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1. INTRODUCTION

Article 4 of Regulation (EC) No 852/2004 (1) on the hygiene of all foodstuffs requires food business operators (FBOs) to 
comply with the general hygiene requirements detailed in its Annexes I and II. They are supplemented by specific 
hygiene requirements on food of animal origin, provided for in Regulation (EC) No 853/2004 (2). Those requirements 
represent what are called prerequisite programs (PRPs, see definition in Appendix 1) in an international context 
(e.g. WHO, FAO, Codex, ISO).

Article 5 of Regulation (EC) No 852/2004 requires FBOs to put in place, implement and maintain a permanent proce
dure based on Hazard Analysis and Critical Control Point principles (‘HACCP-based procedures’ or ‘HACCP’). HACCP 
principles are generally considered and internationally recognised to be a useful tool for food business operators in 
order to control hazards that may occur in food.

Together with the principles laid down in Regulation (EC) No 178/2002 (3) (risk analysis approach, precautionary princi
ple, transparency/communication, primary responsibility of FBOs and traceability), these two aforementioned Articles 
are the legal basis for the European Food Safety Management System (FSMS) to be complied with by FBOs.

This guideline is a follow-up of the ‘Overview Report on the State of Implementation of HACCP in the EU and Areas for 
Improvement’ prepared by the Food and Veterinary Office (FVO) of the Commission's Health and Food Safety 
Directorate-General (4). In particular, it was considered opportune to extend the guidance document. Rather than focus
ing solely on HACCP-based procedures, this guidance document has a more integrated approach covering both PRPs 
and HACCP within a FSMS, including flexibility for certain businesses.

The Commission has held a series of meetings with experts from the Member States in order to examine and reach 
consensus on these issues.

2. PURPOSE

The purpose of this guidance is to facilitate and harmonise the implementation of the EU requirements on PRPs and 
HACCP-based procedures by providing practical guidance:

— On the link between PRPs and HACCP-based procedures within an FSMS

— On the implementation of PRPs (Annex I)

(1) Regulation  (EC)  No  852/2004  of  the  European  Parliament  and  of  the  Council  of  29  April  2004  on  the  hygiene  of  foodstuffs 
(OJ L 139, 30.4.2004, p. 1).

(2) Regulation (EC) No 853/2004 of the European Parliament and of the Council of 29 April 2004 laying down specific rules for food of 
animal origin (OJ L 139, 30.4.2004, p. 55).

(3) 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).

(4) http://ec.europa.eu/food/fvo/overview_reports/details.cfm?rep_id=78
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— On the implementation of (classical) HACCP-based procedures (Annex II)

— On the flexibility provided for certain food establishments by EU legislation related to the implementation of PRPs 
and HACCP-based procedures (Annex III).

Since this is a general document, it is mainly directed at competent authorities to promote a common understanding of 
legal requirements. It will also help food business operators to implement EU requirements after establishment of spe
cific adaptations and without prejudice to their primary responsibility in matter of food safety.

It may be supplemented by guidance at sectorial and national level to be directly applicable in specific establishments.

3. LINKS BETWEEN FSMS, PRPS, GHP, GMP AND HACCP

Overall an FSMS is a holistic system of prevention, preparedness (1) and own-check activities to manage food safety and 
hygiene in a food business. An FSMS should be seen as a practical tool to control the food production environment and 
process and ensure the products are safe. It includes:

— Good Hygiene Practices (GHP, e.g. appropriate cleaning and disinfection, personal hygiene), Good Manufacturing 
Practices (GMP, e.g. correct dosage of ingredients, appropriate processing temperature), which together are called 
PRPs, (implementation of Article 4 and Annexes I or II of Regulation (EC) No 852/2004, and product specific provi
sions in Annex III of Regulation (EC) No 853/2004). General guidance is provided in Annex I of this document.

— HACCP-based procedures (implementation of Article 5 of Regulation (EC) No 852/2004). General guidance is pro
vided in Annex II of this document.

— Other management policies and interactive communication in order to ensure traceability and efficient recall systems 
(Implementation of the procedures of Regulation (EC) No 178/2002). Guidance on these procedures is published in 
separate documents (2) and is not further addressed here.

The link between the different elements of an FSMS (3) is illustrated in Figure 1.

Figure 1

Elements of a Food Safety Management System (FSMS)

(1) Preparedness refers to measures in place such as traceability provisions, communication tools, recall system, etc. allowing the FBO to 
directly and efficiently take the necessary measures to protect and inform the consumer in case of non-compliance.

(2) http://ec.europa.eu/food/safety/docs/gfl_req_guidance_rev_8_en.pdf
(3) The FSMS can be part of a broader quality management system (such as ISO 9000) which also includes quality aspects of food (com

position, nutritional values, etc.). Quality aspects are outside the scope of this guidance.
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Prior to application of the HACCP-based procedures to any business, the food business operator (FBO) should have 
implemented the PRPs. Compliance with the procedures of Regulation (EC) No 178/2002 is also a basic requirement of 
an FSMS. These are the prevention and preparedness pillars of each FSMS and are needed to develop HACCP-based 
procedures.

4. FLEXIBILITY IN APPLYING PRPS AND HACCP

PRPs are not specific for a given hazard, but apply generally. There are differences in risk which should be taken into 
account when applying PRPs and are the basis to consider flexibility in the application of PRPs. One example is retail of 
pre-packaged food as opposed to retail including further handling of the food (e.g. butcher). Another example is the 
difference between a complex manufacturing/processing activity and a limited simple one such as storage/transport.

Regarding HACCP, HACCP-based procedures should provide sufficient flexibility to be applicable in all circumstances (1).

Annex III of this notice explores the extent of such flexibility and gives guidance on a simplified implementation of the 
FSMS for appropriate FBOs, taking into account their nature and size.

5. GUIDES TO GOOD HYGIENE PRACTICE AND HACCP-BASED PROCEDURES

5.1 National guides in accordance with Article 8 of Regulation (EC) No 852/2004

Guides to good practice have already been developed or assessed by the competent authorities for many food sectors (2). 
These guides mostly focus on PRPs but sometimes combine PRPs (mainly GHP) with some or all principles from 
HACCP-based procedures.

The use of guides to good practice may help FBOs to control hazards and demonstrate compliance. They can be applied 
by any food sector, and in particular where the handling of food is in accordance with procedures that are well known 
and that are often part of the usual vocational training.

Such guides could also highlight the possible hazards linked to certain food (e.g. raw eggs and the possible presence of 
Salmonella therein), and the methods used to control food contamination (e.g. the purchase of raw eggs from a reliable 
source, and time/temperature combinations for processing).

Competent authorities should consider the development of guides themselves, in particular in sectors where no stake
holders' organisations exist or for activities typically carried out by small or micro enterprises, which need some generic 
guidance to start from for their specific establishment.

5.2 EU guides in accordance with Article 9 of Regulation (EC) No 852/2004

Several European stakeholders' organisations have developed EU guides for good hygiene practice. The list of these 
guides can be consulted at: http://ec.europa.eu/food/safety/biosafety/food_hygiene/guidance/index_en.htm.

6. RELATION WITH INTERNATIONAL STANDARDS

The Codex Alimentarius' standard CAC/RCP 1-1969 ‘General principles of food hygiene’ is the basic document to pro
tect public health from hazards in food and to promote international trade of food through harmonised FSMS require
ments at global level. An Annex on HACCP was added in 1993 (3).

The international standard ISO 22000 (4) outlines food safety management systems for food businesses along the food 
chain with focus on enterprises processing or manufacturing food. In addition to this FSMS standard, ISO has produced 
a number of standards focusing in more detail on specific areas of an FSMS (e.g. prerequisites for food manufacturing 
(ISO 22002-1); traceability in the feed and food chain (ISO 22005)).

(1) Recital 15 of Regulation (EC) No 852/2004.
(2) http://ec.europa.eu/food/safety/docs/biosafety_food-hygiene_legis_guidance_good-practice_reg-nat.pdf
(3) A revision of CAC/RCP 1-1969 is currently being considered.
(4) Some differences in terminology may exist e.g.  EU rules only refer to ‘corrective actions’,  which includes both ISO 22000 wording 

‘corrective actions’ and ‘corrections’.
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The guidance provided in this document is in line with these international standards, which can be additionally used as 
source material on the implementation of an FSMS.

7. TRAINING

Staff should be supervised and instructed and/or trained in food hygiene matters appropriate to their role, and those 
responsible for developing and maintaining the food safety management system should be suitably trained in the appli
cation of PRPs and HACCP principles.

The FBO shall make sure that staff taking part in the relevant processes demonstrate sufficient skills and are aware of 
the hazards identified (if any) and of the critical points in the production, storage, transport and/or distribution process. 
They must also show awareness of the corrective measures, the preventive measures and monitoring and recording 
procedures applicable in the business, in accordance with Chapter XII of Annex II to Regulation (EC) No 852/2004. 
A distinction can be made between trainings on hygiene in general (all employees) and specific HACCP trainings. The 
employees who handle/manage critical control points (CCPs) should be trained in the procedures based on the HACCP 
principles appropriate to their tasks (for example, a waiter/waitress will need hygiene training, while a cook will need 
additional training in the procedures based on the HACCP principles). Possible refresher training and its frequency 
should be considered according to the needs of the establishment and demonstrated skills.

