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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.
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0 Introduction

0.1 General

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

Correspondence with the relevant clauses of ISO 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 orjganization’s
products; it is also useful for ensuring compliance with statutory/regulatory requirentents gnd/or those
specified by customers.

ISO 42000 promotes the adoption of a systematic approach for developing, documenting, implementing
and maintaining an FSMS. Integral to this approach are supply chain mahagement (suppliefr evaluation
and gpproval) and ensuring the safety of products during distribution:

0.3 Process approach

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

Anadlvantage of the process approach is the ongoing control it provides between the individufal processes
with|n the system.

Wheh used within an FSMS, the process approach’emphasizes the importance of:
a) Understanding and fulfilling the ISO 22000 requirements;

b) ¢onsidering food safety as a process;

c) d¢onsidering traceability as a process;

d) monitoring of process pérformance and effectiveness;

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

Any pnd all parties;»as defined by internal and external communication, can play a rold in defining
process requirenients. Evaluating the satisfaction of these entities requires the collection and analysis
of information-te determine whether or not the organization has been able to meet these d¢mands.

0.4 The ISO 22000-related documents

The SO 22000 family of documents comprises of a number of individual Internationgl Standards
and Technical Specifications, which are interrelated and supplementary to each other (see Figure 1).
ISO 22000 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)lél 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 ISO 22000. PRP
documents of the ISO/TS 22002 series address food chain categories according to ISO/TS 22003:2013,
Clause A.1, and potentially related categories.[Z]

ISO/TS 22003 provides guidance for the accreditation of certification bodies, that is, those groups
which can audit organizations in the food chain under ISO 22000. It also defines the basic requirements
for companies applying for ISO 22000 certification, the rules applicable to audit and certification, and
provides for customers the necessary information and confidence in the certification process regarding
suppliers.
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ISO 22005 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 ISO 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 ISO 22000 is a handbook providing generic guidance to assist organizations,
in particular small- and medium-sized organizations, on how to develop, document, implement and
maintain an FSMS in accordance with ISO 22000.[11]

Codex Alimentarius
Concept =
ISO ISO Bodies providing 1SO/TS
22004 22000 audit and « 22003
certification
Guidance on the \_/-
application off ) ; .
R ts f Requirements for Hodies
15022000:2095 anyi?g;ﬁ;etri]orsl i(r)lrthe providing audit gnd
food chain certification of food|safety
ISO/TS management sysfems
22002-
series
Hrerequisite programmes 0\ =
on food safety
by categories ISO
N 22005
N Traceability in the
feed and food chain
ISG 22000 How to use
Are you 1SO 22008 %
ready ?
®ther supportive standards/documents J
Figure 1 — Overview of ISO 22000-related documents

0.5 Relationship with ISO 9001
ISO 22000 has been designed to work in harmony with ISO 9001[1] and its supporting standards.

ISO 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.

ISO 22000 provides the essential elements of an FSMS for similar purposes.

vi © ISO 2014 - All rights reserved


https://standardsiso.com/api/?name=88cd2b183d09be6c8da8b3dedefdfaca

IS0 22004:2014(E)

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.

[SO 22000 enables an organization to align or integrate its own FSMS with other related ISO management
systems (e.g. ISO 9001,[1] ISO 14001,[4] ISO 28000(2]).

Itis pnccih]n foran r\rgahi'7ah'nn toad :\pf the managnmnnf p:lrf ofits nvich'ng 1S0. 22000 Sy tem(s) SO as

to fagilitate the implementation of other ISO management system Standards. For example,the following
systdem elements might be common to any other ISO management system, however, managefl differently
and/pr independently, when needed:

— I'olicy;
— 1Inanagement responsibilities (commitment, resources and objectives);

— ¢ompetencies (training);

— anagement review;

— onitoring and measurement;
— dlocument control;

— 3udit of the system;

— ¢orrective actions;

— ¢ontinual improvement;

— fraceability;

— ¢ommunication.

© 1S0O 2014 - All rights reserved vii


https://standardsiso.com/api/?name=88cd2b183d09be6c8da8b3dedefdfaca



https://standardsiso.com/api/?name=88cd2b183d09be6c8da8b3dedefdfaca

INTERNATIONAL STANDARD

ISO 22004:2014(E)

Food safety management systems — Guidance on the
application of ISO 22000

1 Scope

This International Standard provides generic advice on the application of ISO 22000.
This|International Standard does not create, alter or replace any of the requirements |inf ISO 22000.
As ingdividual organizations are free to choose the necessary methods and approaches jto fulfil the
requfrements of ISO 22000, the guidance provided by this International Standard, afe under no
circymstances, to be considered a requirement.

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

2 Normative references

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

IS0 42000:2005, Food safety management systems <= Requirements for any organization in the food chain
3 Terms and definitions

For the purposes of this document, the térms and definitions given in ISO 22000 and the follpwing apply.
NOTH In the context of food safety, the terms “hazard” and “risk” are still translated into anfl/or used for
the single word: “risk”, thus leading to the use of the incorrect expression “risk analysis” instead ¢f the correct
exprgssion “hazard analysis” (See 3.3 of ISO 22000:2005).

31

significant hazard

bioldgical, chemical or physical hazard, identified through the hazard analysis process, ywhich needs
to bg controlled. at critical control point(s) [CCP(s)], or by operational PRP(s) and/or by cpmbinations
there¢of

Note |1 to entry: Lack of control will lead to a potentially unsafe product. Identified hazards, nof assessed as
signifieant; 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

© ISO
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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 Gener

ISO 22000 1
documentat
planning, co
actions in th

The FSMS is|

a) plannin
point (
through
verifica

NOTE
and conf]

b) implem
(day-to-

c) verifica

d) improvq
the syst

1 ((‘lancp 7 of ISO ')')ﬂﬂﬂ-')ﬂﬂ"{)

ion, implementation and maintenance of an FSMS. This is achieved through-effe
ordination, implementation, verification and updating of activities, and throughtapprop
e event of nonconformity.

(Plan) of the steps; from the establishment of the PRPs, hazard analysis and critical co
ACCP) plan and/or by similar means for OPRP such as an, OPRP plan (see Note be
conducting hazard analysis and validating the selected cohfrol measures, to establis
Fion procedures and developing a system for traceability;

rolled by OPRPs.

day operations);
Fion (Check) of PRPs, control measures.dnd system performance;

bment (Act) by reviewing the overall'system performance (management review), updati
em and/or enhancing its effectiveness.

