BS ISO 22004:2014

BSI Standards Publication

Food safety management
systems — Guidance on the

application of ISO 22000

[
bSlo ..making excelleDoewriembst.

Document Sharing Hub

Full document details: BS ISO 22004:2014


http://dx.doi.org/10.3403/30075591U
http://www.avadocuments.com/doc/bs-iso-22004-2014
http://www.avadocuments.com/doc/bs-iso-22004-2014

BS ISO 22004:2014 BRITISH STANDARD

National foreword
This British Standard is the UK implementation of ISO 22004:2014.

The UK participation in its preparation was entrusted to Technical
Committee AW/90, Quality systems for the food industry.

A list of organizations represented on this committee can be
obtained on request to its secretary.

This publication does not purport to include all the necessary
provisions of a contract. Users are responsible for its correct
application.

© The British Standards Institution 2014. Published by BSI Standards
Limited 2014

ISBN 978 0 580 80727 5
ICS 67.020

Compliance with a British Standard cannot confer immunity from
legal obligations.

This British Standard was published under the authority of the
Standards Policy and Strategy Committee on 30 September 2014.

Amendments issued since publication
Date Text affected

Documents

Document Sharing Hub

Full document details: BS ISO 22004:2014


http://www.avadocuments.com/doc/bs-iso-22004-2014
http://www.avadocuments.com/doc/bs-iso-22004-2014

Full document details: BS ISO 22004:2014

INTERNATIONAL
STANDARD

BS I1SO 22004

IS
2200

First edition
2014-09-01

Food safety management systems —
Guidance on the application of

IS0 22000

Systemes de management de la sécurité des denrées alimentaires —
Recommandations pour I'application de IISO 22000

Reference number
1SO 22004:2014(E)

Documents

Document Sharing Hub
© ISO 2014


http://dx.doi.org/10.3403/30271600U
http://dx.doi.org/10.3403/30271600U
http://dx.doi.org/10.3403/30075591U
http://dx.doi.org/10.3403/30075591U
http://www.avadocuments.com/doc/bs-iso-22004-2014
http://www.avadocuments.com/doc/bs-iso-22004-2014

BS I1SO 22004:2014
IS0 22004:2014(E)

COPYRIGHT PROTECTED DOCUMENT

© IS0 2014

All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized otherwise in any form
or by any means, electronic or mechanical, including photocopying, or posting on the internet or an intranet, without prior
written permission. Permission can be requested from either ISO at the address below or ISO’s member body in the country of
the requester.

ISO copyright office

Case postale 56 « CH-1211 Geneva 20
Tel. + 41 22 749 01 11

Fax + 4122 749 09 47

E-mail copyright@iso.org

Web www.iso.org

Published in Switzerland Doc uments
.. Document Sharing Hub
11 © ISO 2014 - All rights reserved

Full document details: BS ISO 22004:2014


http://www.avadocuments.com/doc/bs-iso-22004-2014
http://www.avadocuments.com/doc/bs-iso-22004-2014

