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ISO 22000 – The standard

ISO 22000:2018 - The current publication

· High-level structure

· Process approach

· 2 PDCA cycles

· Risk-based thinking

The 10 clauses of ISO 22000:2018

· Clause 1: Scope

· Clause 2: Normative references

· Clause 3: Terms & Definitions

· Clause 4: Context of the organization

· Clause 5: Leadership

· Clause 6: Planning

· Clause 7: Support

· Clause 8: Operation

· Clause 9: Performance Evaluation

· Clause 10: Improvement

What can you do?

How TÜV Rheinland enables you!

Introduction / Preface 
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Introduction
Food is one of the most important factors in everyday life.

With the proliferation of information technology and online media, people all over 
the world are paying careful attention to news about food safety, quality and 
source of the food they consume. Customers are demanding much more from 
food producers and retailers.

The food system is being more challenged than ever!

It has been shown, that companies that are certi ied according to an international 
food safety program have proven to be more resilient, due to systematic think-
ing, implemented crisis management plans, and risk assessment methodologies. 
Further, they are better prepared to accommodate the demands of interested 
parties by promoting the quality, safety and sustainability of their products and 
services.

This whitepaper elaborates on the most widely adopted and internationally re-
spected food safety standard ISO 22000:2018, which was revised in June 2018. 
It does not replace the ISO 22000 requirements and does not aim to be interpret 
as the “only truth”.

deichmas
Highlight

deichmas
Highlight
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The first truly international standard for Food Safety Man-
agement System (FSMS) - ISO 22000, was initially pub-
lished on September 1, 2005, by International Standards 
Organization (ISO).

It sets out the requirements for organizations, directly or 
indirectly, involved in the food and feed industries, regard-
less of size and complexity, need to implement in order to 
demonstrate their abilities to control food safety hazards 
and ensure that food is safe for consumption. 

THIS STANDAR D A IMS TO PROVIDE: 

· An international harmonization in the field of food safety,
where it offers a tool to implement HACCP Programme
(Hazard Analysis Critical Control Point) throughout the
food supply chain;

· Facilitate the process of complying with food-related
legislation, in order to protect public health, by applying
uniform practices for detecting and preventing contamina-
tion, minimizing or eliminating risks, optimizing food con-
trols and establishing traceability systems thus keeping
food safe, from farm to fork;

· Solution to food crises which continue to arise due to the
globalisation of food supply chains creating uncertainty
regarding the origin of food products.

ISO 2 20 0 0 :2018
Food safety management systems —  
Requirements for any organization in the food chain

ISO/ TS 2 20 02-1:20 0 9
Prerequisite programmes on food safety — 
Part 1: Food manufacturing

ISO/ TS 2 20 02-2 :2013
Prerequisite programmes on food safety — 
Part 2: Catering

ISO/ TS 2 20 02- 3 :2011
Prerequisite programmes on food safety — 
Part 3: Farming

ISO/ TS 2 20 02- 4 :2013
Prerequisite programmes on food safety — 
Part 4: Food packaging manufacturing

ISO/ TS 2 20 02- 5:2019
Prerequisite programmes on food safety — 
Part 5: Transport and storage

ISO/ TS 2 20 02- 6 :2016
Prerequisite programmes on food safety — 
Part 6: Feed and animal food  
production

ISO/ TS 2 20 0 3:2013
Food safety management systems — 
Requirements for bodies providing  
audit and certification of food safety  
management systems

ISO 2 20 0 5:20 07
Traceability in the feed and food chain — 
General principles and basic requirements 
for system design and implementation

ISO 22000 – The standard

K EY BENEFITS OF ISO 2 20 0 0 

· Meeting regulatory requirements: to achieve
certification, understanding and complying with
regulatory requirements is mandatory.

· Customer Satisfaction, having a Food Safety
Managemnet System (FSMS) supports a reliable
deliver of products and/or services that meet
customer expectations.

· Enhanced Transparency, explicit traceability
and transparency requirements are included in
the standard.

· Improved Management of Risks and Crises,
due to the risk-based thinking approach and
specific requirements.

In addition to the ISO 22000 standard, the below are part of 
the ISO 22000 family,(by ISO/TC 34/SC 17 - Management 
systems for food safety).
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In 2018, on June 19 the International Organiza-

tion for Standardization (ISO) finally published 

the long-awaited standard revision.