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

equires the application of a dynamic and systematic process approach to the deyelopment,

ctive
riate

ntrol
low),
hing

An OPRP plan is a controlled document that describeschow the food safety hazards are managed

entation (Do) of monitoring, corrections, corregtive actions and handling of unsafe prodlucts

ng of
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| Top management I
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 Tracei pility
analvsis measures and/or the planning, system
4 OPRPs
|
8.2 71 and 7.2 6.2 Monitoring
ppdaﬁ“g and Verification
improvement @ of PRPs and O
A control /«
measures 6.3 Gorrective actions
and corrections
8.1 Management 7.3 0\\
review System s\ A
verification _
\ 6.4 Handling of potentially unsafe products <
6.5 Communication process I(
< : 6.6 Documentation I(
< I Control of monitoring and measuring I(
8. IMPROVEMENT 7. VERIFICATION 6. IMPLENIENTATION
NOTH The numbering refers td'the (sub)clauses of this International Standard.

Figure 2 — Illustration of the PDCA approach to FSMS

Devdlopment, mainténance and improvement of the system are addressed by planning, |[monitoring,
verifjcation andupgdating as shown in Figure 2. Maintenance and improvement of the system |s addressed
throtigh a number of cycles of planning, validation, monitoring, verification and updating. Within an
operfting systém, changes can be initiated at any of these phases.

PRPY{ are‘established to ensure that basic requirements and activities are in place, thus gnsuring the

bk £ o€ o 1 3 3 % £ A Jd 342 11 DPRDP 3 3 43 lobolles o i
estabHspmentota Ty sSTCTITC CTIvV IT UTHITC T YU UTCIUTTatTy, SOTHC T T S ar T practtiCCSETIoUuarty 1 COganed 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 action criterion, which
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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 ISO 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 thev are effective Validation is not rpqnirpd_ for
PRPs.

Table 1 — Actions linked to PRPs, OPRPs and CCPs, as well as the relationship between them
PRP2 OPRP | c6P
Preliminary|development based on Identified once PRPs are developed, and based on the hazard analyfis
experience and assessment of refer- |taking the PRPs into account. OPRPs and CCPs are.product and/or prcess
ence documgnts. specific.
Measures impacting food suitabil- Measures (or combination of measures) ¢ontrolling hazards that afe
ity[13] and sdfety. remaining after the implenentation of PRPs.
General meapures that are not spe- | Measures (or combination of measures) that are specific to each hazard
cific to any hiazard. or group.ef hazards.
Measures related to creating the Environment- and/or product-related measures (or combination of njeas-
environment for the production of |ures) to prevent contamination or to prevent, eliminate or reduce hagards
safe food. to an accéptable level in the end product.
Validation
Measurable or gbservable action | Measurable critical limit(s) is (pre)
criterion(a)lor action limit(s) demonstrating that the contiol
demonstrating that the OPRP isin | measures (or combination of mleas-
control. ures) associated with each CCP|is in
control.
Monitoring where relevant and Meonitoring of the implementation of control measures (or combinatipn of
feasibleb. measures).
Corrective actions, and/or correc- | Corrective actions, and/or corfec-
tions as needed. tions.

Monitoring records kept.

Scheduled verification of jimplemen- Scheduled verification of implementation.
tation

Verification of achievement of planned hazard controls.

a  PRPsare pften referred to as good practices, such as good hygienic practices, good agricultural practice
and good ma1nufacturing practices.

vi

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

External competences may be used by the organization to develop the combination of PRPs and control
measures; provided they meet the requirements of 7.2 to 7.8 of ISO 22000:2005 (see Clause 9).
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5 Planning
5.1 Management responsibility (Clause 5 of ISO 22000:2005)

5.1.1 Management commitment (5.1 of ISO 22000:2005)

The organization’s FSMS should be based on the key elements of food safety described in the Introduction
and Scope of SO 22000:2005.

It is 1ntended that top management allows enough time to rev1ew the management system It is the
man 0 C 0 N men yerformance

ectations of

— have along-term planning perspective (applying the continual improvement principle)

— liist stakeholders involved with external and internal communication, assess theif individual
potential impacts on the organization’s performance, as wéll as determining how t¢ meet their
needs and expectations in a balanced way;

— ¢ngage stakeholders and keep them informed of the prganization’s activities and plans

— identifyassociated short- and long-term risks and.niplement an overall strategy for the grganization
o mitigate them;

— tegularly assess compliance with current plans and procedures, and take appropriate corrective
dctions and update the programmes as nequired.

5.1.21 Food safety policy (5.2 and 5.8:1 of ISO 22000:2005)

Top management should establish.the organization’s food safety policy, so that the mission, vision and
valugs are accepted by relevantinterested parties. The organization’s policies should be rgviewed on a
regular schedule and revised asneeded.

The |organization’s food-safety policy should incorporate activities needed to achieve |[food safety
statytory/regulatoryrequirements, and the food safety requirements of customers.

Programmes showdd be developed, documented, implemented, maintained and updated, in spch a way as
to enjable the eortinuous review of the performance regarding the FSMS, and allowing for anly necessary
imprpvements:

5.1.3 “Food safety team leader (5.5 of ISO 22000:2005)

ISO 22000 requires that organizations establish a food safety team and designate a leader (nominated
by top management), who is responsible for developing, documenting, implementing, maintaining and
updating the FSMS.

The food safety team leader has a permanent function, which is central to the FSMS of any organization.
The individual should be a member of the organization and should understand its food safety issues.
Where the food safety team leader has other responsibilities within the organization, these should not
conflict with food safety responsibilities.

The responsibility of the food safety team leader may include liaison with external parties on matters
relating to the FSMS (e.g. chamber of commerce, consultant, inspection agencies, suppliers, customers).

© IS0 2014 - All rights reserved 5
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It is recommended that the food safety team leader has extensive knowledge of hygiene, food safety
management and application of the HACCP principles.

5.2 Resource management (Clause 6 of ISO 22000:2005)

5.2.1 Provision of resources (6.1, 6.3 and 6.4 of ISO 22000:2005)

The organization should ensure resources (such as equipment, facilities, materials, energy, knowledge,
budget and personnel) are used effectively. A process, which provides, allocates, monitors, evaluates,
optimizes and maintains those resources, should be in place.

The organiz
including oy
be used as i}

5.2.2 Training (6.2.2.1 and 6.2.2.2 of ISO 22000:2005)

Personnel aj
encourages
should ensu
and the imp

Personnel i
should be d
the training
Annex C).

5.3 Emer

The organiz

disasters, eivironmental accidents, bioterrorisaiyor other incidents that can affect food safety a

production.

Response is
about the c
relevant stg
agencies (se

An example
to assess 1
withdrawal

NOTE IS

5.4 Conty

ation should periodically review the availability and suitability of the identified respu
tsourced resources, and take action as necessary. The results of these reviews should
iputs into the organization’s reviews of its strategy, objectives and plans.

eamostvaluable and critical resource. Itis necessary to ensure that their work environ
personal growth, learning, knowledge transfer and teamwork (se¢-5.2.1). The organiz
Fe thatthe personnel understand the key elements of an FSMS (e.gtHACCP, PRP, manager]
prtance of their contribution and roles in the FSMS.

ivolved in food safety (see 6.2.1 and 6.2.2 of ISO 220002005) need to be trained, tra
ocumented. In addition, organizations in the food chain should establish protocols
is effective and that the workers being trained demenstrate that they are competent

gency preparedness (5.7 of ISO 22000:2005)

htion should be aware of potential emergency situations, including but notlimited to, na

dependent on local or national regulatory expectations and may include communic
Fisis both within and outside the organization. This would include communication
ikeholders such as média, customers, employees, law enforcement and governm
e 6.5).

esponse and- business continuity plans (see 5.11). Effective traceability and prq
recall procedure(s) is (are) essential (see 5.12).

