
CHAPTER 2 

ISO 22000 – Food Safety Management System (FSMS) 
 
2.1 Overview of ISO 22000 
Food safety is related to the presence of food-borne hazards in food at the point of consumption 

(intake by the consumer). As the introduction of food safety hazards can occur at any stage of the 

food chain, adequate control throughout the food chain is essential. Thus, food safety is ensured 

through the combined efforts of all the parties participating in the food chain. 

Organizations within the food chain range from feed producers and primary producers through 

food manufacturers, transport and storage operators and subcontractors to retail and food service 

outlets (together with inter-related organizations such as producers of equipment, packaging 

material, cleaning agents, additives and ingredients). Service providers are also included. 

This International Standard specifies the requirements for a food safety management system that 

combines the following generally recognized key elements to ensure food safety along the food 

chain, up to the point of final consumption: 

 interactive communication; 

 system management; 

 prerequisite programmes; 

 HACCP principles. 

Communication along the food chain is essential to ensure that all relevant food safety hazards are 

identified and adequately controlled at each step within the food chain. This implies 

communication between organizations both upstream and downstream in the food chain. 

Communication with customers and suppliers about identified hazards and control measures will 

assist in clarifying customer and supplier requirements (e.g. with regard to the feasibility and need 

for these requirements and their impact on the end product). 

Recognition of the organization's role and position within the food chain is essential to ensure 

effective interactive communication throughout the chain in order to deliver safe food products to 

the final consumer. An example of the communication channels among interested parties of the 

food chain is shown in figure below. 

 



The most effective food safety systems are established, operated and updated within the framework 

of a structured management system and incorporated into the overall management activities of the 

organization. This provides maximum benefit for the organization and interested parties. This 

International Standard has been aligned with ISO 9001 in order to enhance the compatibility of 

the two standards.  

This International Standard can be applied independently of other management system standards. 

Its implementation can be aligned or integrated with existing related management system 

requirements, while organizations may utilize existing management system(s) to establish a food 

safety management system that complies with the requirements of this International Standard. 

This International Standard integrates the principles of the Hazard Analysis and Critical Control 

Point (HACCP) system and application steps developed by the Codex Alimentarius Commission. 

By means of auditable requirements, it combines the HACCP plan with prerequisite programmes 

(PRPs). Hazard analysis is the key to an effective food safety management system, since 

conducting a hazard analysis assists in organizing the knowledge required to establish an effective 

combination of control measures. This International Standard requires that all hazards that may be 

reasonably expected to occur in the food chain, including hazards that may be associated with the 

type of process and facilities used, are identified and assessed. Thus it provides the means to 

determine and document why certain identified hazards need to be controlled by a particular 

organization and why others need not. 

During hazard analysis, the organization determines the strategy to be used to ensure hazard 

control by combining the PRP(s), operational PRP(s) and the HACCP plan. 

ISO 22000:2005 specifies requirements to enable an organization: 

 to plan, implement, operate, maintain and update a food safety management system aimed at 

providing products that, according to their intended use, are safe for the consumer, 

 to demonstrate compliance with applicable statutory and regulatory food safety requirements,  

 to evaluate and assess customer requirements and demonstrate conformity with those mutually 

agreed customer requirements that relate to food safety, in order to enhance customer 

satisfaction, 

 to effectively communicate food safety issues to their suppliers, customers and relevant 

interested parties in the food chain, 

 to ensure that the organization conforms to its stated food safety policy, 

 to demonstrate such conformity to relevant interested parties, and 

 to seek certification or registration of its food safety management system by an external 

organization, or make a self-assessment or self-declaration of conformity to ISO 22000:2005. 
 

 

2.2 Scope   
This International Standard specifies requirements for a food safety management system where an 

organization in the food chain needs to demonstrate its ability to control food safety hazards in 

order to ensure that food is safe at the time of human consumption. 

It is applicable to all organizations, regardless of size, which are involved in any aspect of the food 

chain and want to implement systems that consistently provide safe products. The means of 

meeting any requirements of this International Standard can be accomplished through the use of 

internal and/or external resources. 

This International Standard specifies requirements to enable an organization:- 

a) To plan, implement, operate, maintain and update a food safety management system aimed at 

providing products that, according to their intended use, are safe for the consumer, 

b) To demonstrate compliance with applicable statutory and regulatory food safety requirements, 

c) To evaluate and assess customer requirements and demonstrate conformity with those mutually 

agreed customer requirements that relate to food safety, in order to enhance customer satisfaction, 
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d) To effectively communicate food safety issues to their suppliers, customers and relevant 

interested parties in the food chain, 

e) To ensure that the organization conforms to its stated food safety policy, 

f) To demonstrate such conformity to relevant interested parties, and 

g) To seek certification or registration of its food safety management system by an external 

organization, or make a self-assessment or self-declaration of conformity to this International 

Standard. 

All requirements of this International Standard are generic and are intended to be applicable to all 

organizations in the food chain regardless of size and complexity. This includes organizations 

directly or indirectly involved in one or more steps of the food chain. Organizations that are 

directly involved include, but are not limited to, feed producers, harvesters, farmers, producers of 

ingredients, food manufacturers, retailers, food services, catering services, organizations providing 

cleaning and sanitation services, transportation, storage and distribution services. Other 

organizations that are indirectly involved include, but are not limited to, suppliers of equipment, 

cleaning and sanitizing agents, packaging material, and other food contact materials. 