This revision responds to the latest market developments and among many other 
changes, adopts the High Level Structure (HLS), common for all ISO standards. 
As it follows the same structure and similar terminology as other widely applied 
ISO standards, such as ISO 9001 and ISO 14001, it will be easier to integrate 
with other management systems reducing duplications in implementation, and 
thereby save time and money.

Users familiar with ISO 22000:2005 will recognize that most of the requirements 
of the ISO 22000:2005 are continued in ISO 22000:2018. 

However, with the 2018 revision, there are some new and revised requirements; 
some of the changes are induced by the HLS, but in addition, there are some 
that are specific for food safety management. 

The new version is less prescriptive than the previous one; focusing on perfor-
mance through a combination of risk-based thinking and a process approach, as 
well as employment of the “Plan-Do–Check–Act” (PDCA) cycle at all levels in 
the organization.

On 9 March 2021, ISO and the United Nations Industrial Development Organiza-
tion had jointly developed a handbook ISO 22000:2018 – Food safety manage-
ment systems – A practical guide provides in-depth and practical information 
to help organizations more effectively implement a food safety management 
system (FSMS) in accordance with ISO 22000:2018. This handbook can be pur-
chased through ISO website: https://www.iso.org/publication/PUB100454.html  

ISO 22000:2018 -  
the current publication
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HL S STRUC TU R E
The HLS was an initiative taken by ISO and when revised, all the ISO Man-
agement System Standards (MSS), including ISO 22000:2005, shall apply this 
common structure.

The concept of HLS is that management standards are structured in the same 
way, regardless of the domain of application. Users who are familiar with one 
MSS will immediately feel at ease with another, even when using if for the first 
time. 

In addition to being laid out in the same way, with a structure of ten clauses, 
there are some parts of a standard where identical text can be used. This im-
proves coherence and recognition and in addition to having the same structure, 
MSS can contain many of the same terms and definitions. This is particularly 
useful for those organizations that choose to operate a single (sometimes called 
“integrated”) management system that can meet the requirements of two or 
more MSS being used simultaneously.

The HLS concept was designed not only to improve alignment across MSS, but 
to enable an organization to apply the process approach, coupled with the PDCA 
cycle and risk-based thinking. It also includes information on the business con-
text and interested parties, risks, opportunities and continual improvement, and 
leadership and commitment.

Top management 
commitment

Broader look 
at supply chain 
(from supplier 
to customer)

Improved 
readability

Targeted to 
the modern 

food industry

More clarity in 
terminology

More focus on 
stakeholders

K E Y!  A D O P T I O N O F H I G H . L E V E L S T R U C T U R E 

(A N N E X S L)

This new core structure makes it easier for 
organizations to combine ISO 
22000 with other manage-
ment system standards 
(ISO 9001:2015, ISO 
14001:2015 and ISO 
45001:2018)

K E Y!  N E W A PPR OAC H TO R I S K

The standard now distinguishes between risk at 
the operational level (with Hazard Analysis and 

Critical Control Points approach 
– HACCP) and at the strategic

level (business risk) of the
management system, whe-
re opportunities form part 
of the concept.

K E Y!  T WO PD CA CYC L E S

The two PDCA (Plan-Do-
Check-Act) cycles operate 
one inside the other, the 
first covering the manage-
ment system, the second 
operations (described in Clause 
8), which simultaneously cover the 
HACCP principles.

K E Y!  C R I T I CA L C O N T R O L 

P O I N T S

Users get a clear descripti-
on of the differences bet-
ween Critical Control Points 

(CCPs), Operational Prerequi-
site Programmes (OPRPs) and 

Prerequisite Programmes (PRPs).
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Old structure versus new structure (HLS)

2 018 V ERS I O N

PROC ESS APPROAC H
The process approach is a tool for managing the identified processes (e.g., food 
safety management processes, realization processes, supporting processes) 
of the organization and their interactions to achieve the intended results and to 
avoid unwanted results. 

Understanding and managing interrelated processes as a system contributes to 
the organization’s effectiveness and efficiency in achieving its intended results. 
The process approach involves the systematic definition and management of 
processes, and their interactions, so as to achieve the intended results in ac-
cordance with the food safety policy and strategic direction of the organization. 
Management of the processes and the system as a whole can be achieved using 
the PDCA cycle, with an overall focus on risk-based thinking aimed at taking 
advantage of opportunities and preventing undesirable results.

The recognition of the organization’s role and position within the food chain is es-
sential to ensure effective interactive communication throughout the food chain.