The stakeholders' organisations of different food industry sectors should endeavour to prepare information on training 
for the FBOs.

Training as referred to in Chapter XII of Annex II to Regulation (EC) No 852/2004 must be seen in a broad context. In 
such context, appropriate training does not necessarily involve participation in formal training courses. Skills and 
knowledge can also be achieved through access to technical information and advice from professional organisations or 
from the competent authorities, suitable on-the-job training, guides to good practice etc.

PRP and HACCP training of staff in food businesses should be proportionate to the size and the nature of the business.

The competent authority may, when needed, assist in developing training activities as mentioned in previous para
graphs, especially in those sectors which are poorly organised or are shown to be insufficiently informed. Such assis
tance is comprehensively elaborated in the ‘FAO/WHO guidance to governments on the application of HACCP in small 
and/or less-developed food businesses (1)’.

(1) http://www.fao.org/docrep/009/a0799e/a0799e00.HTM
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ANNEX I

Prerequisite programs (PRPs)

Each FBO should implement prerequisite programs as part of the FSMS. They include good hygiene practices (GHP) and 
good manufacturing practices (GMP) among other good practices.

Food hygiene and safety is the result of the implementation by food businesses of prerequisite programs (PRPs) and 
procedures based on the HACCP principles. The PRPs provide the foundation for effective HACCP implementation and 
should be in place before any HACCP-based procedures are established.

1. Legislation

The most important provisions for PRPs to be considered are laid down in:

a) The general hygiene requirements laid down in Annex I of Regulation (EC) No 852/2004 for primary production 
and associated operations. Guidance on what is covered by ‘primary production and associated activities’ can be 
found in the Guidance document on the implementation of certain provisions of Regulation (EC) No 852/2004 on the hygiene 
of foodstuffs (1).

b) The general hygiene requirements laid down in Annex II of Regulation (EC) No 852/2004 for activities after primary 
production further on in the production chain.

c) The specific hygiene requirements for food of animal origin laid down in Annex III of Regulation (EC) No 853/2004. 
Some of these requirements are directed to primary producers (e.g. for eggs, raw milk, live bivalve molluscs, fishery 
products): see Section 3.7 of the Guidance document on the implementation of certain provisions of Regulation (EC) 
No 853/2004 on the hygiene of food of animal origin (2). Since these PRPs are sector/food specific, they are not further 
addressed in this (general) guidance document.

2. Examples of PRPs

PRPs must always be in place in any food business, including at primary production. They involve the conditions and 
measures necessary to ensure the safety and sustainability of food at all stages of the food chain (3). An extensive list of 
sector specific guides to good hygiene practice has been developed (See Section 5 of main document).

The FBO should describe the applied PRPs, proportionate to the size and nature of the establishment, including a list of 
responsible person(s).

The PRPs listed below provide a non-exhaustive list, while each establishment must comply with the legal requirements 
in Section 1 of this Annex. The PRPs below are therefore possible examples how to comply with the legal requirements 
in practice. The examples tend to focus on food manufacturing/processing establishments. They also provide a possible 
source of inspiration for other stages such as primary production, catering and other retail activities, including food 
distribution, but may not be applicable in every case.

2.1 Infrastructure (building, equipment)

a) When assessing the risk from the location and surrounding areas, the proximity of potential sources of contamina
tion, water supply, wastewater removal, power supply, access for transport, climate, possible flooding, … should be 
taken into account. This should also be considered for primary production (fields).

b) Lay-out should strictly separate between contaminated (low care) and clean areas (high care) (or separation in time 
and suitable cleaning in between); suitable arrangements of rooms should be made for one-direction production flow 
and cooled rooms or heating facilities should be insulated.

c) Floors should be constructed with waterproof, non-absorbent, washable, non-slippery material without fissures and 
walls likewise at least up to appropriate height.

d) Doors should have smooth and non-absorbent surfaces. Automatic opening and closing should be considered to 
avoid contamination by touching.

(1) http://ec.europa.eu/food/safety/docs/biosafety_food-hygiene_legis_guidance_reg-2004-852_en.pdf
(2) http://ec.europa.eu/food/safety/docs/biosafety_food-hygiene_legis_guidance_reg-2004-853_en.pdf
(3) Definition from the FAO/WHO guidance to governments on the application of HACCP in small and/or less-developed food businesses 

(http://www.fao.org/docrep/009/a0799e/a0799e00.HTM ISSN 2254-4725)
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e) There should be sufficient lighting in all areas, with special attention paid to provision of suitable lighting to food 
preparation and inspection areas. Lighting should be easy to clean, with protective covers to prevent contamination 
of food in the event of lights breaking.

f) Clearly defined storage facilities should be available for raw material, receptacles for food and packaging materials. 
Only products that may be added to food (e.g. additives) should be stored in the same area, excluding common 
storage with toxic products (e.g. pesticides).

g) The specific clothes changing room(s) should be clean and ordered, not used as a refectory or a smoking room, and 
should facilitate a separation between normal clothing, clean work clothing and used work clothing.

h) Toilets should not open directly to food handling areas. Preferably water flushing with use of foot/arm pedals should 
be present and reminders to wash hands strategically placed.

i) Hand washing facilities should be positioned conveniently between toilets/changing rooms and the food handling 
area; disinfectants/soap and towels for single use should be available; installations blowing warm air should only be 
present in rooms without food and non-hand-operable taps are desirable.

j) Equipment and monitoring/recording devices (e.g. thermometers) should be clean and the equipment suitable for 
contact with food products.

k) Attention should be paid to the different possibilities whereby the use of equipment can result in (cross-) contamina
tion of food:

i. Prevention of contamination of the equipment by the environment e.g. condensation dripping from ceilings;

ii. Prevention of contamination within the food handling equipment e.g. accumulation of food residues in slicing 
devices;

iii. Prevention of contamination by raw materials: separate equipment (or cleaning and disinfection between use) for 
raw products and cooked products (chopping boards, knives, dishes, …).

l) There should be an appropriate number of monitoring devices for critical parameters e.g. temperature.

2.2 Cleaning and disinfection

a) What, when and how should be considered.

b) Typical steps should be removal of visible dirt → cleaning → rinsing → disinfection → rinsing.

c) Materials and approach for cleaning equipment should be different between low and highly contaminated areas.

d) Hot water should be used as much as possible for cleaning.

e) Technical information should be available regarding detergents, disinfection agents (e.g. active component, contact 
time, concentration).

f) Visual checks on cleaning and sampling for analysis (e.g. hygienogram) should be used to control disinfection 
activities.

2.3 Pest control: focus on prevention

a) External walls should be free of cracks or chinks, surroundings neat and clean and areas for cleaning accessible.

b) Insect screen should be placed at windows.

c) Doors should be kept closed except when loading and or unloading.

d) Unused equipment and rooms should be clean.

e) The presence of an indoor pool of water should be immediately addressed.
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f) A pest control program should be available:

i. Baits and traps (inside/outside) should be considered in appropriate numbers and strategic placement;

ii. The program should cover rodents, crawling, walking and flying pests;

iii. Dead pests and insects should be frequently removed ensuring no possible contact with food;

iv. The cause should be determined in case of a recurrent problem;

v. Pesticides should be stored and used so that there is no possible contact with food, packaging material, 
equipment, …

2.4 Technical maintenance and calibration

a) The maintenance plan should be considered with a technical specialist. The plan should include ‘emergency’ proce
dures when equipment is defective and instructions for preventive replacement of seals, gaskets, …

b) Attention should be paid to hygiene during maintenance operations and to proper operation of equipment e.g. 
avoidance of overloading or exceeding the equipment’s capacity, leading to cracks, (too) hot food in cooling systems 
preventing a quick cooling, too low (re)heating capacity for the amount of food put in warming tables of food ser
vice establishments, …

c) Calibration of monitoring devices (e.g. weighing scales, thermometers, flow meters) is of importance in controlling 
food safety and hygiene.

2.5 Physical and chemical contaminations from production environment (e.g. oils, inks, use of (damaged) wooden equipment, etc.)

a) The frequency of the control of physical hazards (glass, plastic, metal, …) should be determined using a risk-based 
analysis (how big is the likelihood of occurrence in an establishment in question?).

b) A procedure should be available explaining what to do in case of breakage of glass, hard plastic, knives, …

c) Only cleaning products suitable for food contact surfaces should be used in food processing environments where 
there is some possibility of incidental food contact. Other cleaning products should be only used outside periods of 
production.

d) Possible chemical hazards should only be dealt with by specialized, trained staff. Weighing scales for additives should 
be automatic.

2.6 Allergens

Allergens must be considered as part of the food safety management system since they are hazards. After defining 
which allergens are relevant for a certain product, a preventive strategy can be based on 2 approaches:

— Allergens should be kept out of the premises by guarantees from the suppliers of raw materials and other ingredi
ents; or

— Strict measures to minimize cross-contamination should be applied with products potentially containing allergens 
separated from other products at the time of production, by the use of different production lines, receptables and 
storage facilities, by a specific work methodology, awareness of workers and compliance with hygiene rules before 
returning to work from breaks for eating.