0/ TS 22002-1:2009, Clause 18 specifies detailsrelating to food defence, biovigilance and bioterrd

rces,
also

ment
htion
hent)

ning
that
(see

[fural

1d /or

htion
with
ental

of verification _fiethod is a mock/test exercise for emergencies that could be condycted

duct

rism.

ol of documents including records (4.2.2 and 4.2.3 of ISO 22000:2005)

Document control is a basic management programme to ensure that only approved, up-to-date
documentation (see 6.6) isavailable and used throughoutthe organization. Inadvertent use of out-of-date
documents can have significant negative consequences on food safety, costs and customer satisfaction.

The organization should implement a written procedure to establish a document control programme.
The document control programme should include the following elements:

a) how documents are approved prior to issue;

b) how documentsare amended, updated and re-approved, including disposal of outdated and obsolete

docume

nts;
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Docyment/record control and document/record management programmes are intended'tq
applicable government regulations.

5.5

Prer
enviy
purpjose of controlling specific identified hazards. ISO/TS 22002 (all¢parts)[é] provides guigq
seledtion of PRPs applicable to different sectors/categories of the fodd chain. Other sources
apprppriate PRPs are listed in Annex C of ISO 22000. The organization should design the |
they

While PRPs and control measures are implemented and applied simultaneously in the organ
should be developed sequentially. PRPs provide the ervironment for the safe production
This
Howegver, planning, implementation and updating-of the PRPs and other parts of the FSMS
the need for changes or improvements to the PRPs.

The implementation of PRPs should be verified.

5.6

All relevant data and information needed to conduct a complete hazard analysis should
and
ingr¢
be agsessed to identify @reas for potential cross contamination. Products may be grouped
categories depending-on ingredients, processes and/or hazards.

The food safety team should also describe the intended use of the end product and consume
Where appropriate, part of this process is to determine the consumption mode and t
whether oraotinstructions for the proper preparation or use of the product are included ir
othe

Wheh

IS0 22004:2014(E)

how to identify the current revision status of, and changes to, documents (e.g. by date or issue

number) and by highlighting changes made to the previous version;

how it is ensured that documents are available where needed (storage and accessibility policy);

how the distribution of documents is controlled. The site may maintain a master list of

how documents of external origin, needed for the FSMS’ planning, operation and as
identified, controlled and distributed in accordance with list item e);

documents;

sessing, are

a records control procedure specifying which records are kept, how they are stored, retrieved,

identified and destroyed.

PRPs (7.2 of 1ISO 22000:2005)

bquisite programmes (PRPs) are basic programmes essential Afor” maintaining
onment for production, processing and/or handling of product afid-are not impleme

are appropriate to the type of food, premise, facilities, pracess, location in the food cha

explains why the PRPs should be established and'designed before proceeding to the haz

Preliminary steps to enable-hazard analysis (7.3 and 7.7 of ISO 22000:20(

documented. This includes identifying and assessing hazard occurrence in the ray
dients, processing, sterage/handling environments and in the end products. Opera

"wise\communicated.

conform to

a hygienic
nted for the
lance on the
for selecting
PRPs so that
in, etc.

ization, they
of products.
hrd analysis.
may trigger

)5)
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ions should
into similar
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the transportation and storage conditions;

information of actual use of the product (e.g. how the end product is cooked before consumption or

how the food is intended to be used by another organization in the food chain);

reasonably expected handling and mishandling of the end product by the end-user (e.g.

processing or handling by the consumer including at the consumer’s home).

subsequent

All relevant data and information that are part of the hazard analysis should be maintained and updated
as needed.
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5.7 Hazard analysis (7.4 of ISO 22000:2005)

5.7.1 Gen

The process

eral

of hazard analysis is illustrated in Figure 3.

® Information from HAZARD IDENTIFICATION
preliminary steps Identify potential hazards involved in the considered
® Acceptgbtetevets J process
v
® [nformdtion from N
prelimihary steps HAZARD ASSESSEMENT
o Controllat earlier steps in the Assess each of identified hazards to develop a list Of.
food chqiin the significant hazards (those that remain afterjthe
® Nature pf hazard s implementation of PRPs)
® Severity of adverse effect
® Acceptdble levels v
® Effect of PRPs <
SELECTION and CATEGORIZATION <
OF CONTROL MEASURES
Significant hazards Significant hazards
mitigated by centrol mitigated by control
measures applied as measures associated
ORRPs with CCPs
v
VALIDATION
Figure 3 — Illustration of the hazard analysis process
5.7.2 Hazard identification and determination of acceptable levels (7.4.2 of ISO 22000:2005)
According t¢ 180 22000, for each significant hazard, the organization shall establish acceptance leyels!

for the end product(s). Acceptance Ievels relate to the hazards in question. Determination of acceptance
levels may be based on multiple sources such as:

a) criteria

established by relevant statutory/regulatory authorities;

b) food safety specifications?) or other information provided by buyers, in particular for end products
intended for further processing or use other than direct consumption;

c) in-house or external data collected by the food safety team related to specific hazards.

1) The “acceptable level” means level of a hazard in the end product that shall not be exceeded in order to ensure

food safety.

2) According to Codex Alimentarius, such specifications or levels can be expressed as Performance objectives.

8
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5.7.3 Hazard assessment (7.4.3 of ISO 22000:2005)

The role of hazard assessment is to determine each of the hazards identified above in 5.7.2 in order to
specify significant hazards. In conducting the hazard assessment, the following should be taken into
consideration:

a) the source(s) of the hazard (e.g. where and how it can be introduced into the product and/or its
environment);

b) the probability or likelihood of occurrence of the hazard (such as frequency of occurrence at the
highest possible levels and/or statistical distribution of levels). Consideration should be given
to cfnpc pror‘ndihg and fn]]n‘Aring the cpnrifinr‘] nporafinn within the same. cycfnm’ the process
equipment, service activities and surroundings, as well as to the preceding and following links in
the food chain. In addition, consideration should be given to areas of possible cross.contamination;

c) the nature of the hazard (e.g. ability to multiply, deteriorate the food and/or pteduce tgxins);

d) the severity of the adverse health effects which can be caused by the hazard, with congideration to
Yulnerable population;

e) the acceptable level in the end product taking into account measures taken at subseqyent steps in
the food chain (e.g. further processing, transportation, distribution and consumption).