2005

4. FSMS
5. Management responsibility

6. Resource management

7. Planning and realization of safe products

8. Validation, verification and improvement

(from Food Safety System Certification 22000, Guidance Document: ISO 22000 Interpretation, Version 5, December 2019)

2018

4. Context of the Organization
5. Leadership
6. Planning

7. Support (incl. documentation)

8. Operation

9. Performance Evaluation (Mgt. Review incl.)
10. Improvement
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The PDCA cycle can be described briefly as:

· Plan: establish the objectives of the system and its
processes, provide the resources needed to deliver the
results, and identify and address risks and opportunities

· Do: implement what was planned

· Check: monitor and (where relevant) measure processes
and the resulting products and services, analyse and
evaluate information and data from monitoring, measu-
ring and verification activities, and report the results

· Act: take actions to improve performance, as necessary

The FSMS is developed and implemented through a PDCA 
approach at two levels, as shown in the figure below.

The first level (Organisational planning and control) covers 
the overall framework of the FSMS (Clause 4 to Clause 
7 and Clause 9 to Clause 10) including processes direct-
ly or indirectly impacting food safety (e.g. resources for 
engineering and maintenance, product development, top 
management involvement). 

The second level (Operational planning and control) covers 
the operational processes within the food safety system, as 
described in Clause 8 (e.g. hazard analysis, control meas-
ures, correction and corrective action). Communication 
between the two levels is essential.

ACT (food safety) CHECK (food safety) DO (food safety)

Organizational planning and control

Operational planning and control

PLAN (food safety)

PLAN (FSMS)

4.  Context of the
organization

5. Leadership

6. Planning

7.  Support (including control
of externally  provided
processes products or
services)

DO (FSMS)

8. Operation

PRPs

Hazard 
analysis

Validation 
of control 
measures

Hazard control 
plan 
(HACCP/ 
ORP plan)

Verification 
planning

Traceability system

Emergency preparedness 
& response

CHECK (FSMS)

9. Performance evaluation

ACT (FSMS)

10. Improvement

Updating of preliminary  
information and documents 
specifying the PRPs and the 
hazard control plan

Verification activities
Implementation of the PLAN 
(food safety)

Control of monitoring and mea-
suring

Control of product and process 
nonconformities

Analysis of result of  
verification activities

2 PDCA CYCLES
ISO 22000 requires the application of a dynamic and systematic process approach to the development, documentation, 
implementation and maintenance of an FSMS. This is achieved through effective planning, coordination, implementation, 
verification and updating of activities, and through appropriate actions in the event of a process nonconformity.

( f rom ISO 220 0 0:2018 , Food safet y management systems -  A prac t ica l  gu ide )



R ISK- BASED THINK ING
Like other ISO management system standards, ISO 22000:2018 places a heavy 
focus on risk and the means in which organizations can tackle the daunting and 
seemingly overwhelming force.

The revised ISO 22000 standard emphasizes the importance of risk-based 
thinking, which enables an organization to determine the factors that could cause 
its processes and its FSMS to deviate from the planned results and implement 
controls to prevent or minimize adverse effects. Risk-based thinking is addressed 
both in explicit and implicit ways in the revised standard, and on the organiza-
tional and operational level (HACCP principles). It also takes out the preventative 
afterthought, and now places the emphasis on mitigating risk at the beginning 
of the processes instead of potential or near misses toward the middle or end of 
activities.

Food safety is everyone’s responsibility: Food safety is ensured through the 
combined efforts of all the parties participating in the food chain. It is a require-
ment of ISO 22000 that the organization understands the issues associated with 
the context in which it operates. This includes the food safety related needs and 
expectations of interested parties.

Therefore, managing risk is crucial to food business. The organization should 
determine the internal and external risks and opportunities arising from these 
issues and use them as a basis for planning the actions to address them. 
This action should ensure the FSMS delivers safe products and services from 
their organization. ‘Risk-based thinking’ is essential for achieving an effective 
FSMS and is addressed in ISO 22000, at two levels: organizational (in Clause 6) 
and operational (in Clause 8).

In the context of organizational risk-based approach, organizations should consid-
er the potential and actual external and internal issues they face, understand the 
needs and expectations of interested parties and the organization’s FSMS scope, 
then determine the risks and opportunities that need to be addressed in order 
to reach a business’s specific goals. This concept is limited to events and their 
consequences related only to the performance and effectiveness of the FSMS. 