If such a preventive strategy cannot be efficiently implemented, the production process might have to be reviewed.

2.7 Waste management

Compliance with the requirements in Chapter VI of Annex II to Regulation (EC) No 852/2004 can be best achieved and 
illustrated by the FBO by implementing procedures for each type of waste (animal by-products, spoiled food, chemical 
waste, redundant/used packing material). When applicable, it should be recorded who is responsible for the removal, 
how it is collected, where it is stored and how it is removed from the establishment.
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2.8 Water and air control

In addition to the quite detailed requirements in Chapter VII of Annex II to Regulation (EC) No 852/2004:

a) Regular own microbiological and chemical analysis of water directly in contact with food (unless community potable 
water) should be carried out. Factors such as the source, intended use of the water, etc. will determine the frequency 
of analysis.

b) As a general rule, only potable water may be used on food of animal origin. At least clean water or where applicable 
clean sea water should be used in other cases. Potable water is strongly recommended in washing of fruit and vegeta
bles for direct consumption.

c) Condensation should be avoided.

d) Ventilation systems are kept clean, so that they do not become a source of contamination. For high risk/care areas 
requiring air control, the implementation of positive air pressure systems and appropriate air filtering systems should 
be considered.

2.9 Personnel (hygiene, health status)

a) Personnel should be aware of hazards from gastro-intestinal infections, hepatitis and wounds with appropriate exclu
sion from food handling or suitable protection; relevant health problems should be reported to the manager. Special 
consideration should be given to temporary workers who might be less familiar with potential hazards.

b) At least ready-to-eat food should preferably be handled with gloves suitable to come into contact with food and the 
gloves should be regularly renewed. Hands should be washed before putting on gloves and after glove removal.

c) Hands should be washed (+ disinfected) regularly, as a minimum, before starting to work, after using the lavatory, 
after breaks, after rubbish disposal, after coughing or sneezing, after handling of raw materials, …

d) Hair covers (and beard snoods) should be considered and appropriate clothing with high degree of cleanliness, mini
mum of pockets, absence of jewellery and watches.

e) Eating, drinking and/or smoking rooms should be separated and clean.

f) First aid kits should be easily accessible and available for an immediate use.

g) The number of visitors should be minimized. Visitors should wear appropriate protective clothing, provided by the 
FBO.

2.10 Raw materials (supplier selection, specifications)

a) Consideration should be given not only to the supply of raw materials themselves but also to the supply of additives, 
processing aids, packaging material and food contact material.

b) A strict supply policy, containing agreement on specifications (e.g. microbiological) and hygiene assurance and/or 
requesting a certified quality management system can be taken into account in the extent of details on the PRPs and 
HACCP plan of the establishment itself.

c) Apart from agreements with and possible auditing of the supplier, a number of issues might give a good indication 
on the reliability of the supplier such as homogeneity of delivered goods, compliance with agreed delivery period, 
accuracy of information added, sufficient shelf life or freshness, use of clean and suitably equipped transportation, 
hygiene awareness of the driver and other food handlers transporting the food, correct temperature during transport, 
long term satisfaction, etc. Most of these issues should be part of a reception control. It may be necessary to be 
aware of previous cargoes of a transport vehicle in order to implement adequate cleaning procedures to reduce the 
likelihood of cross contamination.

d) Storage conditions at the establishment itself should take into account any instructions provided by the supplier, ‘first 
in, first out’ or ‘first expire, first out’ principles, accessibility for inspection from all sides (e.g. not placed directly on 
the ground, against walls, …).
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2.11 Temperature control of storage environment

a) Temperature and humidity should be (automatically) recorded where relevant.

b) Alarm devices should preferably be automatic.

c) Temperature fluctuations should be minimized e.g. by using a separate room/freezer to freeze products from that 
used for storage of frozen products.

d) Chilling/heating capacity should be adapted to the amounts involved.

e) Temperatures in the product and during transport should also be monitored.

f) Verification should occur regularly.

2.12 Working methodology

Work instructions should be kept clear and simple, visible or easily accessible. They may include instructions to clean 
and remove broken glass immediately and report it, not to leave inspection places unmanned, put finished products in 
cooled room as soon as possible if cooled storage is required, fill in records correctly as soon as possible, …
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ANNEX II

Procedures based on the hazard analysis and critical control points (HACCP) principles and 
guidelines for their application

1. Introduction

HACCP-based procedures are mandatory for all food business operators except primary producers (1). This Annex II 
describes in a simple way how the HACCP principles can be applied. It is largely based on the principles set out in the 
Annex of the Codex Alimentarius document CAC/RCP 1-1969.

HACCP-based procedures are considered to be a useful tool for food business operators to identify and control hazards 
that may occur in food and during food processing in their own establishment. In view of the wide range of food 
businesses to which Regulation (EC) No 852/2004 is addressed, and in view of the great diversity of food commodities 
and manufacturing procedures that are applied to food, it is appropriate to issue general guidance on the development 
and implementation of HACCP based procedures.

2. General principles

Prior to application of the HACCP-based procedures to any business, the food business operator should have imple
mented the PRPs (See Annex I).

The HACCP-based procedures should be science/risk-based and systematic, identifying specific hazards, and measures for 
control of those hazards, to ensure the safety of food. HACCP-based procedures are tools to identify and assess hazards 
and establish control systems that focus on prevention, as opposed to older systems that relied mainly on end product 
testing. All HACCP-based procedures are capable of accommodating changes, such as advances in equipment design, 
processing procedures or technological developments as they include a requirement to review the procedures to ensure 
that new hazards have not been introduced when such changes are made.

Hazards may be grouped within a HACCP-based procedure if they are controlled in a similar way. In addition similar 
products can be grouped together if they are produced in the same way and share common hazards.

As well as enhancing food safety, implementation of the HACCP-based procedures can provide other significant benefits, 
e.g. for inspection/auditing by regulatory authorities and promote international trade by increasing confidence in food 
safety.

The HACCP-based procedures are based on the following seven principles:

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

(2) identifying the critical control points at the step or steps at which control is essential to prevent or eliminate all 
relevant hazards or to reduce them to acceptable levels;

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

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

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

(6) establishing procedures, which shall be carried out regularly, to verify that the measures outlined in principles 1 to 5 
are working effectively;

(7) establishing documents and records commensurate with the nature and size of the food business to demonstrate the 
effective application of the measures outlined in principles 1 to 6.

During hazard identification, evaluation, and subsequent operations in designing and applying the HACCP-based proce
dures, the FBO should give consideration to the likely end-use of the product (e.g. cooked or not), categories of vulnera
ble consumers and epidemiological evidence related to food safety.

(1) Article 5 of the Regulation (EC) No 852/2004.
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The intent of HACCP-based procedures is to focus on control at CCPs. They should be applied to each specific operation 
separately. The application of the HACCP-based procedures should be reviewed and necessary changes made when any 
modification is made in the product, process, or any step. It is important when applying the HACCP-based procedures 
to be flexible where appropriate, given the context of the application taking into account the nature and the size of the 
operation.

3. Preliminary activities

3.1 Assembly of a multidisciplinary HACCP team

This team, which involves all parts of the food business concerned with the product, should include the whole range of 
specific knowledge and expertise appropriate to the product under consideration, its production (manufacture, storage, 
and distribution), its consumption and the associated potential hazards and should also involve as much as possible the 
higher management levels. The team should get the full support of the management who should consider itself owner 
of the HACCP plan and overall FSMS.

Where necessary, the team should be assisted by specialists who will help it to solve its difficulties as regards assessment 
and control of critical points.

The team may include specialists and technicians:

— who understand the biological, chemical or physical hazards connected with a particular product group,

— who have responsibility for, or are closely involved with, the technical process of manufacturing the product under 
study,

— who have a working knowledge of the hygiene and operation of the process plant and equipment,

— any other person with specialist knowledge of. microbiology, hygiene or food technology.

One person may fulfil several or all of these roles, provided all relevant information is available to the team and is used 
to ensure that the system developed is reliable. Where expertise is not available in the establishment, advice should be 
obtained from other sources (consultancy, guides of good hygiene practices, etc. not excluding other companies of the 
same group (at sectorial or association level) where expertise is available).

3.2 Description of the product(s) at the end of process (called hereafter ‘end product’)

A full description of the end product should be drawn up, including relevant safety information such as:

— Origin of ingredients/raw materials, which may help identify certain hazards,

— composition (e.g. raw materials, ingredients, additives, possible allergens etc.),

— structure and physico-chemical characteristics (e.g. solid, liquid, gel, emulsion, moisture content, pH, water activity, 
etc.),

— processing (e.g. heating, freezing, drying, salting, smoking, etc. and to what extent),

— packaging (e.g. hermetic, vacuum, modified atmosphere) and labelling,

— storage and distribution conditions, including transport and handling

— required shelf life (e.g. ‘use by date’ or ‘best before date’),

— instructions for use,

— any microbiological or chemical criteria applicable.