BS I1SO 22004:2014

ISO 22004:2014(E)
Contents Page
FFOT@WOTM ........oocccceee o858 iv
0 TN OAUCEION .......oocccssssss st \%
1
2
3 Terms and definitions
4 General (Clause 7 0f [SO 22000:2005) ... 2
5 PLATIINIIIG ... Lo
51 Management responsibility (Clause 5 0f [SO 22000:2005) ..o
5.2 Resource management (Clause 6 0f [SO 22000:2005) ...
5.3 Emergency preparedness (5.7 of [SO 22000:2005) .o
5.4 Control of documents including records (4.2.2 and 4.2.3 of [SO 22000:2005)
55  PRPs (7.2 0f [SO 22000:2005) ..o o
5.6  Preliminary steps to enable hazard analysis (7.3 and 7.7 of [SO 22000:2005)....................... 7
5.7  Hazard analysis (7.4 0f [SO 22000:2005) ..o 8
5.8  Validation of control measures or combination of control measures (8.2 of
SO 22000:2005) e
5.9 Establishing the HACCP plan (7.6 of [SO 22000:20085)
5.10 Establishing the OPRPs (7.5 of [SO 22000:2005) ...
5.11 Verification planning (7.8 of [SO 22000:2005)
5.12  Traceability (7.9 of [SO 22000:20059]) - -cceerrerreermsiemssieeesieemsseeeeseessseeesssesesseees oo
6 IMPLIEMEIEATION ...t
6.1 General (7.6.4, 7.8 and 8.2 of [SO 22000:2009)).......cccuvvvmrimmmsiivmsirmssiemssssessssssssssssssssssssessssssssssessssessssees
6.2 Monitoring (7.6.4 of [SO 22000:2005]) -rreereeroeeesierieeesie s
6.3 Corrections and corrective actions (7.10.1 and 7.10.2 of [SO 22000:2005)................
6.4 Handling of potentially unsafe products (7.10.3 and 7.10.4 of [SO 22000:20085)
6.5 Communication process (5.6 0f [SO 22000:2005) ...
6.6 Documentation (4.2 0f [SO 22000:2005]) ...
7 VT HCATION .......occccc s 20
7.1  General (7.8 and 8.4 0f [SO 22000:2005) ... 20
7.2 Verification of specifications for incoming materials and contracted services (7.8 of
SO 22000:200F)
7.3 System verification (8.4 of [SO 22000:2005)
8 IIMPTOVEITIEIIE ........oooo e
8.1 Management review (5.8 of [SO 22000:2005)) ........................
8.2  Improvement and updating (8.5 of [SO 22000:2005)
9 Use of consultancy and externally developed generic guidelines (Clause 1 and 4.1 of

IS0 22000:2005) ................................................................................................................................................................................................ 23

Annex A (informative) Correspondence between this International Standard (ISO 22004]) and

TEIATEA AOCUIMEIITS ... 24
Annex B (informative) Improvement through learning ... 31
Annex C (informative) Involvement and motivation through training ... 32
BIDLEOZTAPIY . ...t 33

Documents
© IS0 2014 - All rights reserved Pocument Sharin%lHUb

Full document details: BS ISO 22004:2014


http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30271600U
http://www.avadocuments.com/doc/bs-iso-22004-2014
http://www.avadocuments.com/doc/bs-iso-22004-2014

BS I1SO 22004:2014
IS0 22004:2014(E)

Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular the different approval criteria needed for the
different types of ISO documents should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2. www.iso.org/directives

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of any
patent rights identified during the development of the document will be in the Introduction and/or on
the ISO list of patent declarations received. www.iso.org/patents

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation on the meaning of ISO specific terms and expressions related to conformity
assessment, as well as information about ISO’s adherence to the WTO principles in the Technical Barriers
to Trade (TBT) see the following URL: Foreword - Supplementary information

The committee responsible for this document is ISO/TC 34, Foods products, Subcommittee SC 17,
Management systems for food safety.

This first edition of [SO 22004 cancels and replaces ISO/TS 22004:2005, which has been technically

revised.
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0 Introduction

0.1 General

This International Standard provides guidance on the use of [SO 22000 in four parts: planning,
implementation, verification and improvement (Plan, Do, Check, Act). The clauses of [SO 2200(Q link
together to form a food safety management system (FSMS).

Correspondence with the relevant clauses of [SO 22000 is given in the headings as well as in Annex A
(see Tables A.1 and A.2).

0.2 Food chain approach

Establishing an FSMS is a tool used to mitigate the risk to public health associated with the organization’s
products; it is also useful for ensuring compliance with statutory/regulatory requirements and/or those
specified by customers.

[SO 22000 promotes the adoption of a systematic approach for developing, documenting, implementing
and maintaining an FSMS. Integral to this approach are supply chain management (supplier evaluation
and approval) and ensuring the safety of products during distribution.

0.3 Process approach

SO 22000 also follows the “process approach” (i.e. management of a system of interrelated processes
with identified interactions).