4.1. External issues
6.1.2 

Plan actions

8.1  
Integrate in FSMS

9.1 
Evaluate

9.3.3, 10.2, 10.3  
Review and Improve4.1. Internal issues

4. 2. Interested Parties 4.2. Requirements

6.1.1 
Risks & 
Opportunities

Organizational risk-based approach (HLS)

( f rom Food Safet y System Cer t i f icat ion 220 0 0, Guidance Document :  ISO 220 0 0 Interpretat ion,  Vers ion 5 ,  December )  2019 )

92 018 V ERS I O N
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To understand this organizational risk-based approach it is important to under-
stand the requirements in and the relation between the Clauses 4, 6, 8, 9 and 10:

· Clause 4.1 requires identification of internal and external issues that might
have an impact on food safety. Note 1 and 2 in Clause 4.1 of the standard pro-
vides examples of typical issues related to food safety.

· Clause 4.2 requires identification of the relevant interested parties and their
expectations and requirements.

· Clause 6.1 requires identification of risks and opportunities (6.1.1) based on the
issues and requirements of interested parties. It also requires identification of
actions (6.1.2) for these risks and opportunities.

· Clause 8.1 requires the actions to be integrated in the operational processes of
the organization.

· Clause 9.1 requires evaluating effectiveness of the implemented actions.

· Clause 9.2 requires reviewing the effectiveness in the management review
and to identify additional actions where required.

· Clause 10.2 requires the organization to continually improve the suitability,
adequacy and effectiveness of the food safety management system.

· Clause 10.3 requires top management to ensure that the food safety manage-
ment system is continually updated.

On another hand, in the context of operational risk, the HACCP steps are consid-
ered as the necessary measures to prevent or reduce a hazard(s) to acceptable 
levels in order to ensure food safety. This process requires targets that are real-
istic, based on science, and free from any bias to reduce the occurrence of food-
borne diseases. Additionally, HACCP helps in planning and implementing tailored 
measures, monitoring outcomes (both successful and unsuccessful) of these 
measures, and, most importantly, the maintenance of documented information. 
This approach was already in place in ISO 22000:2005.



CL AUSE 1:  SCOPE
ISO 22000 is designed to be applicable to all organizations 
in the food chain, regardless of size and complexity. The 
standard enables organizations who are directly or indirectly 
involved in food chain to maintain and update their FSMS in 
order to comply with applicable statutory and regulatory, as 
well as, agreed customer’s food safety requirements. New 
addition includes feed producers and animal food produc-
ers.

CL AUSE 2 :  NOR MATIVE R EFER EN C ES
This section covers the normative references, in the new 
version of ISO 22000, there is no normative reference. 
However, it will be advisable to have a look on the follow-
ing’s references:

· ISO 22000: 2018 - FOOD Food safety management sys-
tems - A practical guide, published on 9th March 2021

· The specific Prerequisite programmes (PRP) on food
safety e.g.:

· ISO/TS 22002-1, PRP for food manufacturing;

· ISO/TS 22002-2, PRP for catering,

· ISO/TS 22002-3, PRP for farming,

· ISO/TS 22002-6, PRP for feed & animal food

The 10 Clauses of 
ISO 22000:2018



CL AUSE 3 :  TER MS & DEFIN IT IONS
This section sets out the terms and definitions. Some of 
the new, modified terms and definitions are:

· Action criterion
This is a new introduced terminology, measurable or
observable specification for the monitoring (3.27) of an
OPRP (3.30)

· Acceptable level
This terminology was further clarified in the new version
as: level of a food safety hazard (3.22) not to be exceed-
ed in the end product (3.15) provided by the organization
(3.31).

· Competence
The terminology of competence is now clarified as: ability
to achieve knowledge and skills to achieve intended
results.

· Critical Control Point (CCP)
This now clarifies several aspects; it is a step in the pro-
cess (3.36), which involves application of control meas-
ure(s) (3.8) to prevent or reduce, to an acceptable level, a
significant food safety hazard (3.40). It furthers specifies
that the definition of critical limit(s) (3.12) and the possibil-
ity to carry out measurement (3.26) to enable the applica-
tion of corrections (3.9) are essential to define a CCP.

· Interested party/stakeholder
This is a new introduced terminology in ISO 22000,
where it clarified the definition of interested party/stake-
holder as person/organization which may have impact to
the organization. This provides a guide towards identi-
fying the right interested party for the business risk &
opportunity assessment.