3.3 Identification of intended use

The HACCP team should also define the normal or expected use of the product by the customer and by the consumer 
target groups for which the product is intended. In specific cases, the suitability of the product for particular groups of 
consumers, such as institutional caterers, travellers, etc. and for vulnerable groups of the population may have to be 
considered.

3.4 Construction of a flow diagram (description of manufacturing process)

Whatever format is chosen, all steps involved in the process should be studied in sequence and presented in a detailed 
flow diagram.
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All processes (from receiving the raw materials to placing the end product on the market) including delays during or 
between steps, should be mentioned together with sufficient technical data that is relevant for food safety, such as tem
perature and the duration of heat treatment.

Types of data may include but are not limited to:

— plan of working premises and ancillary premises,

— equipment layout and characteristics,

— sequence of all process steps (including the incorporation of raw materials, ingredients or additives and delays dur
ing or between steps),

— technical parameters of operations (in particular time and temperature, including delays),

— flow of products (including potential cross-contamination),

— segregation of clean and dirty areas (or high/low risk areas).

3.5 On-site confirmation of flow diagram

After the flow diagram has been drawn up, the HACCP team should confirm it on site during operating hours. Any 
observed deviation must result in an amendment of the original flow diagram to make it accurate.

4. Hazard analysis (Principle 1)

4.1 Listing of relevant hazards

A hazard is a biological, chemical or physical agent in, or condition of, food or feed with the potential to cause an 
adverse health effect (1).

All major potential biological, chemical or physical hazards that may be reasonably expected to occur at each process 
step (including production, acquisition, storage, transport and handling of raw materials and ingredients and delays dur
ing manufacture) should be identified and listed. It may be useful to consult external source of information (e.g. the 
Rapid Alert System for Food and Feed).

The HACCP team should next conduct a hazard analysis to identify which hazards are of such a nature that their elimi
nation or reduction to acceptable levels is essential to the production of a safe food (end product).

In conducting the hazard analysis, the following should be considered (see also Appendix 2):

— the likelihood of occurrence of hazards and severity of their adverse health effects;

— the qualitative and/or quantitative evaluation of the presence of hazards;

— the survival or multiplication of pathogenic micro-organisms and unacceptable generation of chemicals in intermedi
ate products, end products, production line or line environment;

— the production or persistence in foods of toxins or other undesirable products of microbial metabolism, chemicals 
or physical agents or allergens;

— the contamination (or recontamination), of a biological (micro-organisms, parasites), chemical or physical nature, of 
raw materials, intermediate products or end products.

4.2 Control measures

The FBO should consider and describe what control measures, if any, can be applied for each hazard.

Control measures are those actions and activities that can be used to prevent hazards, eliminate them or reduce their 
impact or likelihood of occurrence to acceptable levels. Many preventive control measures are part of PRPs and are 
intended to avoid contamination from the production environment (e.g. personnel, pest, water, maintenance which are 
listed as examples in Annex I). Other control measures aiming at reduction or elimination of hazards are more specifi
cally linked to particular production process e.g. pasteurization, fermentation and may result in the establishment of 
CCPs or operational PRPs (oPRPs: see Section 5).

(1) Article 3(14) of Regulation (EC) No 178/2002.
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More than one control measure may be required to control an identified hazard e.g. pasteurization controlled by time, 
temperature and flow rate of the fluid and more than one hazard may be controlled by one control measure e.g. pas
teurization or controlled heat treatment may provide sufficient assurance of reduction of the level of several pathogenic 
micro-organisms such as Salmonella and Listeria.

Control measures should be validated.

Control measures should be supported by detailed procedures and specifications to ensure their effective 
implementation.

5. Identification of critical control points (CCP) (Principle 2)

The identification of a CCP requires a logical approach. Such an approach can be facilitated by the use of a decision tree 
or other methods, according to the knowledge and experience of the HACCP team.

The identification of CCPs has two consequences for the HACCP team which should then:

— ensure that appropriate control measures are effectively designed and implemented. In particular, if a hazard has 
been identified at a step where control is necessary for product safety and no control measure exists at that step, or 
at any other further on in the production process, then the product or process should be modified at that step or at 
an earlier or later stage, to include a control measure;

— establish and implement a monitoring system at each CCP.

Appendix 2 provides a method to carry out the hazard analysis by a semi-quantitative risk evaluation. Other examples 
of tools are the decision trees shown in Appendix 3A and B. The tools in Appendices 2 and 3 can be used separately or 
in combination, using the risk evaluation for identifying the most relevant hazards and for initial screening of required 
control measures and the decision tree for further refining of the control measures.

Each process step identified in the flow diagram (see Section 3.4 of this Annex) should be considered in sequence. At 
each step, the decision tree and/or risk evaluation should be applied to each hazard that may be reasonably expected to 
occur or be introduced and each control measure identified. Application should be flexible, considering the whole man
ufacturing process in order to avoid, whenever possible, unnecessary CCPs. Training in the application of a method to 
identify CCPs is recommended.

As illustrated in the Appendices, the hazard analysis may identify different levels of risks for each process step:

— For lower risk levels it can be concluded that, if robust PRPs are in place, these PRPs are sufficient to control the 
hazards

— For intermediate levels of risks identified, ‘intermediate’ measures can be proposed, such as ‘operational PRPs 
(oPRPs (1))’ (see Appendices 2 and 3 and ISO 22000)

— oPRPs are PRPs that are typically linked to the production process and are identified by the hazard analysis as 
essential, in order to control the likelihood of the introduction, survival and/or proliferation of food safety haz
ards in the product(s) or in the processing environment. Similarly to CCPs, operational PRPs include measurable 
or observable action criteria or action limits (but targets rather than critical limits), monitoring of the implemen
tation of control measures, monitoring records and corrective actions if needed. Examples are:

— Control of washing process of vegetables (e.g. by frequency of wash water refreshment to avoid microbial 
cross-contamination, mechanical action in the water to remove physical hazards as stones, pieces of wood)

— Control of blanching process for the deep freezing industry (time/temperature)

Washing and blanching processes can usually not be considered as CCPs because neither full elimination of the 
microbial hazards nor reduction to an acceptable level can be achieved or is aimed at. However, they will impact 
the microbial load of the processed products.

— More intensive cleaning and disinfection in high care areas, more strict personal hygiene in high care areas, 
for example in packaging areas of ready to eat food.

(1) Sometimes other wording is used such as ‘Control Point (CP)’, as not all intermediate measures are linked to an operation, or ‘Points of 
Attention’ (PoA).
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— More severe incoming check upon reception of raw materials if supplier is not guaranteeing the desired qual
ity/safety level (e.g. mycotoxins in spices).

— Control of allergens by a sanitation program

— For high level of risks, which are not controlled by PRPs or oPRPs, CCPs should be established.

A comparison of PRPs, oPRPs and CCPs is provided in Appendix 4.

6. Critical limits at CCPs (Principle 3)

Each control measure associated with a critical control point should give rise to the specification of critical limits.

Critical limits correspond to the extreme values acceptable with regard to product safety. They separate acceptability 
from unacceptability. They are set for observable or measurable parameters which can demonstrate that the critical 
point is under control. They should be based on substantiated evidence that the chosen values will result in process 
control.

Examples of such parameters include temperature, time, pH, moisture content, amount of additive, preservative or salt, 
sensory parameters such as visual appearance or texture, etc.

In some cases, to reduce the likelihood of exceeding a critical limit due to process variations, it may be necessary to 
specify more stringent levels (i.e. target levels) to assure that critical limits are observed.

Critical limits should be validated and should have clear, specific values.

Critical limits may be derived from a variety of sources. When not taken from regulatory standards or from guides of 
good hygiene practices, the HACCP team should ascertain their validity relative to the control of identified hazards at 
CCPs.

7. Monitoring procedures at CCPs (Principle 4)

An essential part of HACCP-based procedures is a program of observations or measurements performed at each CCP to 
ensure compliance with specified critical limits.

Observations or measurements must be able to detect loss of control at CCPs and provide information in time for 
corrective action to be taken.

Where possible, process adjustments should be made when monitoring results indicate a trend towards loss of control 
at a CCP. The adjustments should be made before a deviation occurs (the critical limit is not met). Data derived from 
monitoring must be evaluated by a designated and experienced person with knowledge and authority to carry out cor
rective actions when indicated.

Observations or measurements can be made continuously or intermittently. When observations or measurements are 
not continuous, it is necessary to establish a frequency of observations or measurements which provides information in 
time for corrective actions to be taken.

The HACCP plan should describe the methods, the frequency of observations or measurements and the recording proce
dure for monitoring at CCPs:

— who is to perform monitoring and checking,

— when monitoring and checking is performed,

— how monitoring and checking is performed.

The frequency of monitoring should be risk based e.g. depending on the likelihood of hazard occurrence in the product, 
the volume of production, the distribution of the product, the potential consumers, the number of workers directly 
handling the product, …

Records associated with monitoring CCPs must be signed by the person(s) doing the monitoring and when records are 
verified by staff of the company responsible for reviewing.
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8. Corrective actions (Principle 5)

For each CCP, corrective actions should be planned in advance by the HACCP team, so that they can be taken without 
hesitation when monitoring indicates a deviation from the critical limit.