This International Standard allows an organization, such as a small and/or less developed 

organization (e.g. a small farm, a small packer-distributor, a small retail or food service outlet), to 

implement an externally developed combination of control measures. 

 

2.3 Definitions and terms used in ISO 22000 
 

1. Food safety: Concept that food will not cause harm to the consumer when it is prepared and/or 

eaten according to its intended use 

2. Food chain: Sequence of the stages and operations involved in the production, processing, 

distribution, storage and handling of a food and its ingredients, from primary production to 

consumption. 

3. Food safety hazard: Biological, chemical or physical agent in food, or condition of food, with 

the potential to cause an adverse health effect 

Note 1: the term “hazard” is not to be confused with the term “risk” which, in the context of 

food safety, means a function of the probability of an adverse health effect (e.g. Becoming 

diseased) and the severity of that effect (death, hospitalization, absence from work, etc.) When 

exposed to a specified hazard. Risk is defined in iso/iec guide 51 as the combination of the 

probability of occurrence of harm and the severity of that harm. 

Note 2: food safety hazards include allergens. 

Note 3: in the context of feed and feed ingredients, relevant food safety hazards are those that 

may be present in and/or on feed and feed ingredients and that may subsequently be transferred 

to food through animal consumption of feed and may thus have the potential to cause an 

adverse human health effect. In the context of operations other than those directly handling 

feed and food (e.g. Producers of packaging materials, cleaning agents, etc.), relevant food 

safety hazards are those hazards that can be directly or indirectly transferred to food because 

of the intended use of the provided products and/or services and thus can have the potential to 

cause an adverse human health effect. 

4. Food safety policy: Overall intentions and direction of an organization related to food safety 

as formally expressed by top management 

5. End product: Product that will undergo no further processing or transformation by the 

organization 

Note: a product that undergoes further processing or transformation by another organization is 

an end product in the context of the first organization and a raw material or an ingredient in 

the context of the second organization. 

6. Flow diagram: Schematic and systematic presentation of the sequence and interactions of 

steps. 
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7. Control measure: <food safety> action or activity that can be used to prevent or eliminate a 

food safety hazard or reduce it to an acceptable level 

8. PRP: Prerequisite programme; <food safety> basic conditions and activities that are 

necessary to maintain a hygienic environment throughout the food chain suitable for the 

production, handling and provision of safe end products and safe food for human consumption 

Note: the prps needed depend on the segment of the food chain in which the organization 

operates and the type of organization (see annex c). Examples of equivalent terms are: good 

agricultural practice (gap), good veterinarian practice (gvp), good manufacturing practice 

(gmp), good hygienic practice (ghp), good production practice (gpp), good distribution practice 

(gdp) and good trading practice (gtp). 

9. Operational PRP: Operational prerequisite programme; PRP identified by the hazard 

analysis as essential in order to control the likelihood of introducing food safety hazards to 

and/or the contamination or proliferation of food safety hazards in the product(s) or in the 

processing environment 

10. CCP: Critical control point; <food safety> 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. 

Note 1 to entry: adapted from reference. 

11. Critical limit: Criterion which separates acceptability from unacceptability. 

Note: critical limits are established to determine whether a CCP remains in control. If a critical 

limit is exceeded or violated, the products affected are deemed to be potentially unsafe. 

12. Monitoring: Conducting a planned sequence of observations or measurements to assess 

whether control measures  are operating as intended 

13. Correction: Action to eliminate a detected nonconformity 

Note: for the purposes of this international standard, a correction relates to the handling of 

potentially unsafe products, and can therefore be made in conjunction with a corrective action. 

Note: a correction may be, for example, reprocessing, further processing, and/or elimination 

of the adverse consequences of the nonconformity (such as disposal for other use or specific 

labelling). 

14. Corrective action: Action to eliminate the cause of a detected nonconformity or other 

undesirable situation 

Note: there can be more than one cause for a nonconformity. 

Note: corrective action includes cause analysis and is taken to prevent recurrence. 

15. Validation: <food safety> obtaining evidence that the control measures managed by the 

HACCP plan and by the operational PRP’s are capable of being effective 

16. Verification: Confirmation, through the provision of objective evidence, that specified 

requirements have been fulfilled 

17. Updating: Immediate and/or planned activity to ensure application of the most recent 

information 
 

2.4 Normative References 
Normative references are necessary for the application of the standard in which they are mentioned 

(they shall be publicly available and in English) which are cited in the text in such a way that some 

or all of their content constitutes requirements of the document (e.g. “Sampling shall be carried 

out in accordance with ISO 24333:2009, Clause 5”). Remember to date the reference if it refers to 

a specific clause, sub clause, figure, table, etc., in that reference document. References are 

generally made to other ISO and IEC standards. Documents from other organizations can also be 

referenced under certain conditions. References must be publicly available. 

It is a reference standard which is indispensable (or vital, very important or essential) to the 

application of ISO 9001:2015. In simple and plain words, ISO 9000 provides definitions of key 

words mentioned in ISO 9001. 
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