· Monitoring
Clarity provided on the monitoring where it provide distin-
guished explanation to differentiate between monitoring,
verification and validation.

· Operational Prerequisite Programme (OPRP)
The OPRP concept is changed and clarified. OPRP is now
also applied to reduce (not just to prevent) a significant
food safety hazard. It makes explicit reference to control
measure instead of PRP and the need for action criteria
is established to ensure effective control of the process
and/or the product.

· Outsource
A new definition to clarify on the outsource where an ex-
ternal organization is outside the scope of the food safety
management system (3.23), although the outsourced
function or process is within the scope.

· Risk
As stated in requirement 6.1.1., “public authorities are
responsible for addressing public health risks. Organiza-
tions are required to manage food safety hazards.” The
term risk is used at the management system level only,
which is the outer PDCA cycle to manage the organi-
zational risk. In the inner PDCA cycle, the operational

planning and control ensuring control of process, the term 
hazard is used.

· Validation
Clarity in the definition to further distinguish the differ-
ences between validation, verification and monitoring.
Validation is applied to provide information about the
capability to deliver intended result.

· Verification
Clarify on the verification where it is an activity to provide
confirmation of conformity.

CL AUSE 4 :  CONTE X T OF THE  
ORGANIZ ATION
This is a new concept within 2018 revision; this section re-
quires the organization to analyse its context, determine its 
interested parties, define the scope of the food safety man-
agement system and a clear focus on the processes and 
requirements needed to achieve the food safety objectives.
The clauses are laid down in a sequential way, as there is a 
need to understand the organization and context (4.1), prior 
to identifying interested parties and understanding their 
needs and expectations (4.2). The output of both require-
ments, 4.1 and 4.2, support the determination of scope 
(4.3), and then ultimately the design of the FSMS (4.4).

Clause 4.1: Systematic analysis and understand of the 
external and internal issues relevant to the organization’s 
purpose and strategic direction that may affect, either 
positively or negatively, its ability to achieve the intended 
results of the FSMS. 

External issues can include for example: social, cultural and 
political trends; legal and regulatory changes; technological 
and scientific advancements, industry drivers and trends, 
as well as suppliers, partners subcontractors, etc…
Periodic revisions to this analysis shall be performed and 
considered as input included to the management review 
(see sub-clause 9.3.2).

Clause 4.2: The term interested party, also known as stake-
holders, is introduced and the concept of customer has 
been eliminated.

The organisation must determine the interested parties 
that can influence their FSMS positively and negatively and 
determine their potential and actual effects. The relevant 
and significant interested parties, the ones that could have 
an impact on the ability of the organisation to provide safe 
food, must see their needs and expectations addressed 
within the organisation’s FSMS.

The organisation must communicate with the interested 
parties to ensure a continual understanding of their food 
safety requirements, needs and expectations.

TH  E 10 C  L  AUSES O  F I  SO2  2  0  0  0  :2  018 12
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Clause 4.3: This is not a new requirement, but it is further 
elaborated. Organization should include details of the prod-
ucts and services provided, including processes and pro-
duction site(s) and, when relevant, categories of products in 
their scope. The decision to exclude activities, processes, 
products, or services should be carefully assessed; this is 
only possible if the exclusion does not influence the food 
safety of the end products included in the scope.

Clause 4.4: As a result of the output of the previous claus-
es, the organization should identify the processes needed 
for the FSMS, their sequence and their interactions.

This includes not only the processes for production and 
service provision, but also the processes that are needed 
for the effective implementation of the system, such as 
internal audit, management review and others (including 
processes that are performed by external providers). These 
processes include management, resources, operations, 
measurement, analysis and improvement in order to estab-
lish, implement, maintain, update and continually improve 
a robust FSMS. This is a not a new clause and in previous 
version it was documented under Clause 4.1.

CL AUSE 5:  LE ADERSHIP
This modified requirement strengths the emphasis on lead-
ership and management commitment, including an active 
engagement and accountability for the effectiveness of the 
management system. 

In the new version, it is expected an integration of the food 
safety policy and objectives within the organisation’s strat-
egy, as well as clear integration of the FSMS requirements 
into the organisation business processes.

The communication of the food safety policy (sub-clause 
5.2.2.) at all levels of the organisation is explicitly required 
in the 2018 revision.