Such corrective actions should include:

— proper identification of the person(s) responsible for the implementation of the corrective action,

— means and action required to correct the observed deviation,

— action(s) (sometimes called ‘corrections’ to differentiate from other corrective actions) to be taken with regard to 
products that have been manufactured during the period when the process was out of control,

— written record of measures taken indicating all relevant information (for example: date, time, type of action, actor 
and subsequent verification check).

Monitoring may indicate that preventive measures (PRPs or their robustness) or the process and its CCPs shall have to 
be reviewed if corrective actions for the same procedure have to be taken repeatedly.

9. Verification (and validation) procedures (Principle 6)

The HACCP team should specify the methods and procedures to be used for determining if the HACCP-based proce
dures are working correctly. Methods for verification may include in particular random sampling and analysis, rein
forced analysis or tests at selected critical points, intensified analysis of intermediate or end products, surveys on actual 
condition during storage, distribution and sale and on actual use of the product.

The frequency of verification should be sufficient to confirm that HACCP-based procedures are working effectively. The 
frequency of verification shall depend on the characteristics of the business (output, number of employees, nature of the 
food handled), the monitoring frequency, the accuracies of the employees, the number of deviations detected over time 
and the hazards involved.

Verification procedures may include:

— Audits of HACCP-based procedures and their records,

— Inspection of operations (people compliance),

— Confirmation that CCPs monitoring is implemented and maintained,

— Review of deviations and product dispositions; corrective actions taken with regard to the product.

The frequency of verification will greatly influence the amount of recheck or recall required in case a deviation exceed
ing the critical limits has been detected. Verification should comprise all of the following elements, but not necessarily 
all at the same time:

— check on the correctness of the records and analysis of deviations,

— check on the person monitoring processing, storage and/or transport activities,

— physical check on the process being monitored,

— calibration of instruments used for monitoring.

Verification should be carried out by someone other than the person who is responsible for performing the monitoring 
and corrective actions. Where certain verification activities cannot be performed in house, verification should be per
formed on behalf of the business by external experts or qualified third parties.

At the start of a process or in case of a change, validation activities should be carried out and should gather evidence to 
confirm the efficacy of all elements of the HACCP plan. Such evidence includes scientific publications, in-house testing, 
predictive microbiology, … demonstrating that the critical limits set, will, if adhered to, result in the intended effect on 
the hazard (no growth, reduction, …). Additional guidance and examples of validation activities are in 
CAC/GL 69-2008.

Examples of changes that may require re-validation include:

— change in raw material or in product, processing conditions (factory layout and environment, process equipment, 
cleaning and disinfection program),
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— change in packaging, storage or distribution conditions,

— change in consumer use,

— receipt of any information on a new hazard associated with the product.

Where necessary, such a review must result in the amendment of the procedures laid down. The changes should be fully 
incorporated into the documentation and record-keeping system in order to ensure that accurate up-to-date information 
is available.

Validation, verification or monitoring?

— Validation: evidence before the start (or change) of a process demonstrating that the considered control measures 
(PRPs, oPRPs or CCPs) are effective when correctly applied and will be protective of human health e.g. evidence that 
the targeted hazard does not grow to an unacceptable level at the proposed critical limit of storage temperature.

— Monitoring: ongoing (real-time) collection of information at the step where the control measure is applied e.g. the 
continuous or intermittent monitoring of the storage temperature.

— Verification: periodic activity to demonstrate that the desired outcome has indeed been reached e.g. sampling and 
testing of the food to evaluate the presence of the targeted hazard below the acceptable threshold by storage at 
a certain temperature.

Example 1: milk pasteurization

— Validation: before production activities: Experimental proof that the process used will heat milk to 72 °C for 
15 seconds and will destroy Coxiella burnetti. Calibrated probes, microbiological tests and predictive microbiology 
can be used.

— Monitoring: during production activities: System (time – temperature – pressure – volume throughput) which will 
enable the companies to see that the critical limit (72 °C for 15 s) is attained during process.

— Verification: fixed frequency per year: Periodic microbiological tests on the end product, regular check of tempera
ture of the pasteurizer with calibrated probes.

Example 2: Fermentation of dry cured sausages

— Validation: pH, water activity, time/temperature combination, not allowing Listeria monocytogenes to grow by predic
tive modelling or by challenge testing;

— Monitoring during fermentation: measurement of pH, weight loss, time period, temperature, humidity of fermenta
tion chamber, L. monocytogenes sampling in fermentation environment;

— Verification: L. monocytogenes sampling plan in the end product.

See also CAC/GL 69-2008 (1).

10. Documentation and record keeping (Principle 7)

Efficient and accurate record keeping is essential to the application of HACCP-based procedures. HACCP-based proce
dures should be documented in the HACCP-plan and continuously supplemented by records on findings. Documenta
tion and record keeping should be appropriate to the nature and size of the operation and sufficient to assist the busi
ness to verify that the HACCP-based procedures are in place and being maintained. Documents and records should be 
kept for a sufficient period of time beyond the shelf life of the product for traceability purposes, for the regular revision 
of the procedures by the FBO and to allow the competent authority to audit the HACCP-based procedures. Expert devel
oped HACCP guidance materials (e.g. sector-specific HACCP guides) may be utilized as part of the documentation, pro
vided that those materials reflect the specific food operations of the business. Documents should be signed by a respon
sible reviewing official of the company.

Recommended documentation includes:

— PRPs applied, working instructions, standard operational procedures, control instructions;

— Description of the preparatory stages (before 7 principles);

— Hazard analysis;

(1) http://ucfoodsafety.ucdavis.edu/files/172961.pdf
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— CCP (+/- oPRPs) identification;

— Critical limit determination;

— Validation activities;

— Corrective actions anticipated;

— Description of planned monitoring and verification activities (what, who, when);

— Record forms;

— Modifications to the HACCP-based procedures;

— Supporting documents (generic guides, scientific evidence, …).

A systematic, integrated approach can be taken by using worksheets for the development of the HACCP plan as pro
vided in the Annex to CAC/RCP 1-1969, Diagram 3. Starting from the flow diagram, at each step of processing the 
potential hazards are described, relevant control measures (PRPs) listed, CCPs identified (if appropriate based on the 
hazards analysis) along with their critical limits, monitoring procedures, corrective actions and available records.

Record examples are:

— Outcome of CCP monitoring activities;

— Observed deviations and executed corrective actions;

— Outcome of verification activities.

Records should be kept for an appropriate period of time. That period should be long enough to ensure information to 
be available in case of an alert that can be traced back to the food in question. For certain foods the date of consump
tion is certain. For instance, in food catering, consumption takes place shortly after the time of production. For food for 
which the date of consumption is uncertain, records should be kept for a reasonably short period after the expiry date 
of the food. Records are an important tool for the competent authorities to allow verification of the proper functioning 
of the food businesses' FSMS.

A simple record-keeping system can be effective and easily communicated to employees. It may be integrated into exist
ing operations and may use existing paperwork, such as delivery invoices and checklists to record, for example, product 
temperatures (see also Annex III).

11. The role of microbiological criteria and limits set in the EU or national law

Although EU legislation does not provide for critical limits at critical control points, microbiological criteria (1) can be 
used in validation and verification of HACCP-based procedures and other food hygiene control measures, as well as for 
the verification of the correct functioning of these control measures. For a particular operation or type of food, the 
guides to good practice can refer to these limits and the HACCP-based procedure can be formatted in such a way as to 
ensure that these limits are met.

(1) Commission Regulation (EC) No 2073/2005 of 15 November 2005 on microbiological criteria for foodstuffs (OJ L 338, 22.12.2005, 
p. 1).

30.7.2016 EN Official Journal of the European Union C 278/17



ANNEX III

Flexibility provided for certain food establishments by EU legislation

1. Purpose of this Annex

The purpose of this Annex is to give guidance on flexibility with regard to the implementation of food safety manage
ment systems including HACCP-based procedures, and in particular:

— To identify those food businesses where flexibility would be appropriate,

— To explain the notion ‘simplified HACCP-based procedures’,

— To explain the role of guides to good practice and generic HACCP guides, including the need for documentation, and

— To identify the extent of flexibility applicable to the HACCP principles.

2. Flexibility within an FSMS

The purpose of flexibility within an FSMS is to seek for proportionality of control measures by adaptation to the nature 
and the size of the establishment. The application of such flexibility must remain risk-based and the best way to achieve 
it is via an integrated approach considering PRPs and initial steps in the HACCP-based procedures (hazard analysis). In 
particular, a hazard analysis approach which uses a (semi)quantitative risk evaluation system may result in a justification 
of controls only based on PRPs (no CCP identified) or in the identification of a very limited number of real CCPs to be 
monitored and further addressed within the HACCP-based procedures.

Avoiding jargon that small FBOs may find difficult to understand, in particular in national or generic guides, can fore
stall any reluctance to develop an FSMS or parts thereof. Avoiding jargon can therefore be considered as a type of 
flexibility.

Flexibility is not primarily intended to reduce CCPs and should not compromise food safety.

A summary of examples of flexibility regarding PRPs and HACCP-based procedures can be found in Appendix 5.