The hazard analysis is performed to establish which hazards-are significant and, thereforj, subject to

validated control measures. It may occur that identified hazards are not determined to bg
for example, when an identified hazard is within acceptahle‘levels without further interve

significant:
ntion by the

orgahization.

If thg information required for conducting the hazard assessment is unavailable to the food|safety team
or organization, additional information can be obtained from scientific literature, databaseg, regulatory
agencgies, or industry experts.

Alist of those hazards that have been identified as significant and need to be controlled by|OPRPs or at
CCP4should be established. Where no-such hazards can be identified, the PRPs in place are ¢ffective and
suffitient to achieve safe products.

5.7.4 Selection and assessment of control measures (7.4.4 of ISO 22000:2005)

An appropriate combination of control measures should be selected which are capable of| preventing,
eliminating or reducingte acceptable levels those food safety hazards identified as significant.

Guidpnce on categorizing control measures is provided in Table 1. See also the Note to 5.9.2.

Validation of control measures or combination of control measures (8.2 of
22000:2005)

ed above in 5.7.4,
managed by the HACCP plan and by the OPRPs are capable of controllmg the ldentlfled hazards (see 6.1
and References [12] and [16]).

The validation process measures and/or assesses the control measures, or combination of control
measures, to determine that they are capable of achieving the intended level of hazard control.

Validation is carried out after any hazard analysis, and prior to implementation of new control measures,
or changes to existing control measures.

Typically, the validation consists of the following:

— definition of the decision making parameters and criteria that will demonstrate that the control
measures, if properly implemented, are capable of consistently controlling the hazard to the
specified outcome;

© ISO 2014 - All rights reserved 9
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— collection of pertinent documentation needed to the validation;
— conduct of the validation studies;

— analysis of validation results;

— documentation of the validation study.

Different methods may be used to validate control measures. It is imperative that the most appropriate
validation method be selected. If the expertise is not available within the organization, the use of
external expertise will be needed (see also Clause 9). Validation studies should be conducted before the
actual food process is operated for the first time. Validation methods include, but need not be limited to:

a) referenge to scientific or technical literature;
b) previous validation studies, or historical knowledge of the performance of the control measurg(s);

c) scientiffcally valid experimental data for example to demonstrate the adequacy of copntrol
measurg(s);

d) collectipn of data during operation of the entire food production process;

e) mathematical modelling: predictive microbiology where appropriate, for example, to validate shelf-
life (indluding reasonably foreseeable time/temperature variatiemn). or to determine alternjtive
time/temperature combinations forheattreatmentorconditionsforroheattreatment. Mathemgtical
models |should only be used if they have been validated using actual processing conditiong and
product] characteristics (e.g. aw, pH);

f) surveys, which should be developed by experts. Sample'size and individual selection for the syrvey
should Ipe established in accordance with proven survey techniques.

If relying uon validations carried out by others, care should be taken to ensure that the conditigns of
the intended application are consistent with those identified in the referenced validations.

For some w¢ll-established processes (e.g. time;and temperature combinations for milk pasteurization),
it may be syfficient to gather only the data on the conditions or attributes specific to the operatipn in
question.

Validation data should be reviewed following new scientific or statutory/regulatory informatipn, a
system failufre, or any significant(chdnge to the processes or products. Changes to products or procgsses
include changes in raw material or ingredients, in a process step, in organizational management, or
changes imp)lemented in response to a critical limit, or in the conditions of use by end-consumers, ptc.

5.9 Estahlishing the HACCP plan (7.6 of ISO 22000:2005)

5.9.1 HA(CP-lan (7.6.1 of 1SO 22000:2005)

The HACCP plam isa comtrotted document (See 6.6-2 ). AMONg {tS Many parts are descriptions of how
the control measures associated with CCPs are managed. ISO 22000 specifies the requirements for the
content of the HACCP plan.

5.9.2 Identification of critical control points (7.6.2 of ISO 22000:2005)

A CCP is a step in the process at which control can be applied, essential to prevent or eliminate a food
safety hazard, or reduce it to an acceptable level. Control measures associated with CCP will meet the
following criteria:

— critical limits need to be established that differentiate an acceptable product from a potentially
unacceptable product. Failure to meet critical limits will result in potentially unsafe product;
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— critical limits can be monitored in a timely manner so that action(s) can be taken to ensure foods
will meet acceptable levels of hazards in the end product.

NOTE

measures (see Clause 4).

In practice, control measures associated with CCPs are identified during the categorization of control

5.9.3 Determination of critical limits for critical control points (7.6.3 of ISO 22000:2005)

The critical limits have to be achievable as part of normal process operations and be validated as part of
the validation described in 5.8.
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hazard, and the most stringent limit applied.

System for the monitoring of critical control points (7.6.4 of ISO 22000:2005)

control measures applied at CCPs are typically monitored through-chemical
urements such as pH, time, temperature etc. The results of monitoring should be reco

requency of monitoring is determined by the organization, to enabl@it to detect any lo
n a specified time frame sufficient to control the affected product, Critical limits may b
nuously or intermittently.

Actions when monitoring results exceed critical limits (7.6.5 of ISO 22000:200

pding critical limits means that the products are potentially unsafe. Both corrections an

Establishing the OPRPs (7.5 of ISO 22000:2005)

1 OPRP plan

2000 specifies the requirements-establishing and managing OPRPs. This can be organi
PRP plan [see Note to item a)'Clause 4].

2 Monitoring of OPRPs

et the requiremenitSfor monitoring of OPRPs, the organization should establish approj
S or action criteria.

e limits sheuld correspond to any operational parameters used in validation as desc

hization.

or physical
rded.

ss of control
e monitored

b)

d corrective
12 and 6.3).

zed through

briate action

ribed in 5.8.

Fe limits(cannot be determined due to the nature of the measure, it is the actual application of

shed by the

5.10.

3 Actions when monitoring results exceed action limits or action criteria

When monitoring results exceed action limits or action criteria, corrective actions and, where
appropriate, corrections should be planned and applied (see 6.2 and 6.3).

5.11 Verification planning (7.8 of ISO 22000:2005)

Verification is an assessment carried out during or after the operation. The role of verification is to
demonstrate that the intended level of control has actually been achieved and that the food safety
system is operating as designed (see 6.1).
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plans should identify the following:

effectiveness of the traceability system or communication);

scope of the verification (e.g. control of documents);

review of the results, trend analysis);

the food safety team;3)

purpose (e.g. verifying the functionality of control measures, performance of the food safety control

verification method (e.g. internal audit, external audit, on-site inspection, sampling and testing,

frequency: the frequency of verification should be established based on evaluations of the FSMS by

action t
review
safety i
be impl

unaccey

When resulf
the FSMS th
and the PRP

5.12 Tracgq

Traceability]

b be taken if verification shows unsatisfactory results (e.g. hold, withdrawal/recall, trai
pf monitoring procedures). If verification activities indicate that there is a potential
bsue (hold, withdrawal/recall, training, etc.), corrections and/or corrective actions sk
bmented;

reporting requirements (e.g. where records are kept and who needs to be informed in ca

table verification results).

ning,
food
jould

se of

s of planned verification demonstrate nonconformity, it triggers-review of those elements of

ht were subjected to verification such as the hazard analysishe HACCP plan, the OPRP
s, communication, traceability system, resources, as appropriate.

ability (7.9 of ISO 22000:2005)

is a tool that allows organizations to track theirend products forward, and raw mate

plan

rials,

packaging of ingredients back through the supply chain. Itis considered as a basic for food safety.