CL AUSE 6 :  PL ANNING
Planning is one of the key components of any management 
system, and the very first part of the PDCA cycle, this 
clause refers to the organisational risk management (the 
“outer” PDCA cycle).

This new requirement (Clause 6.1) requires the organization 
to establish an action plan to address the organisational 
risks and opportunities previously identified (Clause 4) and 
then identify the way to integrate and implement them in 
the FSMS and evaluate their effectiveness.

All actions taken to address the identified risks and oppor-
tunities must be proportionate to the potential impact on 
the conformity of product(s) and/or service(s) and require-
ments of interested parties. 

It must be noted that, in the context of ISO 22000, the 
concept of risks and opportunities is limited to events and 
their consequences relating to the performance and effec-
tiveness of the FSMS. Public authorities are responsible for 
addressing public health risks. Organizations are required to 
manage food safety hazards and the requirements related 
to this process are laid down in Clause 8.

Objectives of the Food Safety System are referred and fur-
ther specified in Clause 6.2, they must be consistent with 
customer requirements, monitored and verified. Note that 
FSMS objectives are not food safety objectives. The food 
safety objectives are a tool to meet a public health goal, and a 
FSMS objective is related to the management system itself.

CL AUSE 7:  SU PPOR T
The Clause 7 is about the needed resources to support the 
FSMS. It is not a new clause requirement but a clarified one 
in the new version. 

Relevant resources such as people, work environment, 
infrastructure as well as the external provided resources are 
to be made available to support the establishment of the 
FSMS. 

Sub-clause 7.1.6 further elaborates on the needs of con-
trol of externally provided processes, services or products 
(including outsourced processes) and to ensure adequate 
communication of relevant requirements, in order to meet 
of FSMS requirements. Relevant documented information 
shall be retained.

Competences and awareness requirements which were 
referred in different clauses in the previous version, are 
now covered under Clause 7.2 and Clause 7.3, respectively. 
Similar expectations are laid in the new version however, 
more clarifications on knowledge and awareness required 
to implement FSMS are given.

Communication, both external and internal, was covered 
under Clause 5.6 is now parked under Clause 7.4, in 
the 2018 revision. The extended requirements are more 
prescriptive in terms of the mechanics of the communica-
tion, including the determination of what, when and how 
communicate.

The requirements on the control of documents and records 
(sub-clauses 4.2.2 & 4.2.3, in the 2005 version) are now 
under Clause 7.5 with a new terminology - ‘Documented 
information’. 

The term documented information (3.13) relates both to 
information on how to operate a process (former procedure) 
and evidence of the results achieved (former records). A 
key aspect of documenting processes is knowledge preser-
vation and management.
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Controls required for all relevant types of documentation, 
both internal & external, to provide evidence on the imple-
mentation of FSMS are described. The explicit requirement 
to have a documented procedure(s) for control has been 
removed.

CL AUSE 8 :  OPER ATION
In Clause 8, we have the inner/second level cycle of PDCA 
(Operational planning and control).To some extend it can be 
said that this clause is where the FSMS core is, as it con-
tains the Codex Alimentarius’ 7 principles/ 12 steps (with 
the exception of assemble food team which is covered in 
sub-clauses 5.3.1 and 7.2 c). It develops the risk-based 
thinking embedded in the food safety field through the 
HACCP methodology.

This clause has regrouped the 2005 version’s requirements 
for Emergency Response (Clause 5.7) and all HACCP pro-
gramme related, previously in Clause 7.

Under the Clause 8.2, the 2018 version suggests the use of 
specific Prerequisite programmes, accordingly with the sec-
tor the organisation is operating in, to determine the PRPs 
applicable that will assist in controlling food safety hazards 
(ISO/TS 22002 series). This provides more clarity on the 
expectations of PRPs to be in place.

The former clause for Traceability System becomes more 
precise in the specification of unique identification, taking 
into account rework and retention time of records related to 
the shelf life of the products. (Clause 8.3) 

Hazard Control, Clause 8.5, includes some additional clarifi-
cations as follows:

· In 8.5.1.5.3: The responsibility of the food safety team
within the organization is now explicitly stated for the
relevant activities. The need to describe the process
environment, food contact materials, existing PRPs and
any occurring change (e.g. seasonal and shift patterns) is
now explicit.

· 8.5.2.4.1: The control measures categorisation is an
assessment based on likelihood and severity, and aspects
affecting the severity are specified.