3. Flexibility in the implementation of PRPs

PRPs apply to all FBOs. Most PRPs are laid down in Annexes I and II of Regulation (EC) No 852/2004 while additional 
PRPs for foods of animal origin are laid down in Regulation (EC) No 853/2004. Overall, the requirements in Annex I 
and II of Regulation (EC) No 852/2004 are described relatively generally since they need to be applied by all (and very 
different) sectors of food production. They therefore include automatically a high degree of flexibility how they should 
be complied with in practice. It should not be assumed that all PRPs as detailed in Annex I of this document apply to 
all establishments. A case by case assessment should be made to identify relevant PRPs for each establishment which 
should be implemented proportionate to the nature and size of the establishment.

The food hygiene regulations contain several flexibility provisions, which are mainly intended to facilitate the implemen
tation of PRPs in small enterprises:

(a) PRPs laid down in Annex I of Regulation (EC) No 852/2004, intended for primary production and associated activi
ties, are more general than those in Annex II for other FBOs.

(b) Within Annex II of Regulation (EC) No 852/2004, simplified general and specific requirements for premises and 
rooms are laid down for movable and/or temporary premises, premises used primarily as a private dwelling-house 
but where foods are regularly prepared for placing on the market and vending machines (Chapter III of the 
Annex II).

(c) Exclusions from the scope (Article 1) of Regulation (EC) No 852/2004, for example the direct supply by the pro
ducer of small quantities of primary products to the final consumer or to a local retail establishment directly supply
ing the final consumer.
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(d) Exclusions from the scope (Article 1) of Regulation (EC) No 853/2004, for example the direct supply by the pro
ducer of small quantities of meat from poultry and lagomorphs slaughtered on the farm to the final consumer or to 
local retail establishment directly supplying such meat to the final consumer as fresh meat.

(e) Exclusion of most retailers from Regulation (EC) No 853/2004 (Article 1(5)).

(f) Reception control of prepacked food at retail can be limited to checking if packages and temperatures during trans
port were ok, while major processing plants are supposed to supplement the reception control by regular sampling 
and testing.

(g) Cleaning and disinfection in a small butcher shop might be very close to good hygiene kitchen practices, while 
specialised external companies might be needed in large slaughterhouses.

(h) Control of water can be negligible if community potable water is used, but should be extended if a business's own 
source is used or recycling takes place.

(i) Visual verification of the temperature at the shelf can occur while serving clients at retail, while automatic recording 
and alerts are employed in larger chilling facilities

(j) The possibility to adapt PRPs under national law in accordance with Article 10(4) of Regulation (EC) No 853/2004:

i. To enable the continued use of traditional methods;

ii. To accommodate the needs of FBOs situated in regions that are subject to special geographic constraints (e.g. 
remote areas, mountain areas, remote small islands, …);

iii. In any establishment as regards construction, layout and equipment.

Details on flexibility also can be found in dedicated guidance documents at:

— Commission Staff Working Document on the Understanding of certain provisions on Flexibility provided in the 
Hygiene Package — Guidelines for the competent authorities:

http://ec.europa.eu/food/safety/docs/biosafety-hygiene-faq_all_public_en.pdf

— Commission Staff Working Document on the Understanding of certain provisions on Flexibility provided in the 
Hygiene Package — Frequently Asked Questions — Guidelines for food business operators:

http://ec.europa.eu/food/safety/docs/biosafety-hygiene-faq_all_business_en.pdf

The use of generic sectorial guides on PRPs instead of description of PRPs developed by the business itself may help 
small enterprises to comply with these requirements.

PRPs are mainly used to fulfil legal requirements so flexibility may be applied to the documents and records kept, but 
never to the objectives of the PRPs.

4. Flexibility in the implementation of the HACCP-based principles

4.1. Background

Article 5 of Regulation (EC) No 852/2004 requires food business operators to put in place, implement and maintain 
a permanent procedure based on HACCP principles.

The concept allows HACCP principles to be implemented with the required flexibility.

In Regulation (EC) No 852/2004, key issues for simplified HACCP-based procedures are:

(a) Recital 15 of the same Regulation which states that:

‘The HACCP requirements should take account of the principles contained in the Codex Alimentarius. They should 
provide sufficient flexibility to be applicable in all situations, including in small businesses. In particular, it is neces
sary 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 necessary 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.’
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(b) The clear statement in Article 5(1) that the procedure must be based on the HACCP principles.

(c) The statement in Article 5(2)(g) that the need for establishing documentation and records must be commensurate to 
the nature and the size of the food business.

(d) Article 5(5) of the Regulation, which allows the adoption of arrangements to facilitate the implementation of the 
HACCP requirement by certain FBOs. These include the use of guides for the application of HACCP-based 
procedures.

The Article 5(2)(g) of the Regulation (EC) No 852/2004 identifies two main criteria that render a FBO eligible for flexi
bility as regards HACCP-based procedures: its nature and its size.

a) The nature is the basis for a risk-based approach and depends on the activity of the FBO, for example:

— Processing, wrapping, … or just storage of prepacked food

— Hazard reducing/eliminating (e.g. pasteurisation) step at end or not

— Food of animal origin (still creating more food-borne outbreaks) or not

— Hazards associated with raw materials/ingredients

— Temperature requirements at handling/storage or not

The hazard analysis plays a crucial role in assessing the risk.

b) The size (Volume of production, throughput, etc …) is linked to proportionality for small business operators and is 
mainly reflected in a reduction of administrative burden (use of generic guides, extent of documentation, 
records, …).;

Although both criteria for flexibility might be relevant for certain FBOs (e.g. retailer), these criteria should be considered 
separately.

4.2. What are simplified HACCP-based procedures

The seven HACCP principles are a practical model for identifying and controlling significant hazards on a permanent 
basis. This implies that where that objective can be achieved by equivalent means that substitute in a simplified but 
effective way some of the seven principles, it must be considered that the obligation laid down in Article 5, paragraph 1 
of Regulation (EC) No 852/2004 is fulfilled.

Recital 15 of Regulation (EC) No 852/2004 clearly recognises that not in all cases CCPs might be identified. In such 
cases the application of procedures based on the HACCP principles is limited to the first principle i.e. a hazard analysis 
required to justify in a risk-based manner why no CCP needs to be considered and to demonstrate that PRPs are suffi
cient to control the hazards.

When CCPs are identified in small enterprises, proportionality in administrative burden justifies additionally a simplified 
approach to comply with the other HACCP principles.

Similar products can be grouped for the implementation of procedures based on the HACCP principles.

Whenever there are needs connected with export or specifications of customers, all FBOs are free to use and fully imple
ment HACCP-based procedures and get a certification on them, even if they would be eligible for a more flexible 
approach as described in this document.

4.3. Generic guides to the implementation of HACCP-based procedures

Generic HACCP guides have been developed addressing all principles to be complied with when CCPs are identified.

The generic guides could suggest hazards and controls common to certain food businesses and assist the manager or the 
HACCP team through the process of producing food safety procedures or methods based on a generic hazard analysis, 
and appropriate record keeping.

Food business operators should be aware however that other hazards may be present, e.g. those linked to the layout of 
their establishment or to the process that is applied, and that such hazards cannot be predicted in a generic HACCP 
guide. When generic HACCP guides are used, the FBO should check to ensure that all the activities in the business are 
covered in the guide. If not, then the FBO should develop its own procedures based on the HACCP principles for the 
additional activities.
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In those sectors where there is a lot of commonality between businesses or the manufacturing process is linear and 
short, and where the hazard prevalence is well known, generic HACCP guides may be appropriate, e.g.:

— For slaughterhouses, establishments handling fishery products, dairy establishments etc.

— For businesses that apply standard food processing procedures such as the canning of food, the pasteurisation of 
liquid food, the freezing/quick-freezing of food etc.

In particular in the retail sector, often the handling of food is in accordance with procedures that are well known and 
that are part of the usual vocational training of the staff. Examples might be:

— Restaurants, including food handling facilities in means of transport such as vessels,

— Catering sectors dispatching prepared food from a central establishment,

— The bakery and confectionary sector,

— Retail shops, including butcher shops.

The content of generic HACCP guides where flexibility can be considered should respect the recommendations in 
Section 4.4.

4.4. Flexibility with regard to the preliminary activities and the HACCP principles

4.4.1. Pr e l im i n ary  ac t iv i t ie s

In small enterprises, HACCP/FSMS activities might be carried out by one person who is (temporarily or regularly) 
assisted by external expertise. Where external expertise is used, it is essential that there is sufficient ownership of the 
FSMS by the food business itself. FBOs using this route should make sure that they know how the system works and 
how it is being applied to their business and that their staff is suitably trained to ensure effective implementation.

When there is no processing or other manufacturing (e.g. cutting, wrapping), the description of the product can be 
limited to information available on the label (prepacked food) or other information on the food extracted from reliable 
websites. Unless specifically targeted to certain consumers (e.g. baby food), the intended use can be considered as con
sumption by the general public.

The nature of the business will define the complexity of the required flow diagram, which might be very simple in 
certain businesses.

4.4.2. H az ard  a na ly s i s  an d  id e nt i f i cat i on  of  CC Ps .

Several simplified methods have been described to carry out the hazards analysis and identify possible CCPs e.g. simpli
fied decision trees and semi-quantitative risk evaluation methods. See examples in Appendices 2 and 3.