0
NOTE 1 G\[idelines on traceability are also provided by ISO 22005:2007.18]

The following terms are associated with a traceability system:

externall traceability: traceability betwéen organizations (one step back, one step forw
providing the ability to identify the immediate previous supplier of goods/units and the imme
next cugtomer;

rard)
diate

NOTE 2| External traceabilityrequirements do not include the final consumer.

interna ment

within 4

traceability: traceability inside the organization, i.e. the ability to follow the move
| single organization;

NOTE 3
ownersh

Transport/or transfer steps are covered by internal traceability of the organization that hgs the

ip of the:goods/units (e.g. products, materials, reagents).

ecall
bst of

mock withdrawal/recall (a programme used to verify the functionality of the withdrawal/y
proceduyreusing the traceability system). The verification may be extended to a mock trace tg
other parts of the traceability system.

The size and nature of a lot/batch for each product manufactured are established by the manufacturing
organization.

The organization should have a system for traceability enabling the identification of product lots or
logistic units, their relation/link to lots/batches of raw materials/products, processing, delivery records,
shipping information and/or invoice.

3) The frequency of the measurement required is a function of the stability of the performance of the control
measures (e.g. process variability). Where validation shows that the control measure is delivering a significantly
more stringent control of the hazard than needed, the frequency of verification regarding the effectiveness of that
control measure may be reduced.
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Traceability records should be retained for a defined period, and readily available for system assessment
to enable the identification and location of potentially unsafe products in the event of a product
withdrawal/recall (see 6.4). Records should be in accordance with the organization’s document control
programme (see 5.4).

Traceability systems are tested through a traceability test/mock withdrawal/recall, and records of
these tests should be retained.

NOTE 4  Traceability is essential for conducting an effective withdrawal/recall (see 6.4).

The organization should establish a format for traceability information and its flow (electronic or paper)
(see a.6.3) Thisinformation may include:

a) identification of organizations involved;
b) identification of products;

c) identification of logistics units (e.g. batches/lots, pallets, containers, bulk)

6 Implementation

6.1 | General (7.6.4, 7.8 and 8.2 of ISO 22000:2005)

The ¢oncepts of validation, monitoring and verification can be confused. In relation to contrpl measures,
thesg¢ three concepts apply as follows:

— YVYalidation (see 5.8 and References [12] and [16]){s defined as: obtaining evidence that the control
measures managed by the HACCP plan and by the OPRPs plan are capable of being effettive.

Validation focuses on the collection and-\évaluation of scientific, technical and olbservational
information, to determine whether a eontrol measure is able to achieve its specified purpose in
lerms of hazard control. Validation-is- performed at the time a control measure combination is
designed, or whenever changes-are made to the implemented control measures. Yalidation is
performed, whenever possible, before the full implementation of (a) control measure(s}.

Monitoring (see 6.2) is defined as: conducting a planned sequence of observations or mgasurements
jo assess whether contrgl measures are operating as intended.

Monitoring of contrel”’measures is the ongoing collection of information about hgw they are
lunctioning. TheCinformation establishes that the measure is functioning as intendedl, i.e. within
¢stablished limits or standards. Monitoring activities are typically focused on| “real-time”
measurements and on the performance of a specific control measure.

erification (see Clause 7) is defined as: confirmation, by the provision of objective evidence, that
§pecified requirements have been fulfilled.

Yerificationis-an-engeingactvitytypicallyconducted-during oratter the-eperations! and is used
to determine whether control measures have been implemented as intended. Verification occurs
during or after operation of a control measure, through a variety of activities.

6.2 Monitoring (7.6.4 of ISO 22000:2005)

Monitoring is the process used to detect and record deviations and to ensure that critical/action limits
are being achieved.

Monitoring should be conducted in real time, thus allowing the detection of any loss of control and the
triggering of corrective actions and corrections, as necessary (see 6.3).

© ISO 2014 - All rights reserved 13


https://standardsiso.com/api/?name=88cd2b183d09be6c8da8b3dedefdfaca

ISO 22004

:2014(E)

6.3 Corrections and corrective actions (7.10.1 and 7.10.2 of ISO 22000:2005)

The organiz

ation should have documented procedures for corrections and corrective actions.

Corrections aim at ensuring that potentially unsafe product remains under control of the organization
and is not released to consumers. Corrections are carried out immediately as soon as a nonconformity
is detected and include:

— identification and location of potentially unsafe products (e.g. batch/lot numbers);

— appropriate handling of potentially unsafe products (see 6.4).

Corrective
preventing
out on a sho

A correctiorf

Appropriatg
ready to be
Corrective 4
bring the pr
redesign of
retraining.

If there are
evaluate the

Corrections
competenci

6.4 Hand

According t

hctions aim at identifying and eliminating/reducing the cause(s) of nonconform
reoccurrence, and bringing the system back under control. Corrective actions aré.¢a
rt-term, as well as long-term basis.

can be carried out in conjunction with a corrective action.

corrections and corrective actions should be developed and planned whenever pos
ised in the event of deviations from OPRPs or at CCPs. They should be documented.

ictions may include language that instructs operators to take:the appropriate actio

equipment, increase the stringency of the control measure,)reinforcement of instruct

[requent reoccurrences of deviations at a CCP or from an OPRP, the organization shou
ir processes and the HACCP plan.

and corrective actions should be approvediby a responsible person(s) with adeq
s and authority and designated by the organization.

ling of potentially unsafe products (7.10.3 and 7.10.4 of ISO 22000:2005)

p SO 22000:2005, nonconforming products shall be identified and controlled to pr¢

potentially @insafe product from enteringithe marketplace.

Nonconfornf
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b) evidenc
with thq

c) results
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ing products may be reléased should any of the following apply:

e other than the monitering system demonstrating the control measures have been effe
y include data from other control devices, systems or evaluations;

e showing thatthe combined effect of control measures for a particular product, co
b intended-result;

of sampling and analysis, and/or other verification activities demonstrating tha
product lot/batch complies with the identified acceptable levels for the food safety h4
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Following evaluation, product deemed to be unsafe may be handled as follows:

— reworked to ensure the food safety hazard is eliminated or reduced to an acceptable level;

— used for other purposes if acceptable (e.g. animal feed, further processed food);

destroyed.

If products are determined to be potentially unsafe after leaving the organization’s control, the
organization needs to identify the suspect product and initiate a withdrawal/recall (see 5.12).

