deposited in closable containers, unless food business
operators can demonstrate to the competent authority that other types of containers or evacuation systems used are
appropriate. These containers are to be of an appropriate construction, kept in sound condition, be easy to clean and,
where necessary, to disinfect.

3. Adequate provision is to be made for the storage and disposal of food waste, non-edible by-products and other refuse.
Refuse stores are to be designed and managed in such a way as to enable them to be kept clean and, where necessary,
free of animals and pests.

4. All waste is to be eliminated in a hygienic and environmentally friendly way in accordance with Community legislation
applicable to that effect, and is not to constitute a direct or indirect source of contamination.
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CHAPTER VII

Water supply

1. (a) There is to be an adequate supply of potable water, which is to be used whenever necessary to ensure that food-
stuffs are not contaminated;

(b) Clean water may be used with whole fishery products. Clean seawater may be used with live bivalve molluscs, echi-
noderms, tunicates and marine gastropods; clean water may also be used for external washing. When such water
is used, adequate facilities are to be available for its supply.

2. Where non-potable water is used, for example for fire control, steam production, refrigeration and other similar pur-
poses, it is to circulate in a separate duly identified system. Non-potable water is not to connect with, or allow reflux
into, potable water systems.

3. Recycled water used in processing or as an ingredient is not to present a risk of contamination. It is to be of the same
standard as potable water, unless the competent authority is satisfied that the quality of the water cannot affect the
wholesomeness of the foodstuff in its finished form.

4. Ice which comes into contact with food or which may contaminate food is to be made from potable water or, when
used to chill whole fishery products, clean water. It is to be made, handled and stored under conditions that protect it
from contamination.

5. Steam used directly in contact with food is not to contain any substance that presents a hazard to health or is likely to
contaminate the food.

6. Where heat treatment is applied to foodstuffs in hermetically sealed containers it is to be ensured that water used to
cool the containers after heat treatment is not a source of contamination for the foodstuff.

CHAPTER VIII

Personal hygiene

1. Every person working in a food-handling area is to maintain a high degree of personal cleanliness and is to wear suit-
able, clean and, where necessary, protective clothing.

2. No person suffering from, or being a carrier of a disease likely to be transmitted through food or afflicted, for example,
with infected wounds, skin infections, sores or diarrhoea is to be permitted to handle food or enter any food-handling
area in any capacity if there is any likelihood of direct or indirect contamination. Any person so affected and employed
in a food business and who is likely to come into contact with food is to report immediately the illness or symptoms,
and if possible their causes, to the food business operator.

CHAPTER IX

Provisions applicable to foodstuffs

1. A food business operator is not to accept raw materials or ingredients, other than live animals, or any other material
used in processing products, if they are known to be, or might reasonably be expected to be, contaminated with para-
sites, pathogenic microorganisms or toxic, decomposed or foreign substances to such an extent that, even after the food
business operator had hygienically applied normal sorting and/or preparatory or processing procedures, the final prod-
uct would be unfit for human consumption.

2. Raw materials and all ingredients stored in a food business are to be kept in appropriate conditions designed to prevent
harmful deterioration and protect them from contamination.
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3. At all stages of production, processing and distribution, food is to be protected against any contamination likely to ren-
der the food unfit for human consumption, injurious to health or contaminated in such a way that it would be unrea-
sonable to expect it to be consumed in that state.

4. Adequate procedures are to be in place to control pests. Adequate procedures are also to be in place to prevent domes-
tic animals from having access to places where food is prepared, handled or stored (or, where the competent authority
so permits in special cases, to prevent such access from resulting in contamination).

5. Raw materials, ingredients, intermediate products and finished products likely to support the reproduction of patho-
genic micro-organisms or the formation of toxins are not to be kept at temperatures that might result in a risk to health.
The cold chain is not to be interrupted. However, limited periods outside temperature control are permitted, to accom-
modate the practicalities of handling during preparation, transport, storage, display and service of food, provided that
it does not result in a risk to health. Food businesses manufacturing, handling and wrapping processed foodstuffs are
to have suitable rooms, large enough for the separate storage of raw materials from processed material and sufficient
separate refrigerated storage.

6. Where foodstuffs are to be held or served at chilled temperatures they are to be cooled as quickly as possible following
the heat-processing stage, or final preparation stage if no heat process is applied, to a temperature which does not result
in a risk to health.

7. The thawing of foodstuffs is to be undertaken in such a way as to minimise the risk of growth of pathogenic micro-
organisms or the formation of toxins in the foods. During thawing, foods are to be subjected to temperatures that
would not result in a risk to health. Where run-off liquid from the thawing process may present a risk to health it is to
be adequately drained. Following thawing, food is to be handled in such a manner as to minimise the risk of growth of
pathogenic microorganisms or the formation of toxins.

8. Hazardous and/or inedible substances, including animal feed, are to be adequately labelled and stored in separate and
secure containers.

CHAPTER X

Provisions applicable to the wrapping and packaging of foodstuffs

1. Material used for wrapping and packaging are not to be a source of contamination.

2. Wrapping materials are to be stored in such a manner that they are not exposed to a risk of contamination.

3. Wrapping and packaging operations are to be carried out so as to avoid contamination of the products. Where appro-
priate and in particular in the case of cans and glass jars, the integrity of the container’s construction and its cleanliness
is to be assured.

4. Wrapping and packaging material re-used for foodstuffs is to be easy to clean and, where necessary, to disinfect.

CHAPTER XI

Heat treatment

The following requirements apply only to food placed on the market in hermetically sealed containers:

1. any heat treatment process used to process an unprocessed product or to process further a processed product is:

(a) to raise every party of the product treated to a given temperature for a given period of time;

and

(b) to prevent the product from becoming contaminated during the process;
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2. to ensure that the process employed achieves the desired objectives, food business operators are to check regularly the
main relevant parameters (particularly temperature, pressure, sealing and microbiology), including by the use of auto-
matic devices;

3. the process used should conform to an internationally recognised standard (for example, pasteurisation, ultra high tem-
perature or sterilisation).

CHAPTER XII

Training

Food business operators are to ensure:

1. that food handlers are supervised and instructed and/or trained in food hygiene matters commensurate with their work
activity;

2. that those responsible for the development and maintenance of the procedure referred to in Article 5(1) of this Regu-
lation or for the operation of relevant guides have received adequate training in the application of the HACCP principles;

and

3. compliance with any requirements of national law concerning training programmes for persons working in certain food
sectors.
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USDAW 
VEGA 
Verner Wheelock Associates 
Veterinary Public Health Association 
Voluntary Organisation 
Walkers Shortbread  
WD Irwin and Sons 
Welsh Assembly Government 
Welsh Consumer Council 
West Coast Sea Products 
West Dunbartonshire Council 
West Lothian Council 
West of Scotland Fish Producers 
Organisation 
Western Isles Fishermens Association 
Which? 
Whitbread 
Wm Pearce and Sons (St Ronan’s) 
Women’s Food and Farming Union 
Woodrows of Dunfermline 
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