· 8.5.4.1: a new wording: Hazard Control Plan has been
introduced. Both OPRPs & HACCP plans are part of the
same hazard control plan, based on the same hazard as-
sessment with the shared objective to control significant
food safety hazards.

· 8.5.4.2: This is one of the key changes in the new version.
The clarification on the differences between OPRP & CCP
is explicit in this clause. The monitoring of both CCPs and
OPRPs needs the definition of criteria to determine the
status of the relevant control measure. These criteria are
the critical limit for the CCP (measurable) and the action

criteria for the OPRP (measurable or observable).

· 8.5.4.3: Monitoring system for control measures, both at
CCPs and for OPRPs, shall be established. The need to
document the monitoring results is now explicit.

Although different wording is used for of OPRPs and CCPs, 
the  technical approach for selecting the monitoring meth-
ods and frequency is substantially the same. 

While at CCPs frequency and monitoring methods shall be 
capable to detect any failure before the product leaves the 
organisation’s control because the product is unsafe (same 
as 2005 version); the selection of methods and frequency 
for OPRP’s monitoring shall be based on the likelihood of 
failure (of the control measure) and the severity of the con-
sequences (of the failure), which means that the monitoring 
shall be stricter according to the actual risk for consumer.
The requirement on the monitoring based on observation, 
such as visual inspection, is referred specifically to the 
OPRPs, as this type of criteria is accepted for action criteria 
only and not for critical limits.

In sub-clause 8.8.1, Verification, it is required that PRP veri-
fication shall confirm not only that the PRP is implemented, 
but also that it‘s effective. The verification activities shall be 
carried out by person not involved in the monitoring.

In Evaluation for Release, sub-clause 8.9.4.2, it is explic-
itly stated that when the nonconformity of the product is 
related to critical limits and CCPs, the product is unsafe and 
cannot be released. Only nonconformities related to action 
criteria and OPRP may result in product release, provided 
the condition given are met.

The disposition of nonconforming products is explicitly 
described in sub-clause 8.9.4.3.

CL AUSE 9 :  PER FOR MAN C E E VALUATION
In the words of Lord Kelvin, a physicist and mathematician 
of the last century, “What is not measured, cannot be im-
proved. What is not improved, is always degraded.”.

Organisations need to decide and define “what, when and 
how” to monitor and measure defined processes in order 
to be assured that they are operating as intended. 

This often results in a series of Key Performance Indicators 
(KPI’s) which relate directly to the organisations’ food safe-
ty objectives, defined in Clause 6. 

The requirements for analysis & evaluation which were 
under sub-clauses 8.4.2 & 8.4.3 in ISO 22000:2005, have 
been shifted and combined into Clause 9.1.2.
Internal audit, which was under sub-clause 8.4.1 is now 
placed under Clause 9.2 and some clarifications concerning 
the process and respective expectations are provided.
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Management review was under the Clause 5.8 is now 
shifted to Clause 9.3. The list of the inputs to be considered 
has been better detailed and some new elements included, 
such as: 

· changes in context (internal and external issues) that may
affect the FSMS

· information on the performance and the effectiveness of
the FSMS, including trends in: review of identified risks
and opportunities and effectiveness of actions taken to
address them; the performance of external providers and
the adequacy of resources

CL AUSE 10 :  IMPROVEMENT
This section defines the needs for an organization to 
determine and implement opportunities for improvement 
to comply with the determined intended purpose of the 
product, what it is expected from customers, and prevent 
and reduce undesired effects while continually improving 
the system.

No new requirements under Clause 10 but merely a re-ar-
rangement of the previous Clause 8.1, 8.5.1 and 8.5.2. 
Nonconformity and corrective action requirements have 
been combined under Clause 10.1. 

CONTINUAL IMPROVEMENT PROCESS

Certification process

1 PRE-AUDIT  
 (OPTIONAL)

Our auditors perform a preliminary 
assessment to determine to which 
degree your processes already 
comply with the requirements of 
the standard. 

6 RECERTIFICATION 

Renewed certification takes place 
within three years. Documenta- 
tion of the continual improvement 
process.

2 GAP ANALYSIS 
 (OPTIONAL)

Gap analysis to identify possible 
weaknesses with regard to the 
transition audit. 

5 ANNUAL  
 SURVEILLANCE AUDITS

Annual assessement of process 
optimization and standard 
conformity.

3 CERTIFICATION 
 AUDIT

Our auditors check whether your 
documentation complies with 
standard ISO 22000 and assess the 
practical application and effective-
ness of your management system.  