In the event of a situation requiring the withdrawal/recall of potentially unsafe product, a traceability

system (see

14

5.12) and adequate procedures should be in place.
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These procedures may include:

a)

b)
‘)
d)
e)
)

6.5

notification torelevant parties, such as statutory/regulatory authorities, customers, and consumers;

contact details should be updated and maintained;

the sequence of actions to be taken, need to be documented and available;

methods used in handling recovered product, and identifying lots/batches still in stock;

methods used in ensuring that external events such as withdrawals/recalls are docum

ented;

methods used in ensuring that withdrawals/recalls are included in management reviews;

ethods used in determining and documenting the effectiveness of the withd
rocedure.

Communication process (5.6 of ISO 22000:2005)

6.5.1 General

Communication ensures that there is proper transfer of information between stakeholders
effective communication should be developed, documented, implemented and maintained
designated personnel in communication skills is an important aspect of any communicatiol

ISO

22000 requires that systems for both external and internal communication be

docujmented, implemented and maintained as part of the’fSMS.

Communication should include a feedback mechanismi, a review cycle and provisions to
addrpss changes in the organization’s environment;

The

prganization’s communication process should operate both vertically and horizontally

be talilored to the differing needs of its recipients. The communication process should addre

of:

eénsuring effective two-way communication;
¢nhancing trust and credibility;
involving, where appropriate, relevant stakeholders in the process;

ddjusting or modifying the communication programme as needed based on system rev

6.5.1 External ¢éommunication (5.6.1 of ISO 22000:2005)

Exte

controlledat a particular point in the food chain for example:

a)

b)

)

fawal/recall

. Policies for
Training of
W process.

developed,

proactively

and should
5s the issues

iews.

‘nal communication aims to exchange information, in order to ensure that any relevant hazard is

srhaoandlr) v o load b+ ﬂ“d
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need(s) to be controlled at other points, up or down within the food chain;

A\

nsequently

with suppliers, contractors and customers, as the basis for mutual acceptance of the level of food

safety required (by the customer) and;

with statutory/regulatory authorities and other organizations.

External communication is used between the organization and an external organization to agree, by
contract or other means, on the level of food safety required, and on the capability of meeting the agreed
specifications.

Channels of communication with statutory/regulatory authorities and other organizations should be
established. This provides a basis for determining levels of food safety acceptable to the public and for
ensuring the reliability of the organization (see 5.7.2).
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Care should be taken to take full advantage of any statutory/regulatory reporting, or early warning
systems of noted or perceived hazards.

Labelling is, in its broadest sense, a tool for communication with customers/consumers.

6.5.3 Internal communication (5.6.2 of ISO 22000:2005)

The internal communication system of the organization should ensure that sufficient relevant
information and data are available to all personnel involved in the various operations and procedures.
The food safety team leader has a major role in the internal communication of food safety issues within
the organization.

Any membef of the organization observing an activity which may have an impact on food safety'should
know how tp report the issue and to whom.

6.6 Documentation (4.2 of ISO 22000:2005)

6.6.1 Gengpgral

ISO 22000 requires that the FSMS be documented (given in 4.1 of ISO 22000:2005) and thaf the
organization establishes a document control programme (see 5.4).

A document]is a paper or any other media providing information.

ISO 22000 rgfers to a documented procedure or statement.

Documentation should be a value-adding activity to the benéfit of the organization.
Documentation consists of:

— documgnts used to document the FSMS, such.ds policy statements, PRP, HACCP plan, verifichtion
plan, communication plan, and traceability system;

— documdnts describing how to carry outjan activity and/or intended input or outcome, such as
procedures, work instructions and specifications;

— records|providing evidence that-an/activity has been performed or results have been achieved.

6.6.2 Documents used to document the FSMS

The type and extent of system documentation vary from one organization to another. This is due tjo the
size and complexity of thé activity, the skills of personnel, OPRPs and HACCP plans.

All documents relevant for food safety, whether developed externally or in-house, should be a part of
the FSMS.

NOTE Addi#i ided in

Clause 9.

Documents include, but are not limited to, product specifications, HACCP plan, OPRPs and PRPs, and
contracts for any outsourced processes (e.g. pest control, product testing). The documents used by the
organization should be available when and where required and may be in any approved format (e.g.
paper, electronic or picture).

All documents relevant for food safety should be accessible to the involved personnel.
Documentation required by the standard to document the FSMS includes:

a) food safety policy (given in 4.2.1 of ISO 22000:2005);

b) list of measurable food safety related objectives (given in 4.2.1 of ISO 22000:2005);
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c) food safety requirements from statutory/regulatory authorities (given in 5.6.1 of ISO 22000:2005);

d) proceduresand instructions related to the PRP(s) includes monitoring procedures, where applicable
and verification plans (given in 7.2.3 of ISO 22000:2005);

e) competencies of the food safety team (given in 7.3.2 of ISO 22000:2005), e.g. curriculum vitae,
training records or résumé;

f) description of raw materials, ingredients and product-contact materials (given in 7.3.3.1 of
1SO 22000:2005);

g) description of the characteristics of end products (given in 7.3.3.2 of ISO 22000:2005) and intended
se (given in 7.3.4 of ISO 22000:2005);

h) flow diagrams (given in 7.3.5.1 ISO 22000:2005);

i) escription of control measures, process parameters and/or the rigorousnesswith which they are
pplied, or procedures that may influence food safety (given in 7.3.5.2 of {$©'22000:2005);

i) escription of external requirements that may impact the choice and the rigorousness df the control
easures (given in 7.3.5.2 of ISO 22000:2005);

k) OPRPs plan (given in 7.5 of ISO 22000:2005) and HACCP plan (given in 7.6.1 of ISO 22000:2005),
including monitoring system (given in 7.6.4 of ISO 22000:2005) and corrective action (givenin 7.6.5
f1SO 22000:2005);

1) yerification plan (given in 7.8 of ISO 22000:2005);
m) Ttationale and supporting documentation for chosen critical limits (givenin 7.6.3 of ISO 22000:2005).

Othefr documents that may be included (not spegifically required by the standard):

— liist of documents applicable for the FSMS-{given in 4.1 of ISO 22000:2005);
— o¢rganizational charts;

— liist of members of the food safety team (internal and external experts);

— layout of premises and buildings;

— jlob descriptions;

— ¢ontractual agreéments and/or warranty statement from subcontractors;
— liist of external reference documents consulted when establishing PRPs;

— ¢omposition, organization and contact details of the food safety team responsible fof addressing
Tossible emergency situations and potential accidents, should be documented and kept up to date.

6.6.3 Documents describing how to carry out a specified activity and/or intended input or out-
come

6.6.3.1 Documented procedures

Well-written procedures describe the step-by-step sequence of activities that should be followed to
correctly perform a task.

A procedure defines which process, task, work or activity to be carried out, how it should be done, by
whom (the responsibility), and the resources required.