Anadvantage of the process approach is the ongoing control it provides between the individual processes
within the system.

When used within an FSMS, the process approach emphasizes the importance of:
a) understanding and fulfilling the requirements;

b) considering food safety as a process;

c) considering traceability as a process;

d) monitoring of process performance and effectiveness;

e) continual improvement of processes based on objective measurement(s).

Any and all parties, as defined by internal and external communication, can play a role in defining
process requirements. Evaluating the satisfaction of these entities requires the collection and analysis
of information to determine whether or not the organization has been able to meet these demands.

0.4 The [SO 22000-related documents

The family of documents comprises of a number of individual International Standards
and Technical Specifications, which are interrelated and supplementary to each other (see Figure 1).
is the primary International Standard, which defines the requirements and to which the
other International Standards and Technical Specifications within the family are linked.

ISO/TS 22002 (all parts)lel provides guidance to meet the requirements for prerequisite programmes
(PRPs). It is intended to be used in support of the requirements for PRPs specified by [So 22000. PRP
documents of the ISO/TS 22002 series address food chain categories according to [SO/TS 22003:2013,
Clause A.1, and potentially related categories.[Z]

provides guidance for the accreditation of certification bodies, that is, those groups
which can audit organizations in the food chain under . It also defines the basic requirements
for companies applying for certification, the rules applicable to audit and certification, and
provides for customers the necessary information and confidence in the certification process regarding

suppliers. Documents
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[SO 22009 provides guidance on the establishment and operation of traceability systems including
traceability for food safety purposes. Some of this guidance is also included in this International
Standard (see 5.12 and Reference [8]).

Reference [10] on [SO 22000, also referred to as the “fitness checker”, is a handbook first published in
2006, which specifically targets small businesses that are not familiar with ISO and its standards.[10] It
provides these organizations with guidance for future certification.

Reference [11] on how to use[[SO 22000 is a handbook providing generic guidance to assist organizations,
in particular small- and medium-sized organizations, on how to develop, document, implement and
[SO 22000

maintain an FSMS in accordance with [11]
Codex Alimentarius
Concept >,
[SO (SO Bodies providing
22004 22000 audit and <
certification
Guidance on the
application of ) } .
Requirements for Requirements for bodies
ISO 22000:2003 any organization in the providing audit and
food chain certification of food safety
ISO/TS management systems
22002-
series
Prerequisite programmes -
on food safety
by categories
22005

Traceability in the
feed and food chain

[SO 22000

Are you
ready ?

How to use

[SO 220007

Other supportive standards/documents J

Figure 1 — Overview of [SO 22000-related documents

0.5 Relationship with [SO 900
[SO 22000 has been designed to work in harmony with [SO 9001|l1] and its supporting standards.

[SO 9001] provides requirements for a quality management system, which can be used internally by
organizations, for certification or for contractual purposes. It focuses on the effectiveness of the quality
management system in meeting customers’ requirements.

[SO 22000 provides the essential elements of an FSMS for similar purposes.
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0.6 Compatibility with other management systems

An FSMS is most effective when developed, documented, implemented and maintained within the
framework of a structured management system, which is incorporated into the overall management
activities of the organization.

[S0 22000 enables an organization to align or integrate its own FSMS with other related ISO management
systems (e.g. [SO 900111 [SO 14001}4] Ig[so 2800%[9]).

It is possible for an organization to adapt the management part of its existing system(s) so as
to facilitate the implementation of other ISO management system Standards. For example, the following
system elements might be common to any other ISO management system, however, managed differently
and/or independently, when needed:

— policy;

— management responsibilities (commitment, resources and objectives);
— competencies (training);

— management review;

— monitoring and measurement;

— document control;

— audit of the system;

— corrective actions;

— continual improvement;

— traceability;

— communication.
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Food safety management systems — Guidance on the
application of IS0 22000

1 Scope
This International Standard provides generic advice on the application of [SO 22000.

This International Standard does not create, alter or replace any of the requirements in [SO 22000.