In certain cases, due to the nature of the food business and the food that is handled by it, a (generic) hazard analysis 
may demonstrate that no very significant hazard has been identified and therefore there is no need for CCPs. In this case 
all food hazards can be controlled by the implementation of the PRPs only or in combination with the application of 
certain oPRPs. It must however be stressed that flexibility on the hazard analysis is not directly linked to the size of the 
establishment and is not appropriate even when the business is small e.g.

— when there is a high likelihood of failure in the method of processing such as canning, vacuum packing,

— food production for vulnerable groups of consumers,

— allergen controls in products declared to be allergen free.

For certain categories of food businesses with very identical, standardised and limited handling of the food (e.g. retail 
shops), it may be possible to pre-determine hazards that need to be controlled. Guidance on such hazards and on the 
control thereof can be addressed in a generic HACCP guide or a generic hazard analysis only.
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In certain cases, due to the nature of the food business and the food that is handled by it, the hazard analysis may 
demonstrate that significant hazards do not exist and there are no control measures, which could be categorized as 
CCPs. In these cases oPRPs are the control measures.

In small businesses it may suffice that the hazard analysis in the HACCP plan describes in a practical and simple way 
the methods to control hazards without necessarily entering into detail on the nature of the hazards. Such analysis 
should nevertheless cover all significant hazards in a business and should clearly define procedures to control these 
hazards and the corrective action to be taken in case of problems.

4.4.3. Cr i t i ca l  l im i ts

Critical limits at CCPs can be established on the basis of:

— Experience (best practice);

— International documentation for a number of operations, e.g. canning of food, pasteurisation of liquids etc. for 
which internationally accepted standards (Codex Alimentarius) exist; critical limits can also be established;

— Guides to good practice on this specific issue;

— Scientific publications;

— EU legislation, EFSA opinions.

The requirement to establish a critical limit at a CCP does not always imply that a numerical value must be fixed. This is 
in particular the case where monitoring procedures are based on visual observation e.g.

— The faecal contamination of carcases in a slaughterhouse,

— The boiling temperature of liquid food,

— The change of physical properties of food during processing (e.g. cooking of food).

4.4.4. Mon i t or i n g  pr oce du re s

Monitoring is not only achieved by measuring. Monitoring may in many cases be a simple procedure, e.g.

— A regular visual verification of the temperature of cooling/freezing/heating facilities using a thermometer;

— A visual observation to monitor whether the correct de-hiding procedure is being applied during slaughter where 
this part of the slaughter process has been identified as a critical control point for preventing carcase contamination;

— A visual observation to verify whether a food preparation submitted to a particular heat treatment has the correct 
physical properties reflecting the level of heat treatment (e.g. boiling or to making sure food is steaming hot all the 
way through).

Monitoring should be as frequent as necessary to ensure that critical limits and targets are permanently met. It should 
confirm that the critical limit or target is not exceeded. The type of CCP determines the frequency of monitoring. Moni
toring of a CCP can in some cases occur intermittently, e.g. in a case of reduced frequency of monitoring after pro
longed period of good results.

Standard processing procedures can be used:

— Certain foods may sometimes be processed in a standard way using a standard calibrated equipment, e.g. certain 
cooking operations, roasting chicken etc. Such equipment ensures that the correct time/temperature combination is 
respected as a standard operation. The cooking temperature of the product then needs not to be systematically mea
sured if it is ensured that the equipment is functioning properly, that the required time/temperature combination is 
respected and that the necessary controls for that purpose are carried out (and corrective action taken where 
necessary).

— In restaurants, food is prepared in accordance with well-established culinary procedures. This implies that measure
ments (e.g. food temperature measurements) need not be carried out systematically if the established procedures are 
followed.
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4.4.5. Ve r i f i ca t i on  an d  v a l i da t i on  pr oce du r es

Verification may in many cases be a simple procedure by which it is possible to check that monitoring like the one 
described in Section 4.4.4 is done in a proper way in order to achieve a required food safety level.

Simple verification procedures may include:

— physical audit or check on the monitoring;

— physical audit or check on the monitoring records including the checking of corrective actions whenever 
a non-compliance or exception reporting has been recorded.

Generic HACCP guides should include examples of necessary verification procedures, and when standard processes are 
concerned, there should be a validation of the considered control measures on the targeted hazards as well. The valida
tion of the HACCP plan and activities of the FBO can focus on the sampling and testing of the food to evaluate the 
presence of the targeted hazards.

4.4.6. Do cu me n t s  an d  re cor d s

This section refers to HACCP related documentation only and not to other documentation on issues such as stock man
agement, traceability etc.

The examples referred to hereunder must be seen in the light of Article 5, paragraph 2(g) of Regulation (EC) 
No 852/2004 where it is stated that under the HACCP-based procedures, documents and records must be commensu
rate to the nature and the size of the food business.

As a general rule, the need for HACCP-related record keeping should be well-balanced and can be limited to what is 
essential with regard to food safety. It is important to consider that recording is necessary but not the goal in itself.

HACCP related documentation includes:

— Documents on the HACCP-based procedures appropriate for a particular food business, and

— Records on measurements and analysis carried out.

Taking into account the above, the following general guidelines could be used:

— Where generic HACCP guides exist, documentation on hazard analysis, CCP determination, critical limit determina
tion, possible modification of the FSMS and validation activities can be substituted for individual documentation on 
HACCP-based procedures. Such guides could also clearly indicate where there is a need for records and the period of 
time during which records must be kept.

— In particular in the case of visual monitoring procedures, it may be considered to limit the need for establishing 
a record only to measurements of non-compliance (e.g. failure of equipment to maintain the correct temperature) 
that are detected.

— Carrying out monitoring effectively is in general more important than recording it. Therefore, flexibility on the 
recording could be more easily accepted than flexibility concerning the monitoring itself (e.g. its frequency).

— In particular for small businesses keeping the right temperature is far more important than actually recording it.

— The records of non-compliance should include the corrective action that has been taken. The use of a diary or 
a checklist might be a suitable way of record keeping in such cases. FBOs can simply tick boxes to indicate how they 
act or provide more detailed information by writing in text boxes how they comply with a control point. Daily 
record-keeping is based on confirming opening and closing checks with a tick and a signature to confirm that safe 
methods have been followed. When a box ticking approach is used, only problems or changes to procedures are 
recorded in more detailed additional writing (i.e. exception reporting).

— (Generic) models regarding auto-control documents should be provided by stakeholders' organisations or competent 
authorities. These should be easy to use, understandable and simple to implement.

— A x-weekly review of methods only requires completing a check list of activities and possible impact on safe 
methods.
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Appendix 1

Glossary

Critical control point (CCP): A step at which control can be applied and is essential to prevent or eliminate a food 
safety hazard or reduce it to an acceptable level (1). Most typical CCPs to control microbiological hazards are tempera
ture requirements e.g. the temperature for storage or transport, the time/temperature conditions to reduce or eliminate 
a hazard (e.g. pasteurisation). Other CCPs may be checking that packages are clean and non-damaged, checking for 
physical hazards by sieving or metal detection or checking time/temperature of frying oil to avoid chemical process 
contaminants.

Critical limit: A criterion which separates acceptability from unacceptability. In the CCP examples above, they refer 
respectively to the maximum temperature (storage and transport), the minimum temperature (hazard reduction/elimina
tion) and the presence of contamination or damages.

Food Safety Management (or control) system (FSMS): The combination of PRPs as preventive control measures; 
traceability, recall and communication as preparedness and HACCP plan defining CCPs and/or oPRPs as control mea
sures linked to the production process. See Figure 1. The FSMS is also the combination of control measures and assur
ance activities. The latter aims at providing evidence that control measures are working properly such as validation and 
verification, documentation and record keeping.

GHP (Good Hygiene Practices), GMP (Good Manufacturing Practices): Package of preventive practices and condi
tions to ensure the safety of the food produced. GHP underline more the need for hygiene, GMP stress correct work 
methodologies. Most PRPs (all those mentioned in Annex I) are GHP or GMP. Sometimes no differentiation is made 
between GHP and GMP, calling all preventive measures ‘GMP’.

Hazard: a biological (e.g. Salmonella), chemical (e.g. dioxin, allergens) or physical (e.g. hard, sharp foreign bodies as 
pieces of glass, metal) agent in, or condition of food with the potential to cause an adverse health effect (2).

HACCP-based procedures or ‘HACCP’: Procedures based on the hazard analysis and critical control points (HACCP) 
principles i.e. an auto-control system which identifies, evaluates and controls hazards which are significant for food 
safety consistent with the HACCP principles;

HACCP plan: A document, possibly electronic, fully describing the HACCP-based procedures. The initial HACCP plan 
shall be updated if there are changes in the production and must be supplemented with records from outcomes of 
monitoring and verification, and from corrective actions taken.

Monitor: The act of conducting in real time a planned sequence of observations or measurements of control parameters 
to assess whether a CCP is under control (1). As regards the examples, this is the regular (or continuous if automatic) 
measuring of the temperatures and the observation of contamination and damages.