Documented procedures that are required by the International Standard:

a) procedure for the control of documents (given in 4.2.2 of ISO 22000:2005);
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procedure for the control of records (given in 4.2.3 of ISO 22000:2005);

procedure for corrections (given in 7.10.1 of ISO 22000:2005);

procedure for corrective actions (given in 7.10.2 of ISO 22000:2005);

procedure for handling of potential unsafe products (given in 7.10.3 of ISO 22000:2005);
withdrawal/recall procedure (given in 7.10.4 of ISO 22000:2005);

b)

c)

d)

e)

f)

g) aninter

Other proce

[SO 22000:2

— procedy

— procedy
safety t
equipm
with cu

6.6.3.2 In

correctly p¢

Instructions
results of th
process, har

Competenci
of ISO 2200

Examples of
instruct
manufa
instruct

instruct

6.6.3.3 Splecifications

A specificat
product, suf

nal audit procedure (given in 8.4.1 of ISO 22000:2005).
duresthat nrayasststin dut.uulcutiug the Systemrmay trrctadefor cAdlll}J}C (givcu im42.1 of
005):

res for identifying product/batch codes and traceability;

res for internal and external communication, for example: a procedure ensuring the|food
bam is informed of changes (e.g. raw materials, ingredients, services, products, procedures,
ent, cleaning and disinfection products, regulations), and a procedure for communichtion
stomers/consumers in following up on customer and/or consumertegmplaints.
structions describe the step-by-step sequence of activities that should be followed to
erform a task

that are required by the standard are those needed te'the carrying out and follow up on
e monitoring of critical limits based on subjective data (such as visual inspection of product,
dling, etc.).
bs can be ensured through education, trainingor by other appropriate means (given in|7.6.3
:2005).

other instructions that may assist inldocumenting the system:

protocol for saving computer data, where documentation is kept electronically;

ions required to implementand maintain PRPs;
Cturer’s instructions foruse of detergents and sanitizers;

ions for transport;

ions for staffhygiene.
ion<is{a documented technical requirement or characteristics that describe a matgrial,
plier, process or a service. Specifications may include permissible variations and tolerances,

which are required to achieve a defined level of acceptability.

Specifications that assist in documenting the system may include:

process

ISO 220
specific
specific

specific

18

ing aids;

00:2005);
ations for contracted/outsourced services;
ations for methods/conditions of production;

ations for physical parameters (e.g. aw, pH);

specifications describing acceptable levels of relevant hazards for ingredients, including additives,

specifications describing the acceptable levels of hazards for end products (given in 7.4.2.3 of
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— specifications for food contact material (e.g. packaging materials, equipment, tools);
— water quality requirements;

— compressed gas specifications.

6.6.4 Records

A critical activity for any organization is the retention of appropriate records for specified periods and
under controlled conditions.

I‘.l‘ ee l‘l a I\/]

show that the operation has been carried out as intended, that verification is being

example, be
performed,

5 and when

rds may be in the form of: measured data, reports, minutes,cnotes, electronically recorded
mation, certificates, statements, etc.
1

Type| of record(s) needed to demonstrate compliance with the reguirements of the standar

information concerning food safety obtained through.eXternal communication (giveh in 5.6.1 of
1SO 22000:2005);

[

formation of changes that may impact on food,safety (given in 5.6.2 of ISO 22000:2005);

put to, and output of, management reviews{given in 5.8 of ISO 22000:2005);

dgreements or contracts defining the responsibility and authority of external experts of]
issisting the food safety team or working to support the FSMS (given in 6.2.1 of ISO 22

q

raining or other actions to ensufepersonnel competencies (given in 6.2.2 of ISO 2200(

contractors
000:2005);

:2005), (e.g.

fraining plan/request forms for training);

¢hanges to PRPs (given in'7.2.3 of ISO 22000:2005);

flow diagrams (giveniin 7.3.5.1 of ISO 22000:2005);

food safety hazards that have been identified as reasonably expected to occur (given|in 7.4.2.1 of

1SO 22000:2095);
]ililstification for, and the result of the determination, regarding the acceptable level of 3
azardtin‘the end product (given in 7.4.2.3 of ISO 22000:2005);

the-methodology used to assess which of the hazards need to be controlled, and the r
foodsafetytrazardassessmrenttgivenrin 74-3-of 156226062065

food safety

bsults of the

Y
22000200577

the methodology parameters used and results for the categorization of control measures (given in
7.4.4 of ISO 22000:2005);

monitoring records for OPRPs and CCPs (given in 7.5 and 7.6.1 of ISO 22000:2005);
results of verification (given in 7.8 of ISO 22000:2005);

traceability records (given in 7.9 of ISO 22000:2005) (e.g. production sheet, delivery code, packing
record, batch code, invoice);

results of evaluation of potentially unsafe products and of corrections (given in 7.10.1 of
1SO 22000:2005);
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— corrective actions taken (given in 7.10.2 of ISO 22000:2005);

— the cause, extent and result of a withdrawal/recall (given in 7.10.4 of ISO 22000:2005);

— results of verification regarding the effectiveness of the withdrawal/recall programme (given in
7.10.4 of ISO 22000:2005);

— results of calibration and verification of measuring equipment (given in 8.3 of ISO 22000:2005);

— results ofassessmentregarding nonconforming measuring equipment, including actions on affected
product (given in 8.3 of ISO 22000:2005);

— system
Other recor
a) implem

b) commu

c) results
d) results
certificd
e) records
7 Verifig
7.1 Gene

Verification

The objectiy
intended. T}
out by using

Verification

— asimplg
records
— conduct]
within
cleaning

— evaluat

[[pdating activities (given in 8.5.2 of ISO 2Z000:2005].
s that may assist in documenting the system:
bntation schedule of planned activities;

hication plan;

bf validation, and the method used (see Clause 5);

bf verification for outsourced or subcontracted activities (e.g. validation studies, audit
ition activities and/or subcontracted activities);

of each withdrawal/recall event (including cause, extent and success of withdrawal/re

ation

ral (7.8 and 8.4 of ISO 22000:2005)
activities should be planned prior to implementation of the process (see 5.11).

re of verification is to confirm that planned activities are implemented and operatij
le entire food safety managementSystem should be subjected to verification. This is ca
various methods and technigues depending on the activity subjected to verification.

5 and

call).

g as
rried

is carried out at different Jevels and through different activities. It may include, for example:

review and evaluation of the records and documents, such as reviewing CCP and/or
(trend analysis,aumber of deviations, corrective actions, etc.);

ing measurenients and evaluation activities to ensure that a PRP or a process has ope
lefined parameters, such as collecting environmental microbial swabs to ensure thg
r and disinfection programme is compliant with internal specifications;

ng.whether other components of the FSMS has operated as planned, such as determin

DPRP

rated
t the

ing if

tton of

t ini BEA-GIEIRIRS Birads +l 323 Fad T o asa qaa b o 3o o] oy baohorzioyion alil ot
I‘all‘llng ProgTanics protuattTC CAPCCTCUTIITPT O VCIITCTICS 1T CTHPTOy CCOCIIav IotT 5, CarroT att

measurement equipment essential for food safety.