As individual organizations are free to choose the necessary methods and approaches to fulfil the
requirements of [SO 22000, the guidance provided by this International Standard, are under no

circumstances, to be considered a requirement.

This International Standard has been drafted to enhance acceptance and use of [SO 22000-based
food safety management systems (FSMS), as well as to improve understanding, communication and
coordination between organizations in the food chain.

2 Normative references

The following documents, in whole or in part, are normatively referenced in this document and are
indispensable to its application. For dated references, only the edition cited applies. For undated
references, the latest edition of the referenced document (including any amendments) applies.

[SO 22000:2005, Food safety management systems — Requirements for any organization in the food chain

3 Terms and definitions
For the purposes of this document, the terms and definitions given in [SO 22000 and the following apply.

NOTE In the context of food safety, the terms “hazard” and “risk” are still translated into and/or used for
the single word: “risk”, thus leading to the use of the incorrect expression “risk analysis” instead of the correct

expression “hazard analysis” (see 3.3 of [SO 22000:20035).

3.1

significant hazard

biological, chemical or physical hazard, identified through the hazard analysis process, which needs
to be controlled at critical control point(s) [CCP(s)], or by operational PRP(s) and/or by combinations
thereof

Note 1 to entry: Lack of control will lead to a potentially unsafe product. Identified hazards, not assessed as
significant, need not be controlled at CCP(s) and/or by operational PRP(s).

Note 2 to entry: Operational prerequisite programme is abbreviated as OPRP.

3.2
deviation
failure to meet an expected outcome
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3.3

action limit

action criterion

measurable or observable criterion established for the monitoring of a control measure applied as an
OPRP

Note 1 to entry: An action limit or criterion expresses whether or not the control measure is under control, and
distinguishes between what is acceptable (limit met or achieved means the control measure is operating as
intended) and unacceptable (limit not met nor achieved means the control measure is not operating as intended).

4 General (Clause 7 of [SO 22000:2005))

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 nonconformity.

The FSMS is developed and implemented through a Plan-Do-Check-Act (PDCA) approach as follows:

a) planning (Plan) of the steps; from the establishment of the PRPs, hazard analysis and critical control
point (HACCP) plan and/or by similar means for OPRP such as an OPRP plan (see Note below),
through conducting hazard analysis and validating the selected control measures, to establishing
verification procedures and developing a system for traceability;

NOTE An OPRP plan is a controlled document that describes how the food safety hazards are managed
and controlled by OPRPs.

b) implementation (Do) of monitoring, corrections, corrective actions and handling of unsafe products
(day-to-day operations);

c) verification (Check) of PRPs, control measures and system performance;

d) improvement (Act) by reviewing the overall system performance (management review), updating of
the system and/or enhancing its effectiveness.
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5. PLANNING
_Dl 5.2 Resource management |
| 5.1.1 Management commitment I{—
_bl 5.3 Emergency preparedness |
| 5.1.2 Food safety policy I(—
_bl 5.4 Control of documents |
\ 4
5.1.3 Food safety team leader | Food safety team
->| Planning and realization of safe products |
A 1
5.6 Prelimi- 58 >9and 5.10
5.5 > nary steps to > 5.7 Hazard > Validation > Establishing > 511 512
PRPs enable hazard analysis of control HACCP plan Verlflca_tlon Traceability
X and/or the planning system
analysis measures OPRPs

8:2 71 and 7.2 6.2 Monitoring
}deatlng and Verification
improvement €= of PRPs and

control
measures

a

\ 4

6.3 Corrective actions
and corrections

8.1 Management
review

7.3
System
verification

A

6.4 Handling of potentially unsafe products <

6.5 Communication process I(—
6.6 Documentation I(—
Control of monitoring and measuring I(—

6. IMPLEMENTATION

8. IMPROVEMENT . VERIFICATION

NOTE The numbering refers to the (sub)clauses of this International Standard.
Figure 2 — Illustration of the PDCA approach to FSMS

Development, maintenance and improvement of the system are addressed by planning, monitoring,
verification and updating as shown in Figure 2. Maintenance and improvement of the system is addressed
through a number of cycles of planning, validation, monitoring, verification and updating. Within an
operating system, changes can be initiated at any of these phases.