4 CERTIFICATE 
 IS AWARDED

Confirmation of standard confor-
mity and reliability. Entry in online 
certification database Certipedia.



What can you do?
1.  Be knowledgeable of the content and the requirements of ISO 22000:2018.

The standard is available for purchase from ISO Store. If you are a current user
of ISO 22000:2015 you should focus on the changes in the requirements.

2.  Ensure that relevant personnel in your organisation is trained and understands
the requirements and key changes of the standard

3. Perform a gap analysis, internally or through a third party, to identify what
needs be addressed to meet the new and updated requirements. Establish an
implementation plan

4.  Implemented the planned actions and update your management system to
meet the new and update requirements

5.  Evaluate effectiveness of the implementation, through internal audits, and
determine if further actions are needed.



TUV Rheinland: 
Your ideal Partner for global 
food safety

With regard to integrated audit solutions our core portfolio services  
(ISO 9001 | ISO 14001 | ISO 45001 | ISO 50001) as ell as IT-services 
(ISO 27001 | ISO 22301), Supply Chain Audits / CSR Audits (e.g. SMETA, 
SA 8000) and RSPO (Palm Oil Certification) are enabling safety and  
sustainability in the FOOD industry.

GLOBAL PL AYER

Worldwide local presence of highly qualified 
specialists who provide valuable inputs to 
customers 

E XPER IEN C E & E XPER TISE

Years of experience in auditing and certification 
industry with a vast number of global customers 

CUSTOMER- OR IENTED

Flexible adaption of customer requests and 
situations to the certification process

STRONG PRO J EC T MANAGEMENT

Well established project management structure 
that supports trustful and efficient strategic 
partnerships 



GMP+ 

Quality assurance for food according to the HACCP 

concept

    MORE INFORMATION

HACCP CODEX ALIMENTARIUS

Hazard Analysis Critical Control Points 

The HACCP certification:  

hygienic safety for your food products 

    MORE INFORMATION

IFS

 International Featured Standards 

    MORE INFORMATION

ISO 22000

Food Safety Management Systems 

From production to the consumer: guarantee the 

safety of your food with ISO 22000 certification 

    MORE INFORMATION

GLOBAL GAP

Good Agricultural Practices is an international 
quality standard for agricultural, horticultural, 
and aquaculture products.  

    MORE INFORMATION

BRC GS GLOBAL STANDARDS

OUR FOCUS: BRC GS Food, BRC GS Packaging Your 

gateway to new markets: our BRC Global Standard for food 

safety certification

    MORE INFORMATION

FSSC 22000 - Food Safety System Certification 

Increase food safety and the confidence of 

customers with FSSC 22000 

    MORE INFORMATION

FOOD | Auditing & Certification

Our solution portfolio for the Food industry

GLOBAL FOOD SAFE T Y IN IT IAT IVE 
(GFSI)  STANDAR DS
The Global Food Safety Initiative is a private 
organization, established and managed by  
the international trade association & the 

Consumer Goods Forum. The GFSI maintains a scheme to 
benchmark food safety standards for manufacturers as well 
as farm assurance standards

With regard to integrated audit solutions our core portfolio services (ISO 9001 | ISO 14001 | ISO 45001 | ISO 50001) as 
well as IT-services (ISO 27001 | ISO 22301 | ISO 20000), Supply Chain Audits / CSR Audits (e.g. SMETA, SA 8000) and 
RSPO (Palm Oil Certification) are enabling you to improve safety, quality and sustainablity in the FOOD industry! 

IFS Food

IFS Logistics

IFS Broker 

    MORE INFORMATION

    MORE INFORMATION

https://www.tuv.com/world/en/gmp-certification.html
https://www.tuv.com/world/en/haccp-food-safety.html
https://www.tuv.com/world/en/ifs-broker.html
https://www.tuv.com/world/en/iso-22000-for-food-safety.html
https://www.tuv.com/world/en/globalg.a.p.-certification.html
https://www.tuv.com/world/en/food-safety-according-to-brc.html
https://www.tuv.com/world/en/food-safety-fssc-22000.html
https://www.tuv.com/world/en/ifs-logistics.html
https://www.tuv.com/world/en/ifs-food.html


www.tuv.com/food
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TÜV Rheinland AG
Am Grauen Stein
51105 Cologne
info@tuv.com

https://www.tuv.com/food