Prerequisite program(s) (PRP(s): Preventive practices and conditions needed prior to and during the implementation 
of HACCP and which are essential for food safety. The PRPs needed depend on the segment of the food chain in which 
the sector operates and the type of sector. Examples of equivalent terms are Good Agriculture practice (GAP), Good 
Veterinarian Practice (GVP), Good Manufacturing Practice (GMP), Good Hygiene Practice (GHP), Good Production Prac
tice (GPP), Good Distribution Practice (GDP) and Good Trading Practice (GTP). Sometimes, procedures to ensure trace
ability of food and recall in case of non-compliance are considered part of the PRPs. In Codex Alimentarius standards 
PRPs are referred to as ‘Codes of Good Practice’.

Risk: means a function of the probability of an adverse health effect and the severity of that effect, consequential to 
a hazard (3).

(1) CAC/RCP 1-1969, Rev. 2003.
(2) Article 3(14) of Regulation (EC) No 178/2002.
(3) Article 3(9) of the Regulation (EC) No 178/2002.
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Validation: Obtaining evidence that a control measure or combination of control measures, if properly implemented, is 
capable of controlling the hazard to a specified outcome. Revalidation may be required in case of changes. Detailed 
examples can be found in CAC/GL 69-2008.

Verification: The application of methods, procedures, tests and other evaluations, in addition to monitoring to deter
mine compliance with the HACCP based procedures (1). Verification is conducted periodically to demonstrate that the 
HACCP system is working as planned. The following examples may be used as inputs for verification:

— General: verification of monitoring records of CCPs (frequency, outcome of measuring results over period of time);

— Specific: sampling and analysis can be done to demonstrate the effectiveness of the HACCP system in place;

— Temperature during storage and transport: compliance with process hygiene criteria for spoilage bacteria such as 
aerobic colony count;

— Time/Temperature hazard reduction/elimination: follow up of relevant pathogens in heat-treated food products e.g. 
absence of Listeria, Salmonella etc.

— Damaged packages: testing for the most likely bacterial or chemical contamination a product might be exposed to if 
its package was damaged.

— See also examples in the Codex document CAC/GL 69-2008.

(1) Adapted from CAC/RCP 1-1969, Rev. 2003.
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Appendix 2

Example of a hazard analysis – (semi-quantitative) risk evaluation procedure

(Based on: FAO/WHO ‘Risk characterisation of microbiological hazards in food (1)’ and on ‘Quality management systems 
in the food industry (2)’).

The risk level is defined by the severity or the effect of the hazard in relation to the probability in which the hazard can 
occur in the end product if the considered (specific) control measures are not present or are failing – taking into consid
eration the next steps in the process where an elimination or reduction to an acceptable level is possible, and taking 
into consideration the already correctly implemented PRPs.

P = Probability = the probability that the hazard is occurring in the end product, if the considered specific control 
measures are not present or are failing – taking into consideration the next steps in the process where an elimination or 
reduction to an acceptable level is possible and taking into consideration the already correctly implemented PRPs.

E = Effect = the effect or the severity of the hazard related to human health.

RISK LEVEL (R = P x E): SCALE 1 TO 7

PR
O

BA
BI

LI
TY

High 4 4 5 6 7

Real 3 3 4 5 6

Small 2 2 3 4 5

Very small 1 1 2 3 4

  1 2 3 4

  Limited Moderate Serious Very serious

   EFFECT  

PROBABILITY

1 = very small

— Theoretical chance – the hazard never occurred before;

— There is a next step in the production process which will eliminate or reduce the hazard to an acceptable level (e.g. 
pasteurization, fermentation);

— The control measure or the hazard are of such a nature that when the control measure is failing, no production is 
possible any more or no useful end products are produced (e.g. too high a concentration of colorants as additives);

— It is a very limited and/or local contamination.

2 = small

— The probability that due to failing or absence of the PRPs the hazard will occur in the end product is very limited;

— The control measures for the hazard are of a general nature (PRPs) and these are well implemented in practice;

3 = real

— Failing or lacking of the specific control measure does not result in the systematic presence of the hazard in the end 
product but the hazard can be present in a certain percentage of the end product in the associated batch.

(1) http://www.who.int/foodsafety/publications/micro/MRA17.pdf
(2) ISBN 978-90-5989-275-0
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4 = high

— Failure or absence of the specific control measure will result in a systematic error, there is a high probability that the 
hazard is present in all end products of the associated batch.

EFFECT (or severity)

1 = limited

— There is no problem for the consumer related to food safety (nature of hazard e.g. paper, soft plastic, large size 
foreign materials);

— The hazard can never reach a dangerous concentration (e.g. colorants, S. aureus in a frozen food where multiplica
tion to higher counts is highly unlikely or cannot happen because of storage conditions and cooking).

2 = moderate

— No serious injuries and/or symptoms or only when exposed to an extremely high concentration during a long 
period of time;

— A temporary but clear effect on health (e.g. small pieces).

3 = serious

— A clear effect on health with short-term or long-term symptoms which results rarely in mortality (e.g. gastro-enteritis);

— The hazard has a long-term effect; the maximal dose is not known (e.g. dioxins, residues of pesticides, mycotoxins, …).

4 = very serious

— The consumer group belongs to a risk category and the hazard can result in mortality;

— The hazard results in serious symptoms from which mortality may result;

— Permanent injuries.

DETERMINATION OF CCPs and oPRPs when considered relevant

Risk levels 1 & 2: no specific actions, control covered by PRPs.

Risk levels 3 & 4: possible oPRPs. Additional question to be answered by the HACCP team: Is the general control mea
sure(s) as described in the Pre Requisite Program’s (PRPs) enough as monitoring for the identified risk?

— If YES: PRP

— If NO: oPRP

Risk levels 5, 6 and 7: CCP or if no measurable critical limit exists this may be an oPRP (e.g. controlling an allergen).

CCPs are the points in a production process where a continuous/batch wise control via a specific control measure is 
required to eliminate or to reduce the hazard to an acceptable level. The monitoring must be demonstrable and a record 
must be kept. In the case of a breach of the critical limit, a corrective action towards product and process is necessary.

oPRPs are points in the production process with a smaller food safety risk or where no measurable limits exists. These 
points can be controlled via more elaborated general basic control measures belonging to the PRPs e.g. more frequent 
control, recording etc. Due to a regular control and adaptation of the process/product requirements these risks can be 
considered as controlled. An immediate corrective action towards the product is not required. Examples of oPRPs 
include:

— Raw material reception → sampling plan for verification of safety/hygiene approaches by suppliers

30.7.2016 EN Official Journal of the European Union C 278/27



— Cross-contamination between batches for allergens → intermediate cleaning and check by adenosine triphosphate 
(ATP) measurements

— Contamination of food in high care area → mouth masks and extra protection of personnel, weekly hand hygiene 
check

ALTERNATIVE/SIMPLIFIED APPROACH

The same approach is used in a simpler way, for example:

— Risk levels 1 to 5 instead of 1 to 7 by using 3 instead of 4 subdivisions of the probability and effect (subdivisions 3 
and 4 are merged).

— oPRPs are not included when identifying ‘intermediate’ risk, but only differentiation is made between hazards that 
can be controlled by PRPs only and those requiring a CCP.
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Appendix 3A

Example of a decision tree to identify critical control points (CCPs). The questions shall be 
answered in sequence
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Appendix 3B

Example of simplified decision tree
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Appendix 4

Comparison of PRPs, oPRPs and CCPs

Type of control measure PRP OPRP CCP

Scope Measures related to creating the environ
ment for safe food: measures impacting 

food suitability and safety

Measures related to the environment and/or product (or combination of measures) to prevent con
tamination, or to prevent, eliminate or reduce hazards to an acceptable limit in the end product.

These measures are implemented after the implementation of PRPs.

Relation to hazards Not specific to any hazard Specific to each hazard or group of hazards

Determination Development based on:
 Experience,

 Reference documents (guides, scientific 
publications, …),

 Hazard or hazard analysis.

Based on the hazard analysis taking PRPs into account.
CCPs and oPRPs are product and/or process specific

Validation Not necessarily carried out by FBO.
(i.e.: cleaning products manufacturer has validated 
the efficiency of the product and determined prod
uct spectrum and instructions of use – FBO has to 

follow instructions and keep technical specifica
tions of product)

Validation has to be carried out
(in many cases, guides to good practice provide guidance on a validation methodology or gives ready to use 

validation material)

Criteria / Measurable or observable criteria Measurable critical limit

Monitoring Where relevant and feasible Monitoring of the implementation of control measures: usually recorded

Loss of control: 
Corrections/corrective actions (1)

Corrective actions and/or corrections on the 
implementation of PRPs where relevant

Corrective actions on the process
Possible corrections on the product (case by 

case)
Records kept

Pre-set corrections on the product
Possible corrective actions on the process

Records kept

Verification Scheduled verification of implementation Scheduled verification of implementation, verification of achievement of planned hazard control

(1) For this table corrective action means action to eliminate the cause of a detected non-compliance or other undesirable situation, while correction means action to eliminate a detected non-compliance.
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Appendix 5

Summary of examples on flexibility for certain FBOs
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