PRPs are established to ensure that basic requirements and activities are in place, thus ensuring the
establishment of a hygienic environment. Additionally, some PRPs are practices globally recognized as
contributing to the provision of safe and suitable[13] food.

Significant hazards identified during hazard analysis are controlled by identified control measures that
are subsequently categorized into two categories of control measures (given in 7.4.4 of [SO 22000:2005):

— control measures applied at CCPs: these control measures are managed by a HACCP plan. Such
control measures have defined critical limits that can separate acceptable product from potentially
unacceptable (unsafe) product. In addition, their implementation can be monitored in a manner that
enables detection of any loss of control within a timeframe sufficient to effectively control affected
product. Failure to meet critical limits will result in a potentially unsafe product.

— control measures applied as OPRPs: these control measures cannot be managed by an HACCP plan
but can be managed by similar means such as an OPRP plan. In the case of OPRPs, such control
measures do not have a critical limit, but should have an action limit or an actif) gigetinments
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demonstrates that the OPRP is in control. Failure to meet these established criteria will lead to
corrective actions.

The affected products “shall be evaluated with respect to the cause(s) of the nonconformity and to the

consequences thereof in terms of food safety and shall, where necessary, be handled in accordance with
7.10.3” (of [SO 22000:2005).

NOTE The traditional Codex decision tree does not include the concept of OPRP.

Control measures applied at CCPs and as OPRPs are intended to control all the hazards assessed as
significant during hazard analysis. Control measures or combinations of control measures applied at
CCPs and as OPRPs should be validated to ensure that they are effective. Validation is not required for
PRPs.

Table 1 — Actions linked to PRPs, OPRPs and CCPs, as well as the relationship between them

PRP2 OPRP | ccp

Identified once PRPs are developed, and based on the hazard analysis
taking the PRPs into account. OPRPs and CCPs are product and/or process
specific.

Preliminary development based on
experience and assessment of refer-
ence documents.

Measures impacting food suitabil-

Measures (or combination of measures) controlling hazards that are
ity[13] and safety.

remaining after the implementation of PRPs.

General measures that are not spe-
cific to any hazard.

Measures (or combination of measures) that are specific to each hazard
or group of hazards.

Measures related to creating the
environment for the production of
safe food.

Environment- and/or product-related measures (or combination of meas-
ures) to prevent contamination or to prevent, eliminate or reduce hazards
to an acceptable level in the end product.

Validation

Measurable or observable action
criterion(a) or action limit(s)

Measurable critical limit(s) is (are)
demonstrating that the control

Monitoring where relevant and
feasibleb.

demonstrating that the OPRP is in
control.

measures (or combination of meas-
ures) associated with each CCP is in
control.

Monitoring of the implementation of

control measures (or combination of

measures).

Corrective actions, and/or correc-

tions as needed.

Corrective actions, and/or correc-
tions.

Monitoring records kept.

Scheduled verification of implemen-
tation

Scheduled verification of implementation.

Verification of achievement

of planned hazard controls.

and good manufacturing practices.

ble.

a  PRPsare often referred to as good practices, such as good hygienic practices, good agricultural practices

b Many PRPs do not lend themselves to monitoring. Thus monitoring activities should be in place where feasi-

External competences may be used by the organization to deve
measures; provided they meet the requirements of 7.2 to 7.8 of

op the combination of PRPs and control

[SO 22000:2005 (see Clause 9).

4

Full document details: BS ISO 22004:2014

Documents

Document Sharing Hub
© ISO 2014 - All rights reserved


http://dx.doi.org/10.3403/30075591
http://dx.doi.org/10.3403/30075591
http://www.avadocuments.com/doc/bs-iso-22004-2014
http://www.avadocuments.com/doc/bs-iso-22004-2014