— carrying out internal and external audits;

— conducting on-site inspections;

— ensuring that all indicators, such as analytical results, conclusions of internal and external audits,
and customer complaints are evaluated to assess whether the system is operating as designed or
whether there is a need to implement change;

— demonstrating the accomplishment of a particular step by evaluating verification results and audit
reports, etc.;

20
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— carrying out end product testing to verify the performance of the system or part thereof (see
Reference [15]).

The main sources that provide the information to confirm the fulfilment of requirements are:

a)

i

nstructions are being met;

the internal audit: this will provide information to confirm that requirements in procedures or

b) the results of sampling and analysis: these can provide confirmation that the PRPs and the
combination of control measures applied up to the point of sampling were performing as intended.

Verification activities should be performed by personnel with the required competences. Initial

verif]
activi

7.2
ISO

The
Comj
with

The
the

supp

Exan
delivi
ofad

NOTH

7.3

Verif]
base
class

Ongd
mon

1
1

1

niﬁlaterials including consideration of hazard occurrence ahd the level of confidence in th
i

ication should be performed after the first production run. Whenever resources permit
ities should be conducted by individuals not directly involved in the activities.

Verification of specifications for incoming materials and contracted servi
22000:2005)

organization should establish specifications for incoming materials and contract
pliance with these specifications should also be subject to verification, especially wherg
specific hazard levels in ingredients or raw materials are essential towards ensuring

ethodology applied and the frequency of verification depends on the hazard analysis c

er.

iples of methods include: a supplier may be redquired to send results of analysis
ered; a food business operator can also do its owh testing; another way to verify the {
upplier/contractor is to do a supplier/contractor audit by either second-party or third

ISO/TS 22002-1:20009, Clause 9, specifies details relating to the management of purchas¢

System verification (8.4 of IS0:22000:2005)

ication of the FSMS should demonstrate that it is functioning as designed, and is be
l upon currently available ihformation. Verification occurs in two stages that maj
ified as, ongoing, and périodic.

ing activities use methods, procedures or tests separate from, and in addition to, t
toring of the system. Verification reports should include information about:

he effectiveness of the FSMS;
he persens administering and updating it;

he‘records associated with monitoring activities;

verification

res (7.8 of

bd services.
compliance
food safety.

pnducted on
e individual

bf materials
erformance

party.

d materials.

ing updated
iy be loosely

10se used in

the calibration of monitoring equipment;

the results of records reviewed and any samples analysed.

Training records of the personnel should be reviewed and the results should be documented.

When conducting internal audits (given in 8.4.1 of ISO 22000:2005), sound audit principles should
be observed. Auditors performing the audit should be competent and those competencies should be
documented. They should be independent of the work or processes being audited, although they may be
from the same work area or department.

In a small business with only one or two people in the management structure, this requirement might
not be achievable. In such cases, when carrying out the duties of an auditor, the manager needs to step
back from direct involvement in the business operations and to be very objective about the audit. An
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alternative approach would be to seek the cooperation of another small business and each one provides
the internal audit for the other.

This could prove attractive if there are good relations between the two businesses. Alternatively,
external parties might be able to provide independent auditors.

The periodic verification activities (e.g. at least, every 12 months) involve the overall assessment of the
system. This is usually performed during a management review meeting, and all the above evidence
over a period of time is reviewed to ascertain if the system is functioning as planned and if updating or
improvement is necessary. Notes of the meeting should be kept and should include any decisions made
regarding the system.

8 Improyvement

8.1 Mandgement review (5.8 of ISO 22000:2005)

The objectiye of management review is to assess whether the FSMS has been operating in an effeictive
manner, and if the objectives of the food safety policy have been met.

The results pf FSMS verification (see Clause 7) have to be reported to the top.management (see 8.4.3 of
ISO 22000:4005). Using this information, top management provides direction on how to improvg the
FSMS, and determines if the food safety policy and food safety objectives need revision.

8.2 Imprpvement and updating (8.5 of ISO 22000:2005)

8.2.1 Gengral

ISO 22000 npandates that organizations seek to continually improve the FSMS.
Improvemel]:t and updating can be applied to:

— the orgdnization’s ability to deliver safepreducts on a continuous basis;

— processes and their interfaces;

— managegment commitment to imiplement a food safety culture within the organization;
— personiel commitment to apply the food safety culture;

— infrastrjucture, work envitonment and technology;

— relationfs with relevant interested parties.

For an organizatien.to make informed judgments on the basis of data analyses and the implementation
of lessons ldarned, personnel need to be trained to not only review and analyse data/informatior, but
also to develop-adequate plans for improvement.

8.2.2 Continual improvement (8.5.1 of ISO 22000:2005)

Improvement activities for the FSMS can range from small-step continual improvements at a work
place to significant improvements of the entire organization. Continual improvement is one of the main
outcomes of the organization’s management review.

The organization should define objectives for the improvement of processes, organizational structures,
and its management system, through the analysis of data in order to become better at delivering the
intended outcome.
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The organization should ensure that continual improvement becomes established as part of the
organization’s food safety culture. This can be achieved for example by:

— providing opportunities for personnel in the organization to participate in improvement activities,

— providing the necessary resources;

— establishing recognition and reward systems for improvement;

— ensuring continual improvement regarding the effectiveness and efficiency of the improvement
process itself.

The

8.2.3

The {
man
of th

Upds

rganization may encourage updating and improvement through learning (see Annex B).

Updating the FSMS (7.7. and 8.5.2 of ISO 22000:2005)

ood safety team plays a key role in the updating of the FSMS; the food safety team le:
hgement have the primarily responsibility for it. However, involvement by [personnel fr
e organization is essential for improving and updating the FSMS.

tes may be initiated based on several sources of information, such.as:

]

9 1
4.1

The
resp

How
guid
or or]

internal and external communication (given in 5.6 of ISO 22@00:2005);

esults of measurement of efficiency and = effectiveness of t
or example: trend analysis, number of nonconformijties; customers complains, obsery
aily operations.

nalysis of results of verification activities;

or example: audit (internal/external), specified needs for updating such as HACCP plan
RPs.

anagement review;

‘or example: needs for resources, changes to food safety policy and related objectives.

Jse of consultancy and externally developed generic guidelines (Clau
pf ISO 22000:2005)

planning, implementation, maintenance and improvement of the FSMS are site sped
bnsibility of the'organization.

bver, the‘organizations may seek assistance externally. This assistance can be referred f
blines-0r. models established externally. The assistance can also be provided by externa
ganizations acting as consultants.

ider and top
bm all levels

he FSMS;
ations from

, OPRP plan,

se 1 and

ific and the

rom generic
individuals

Generic guidelines on PRPs can be implemented to the extent that they are suitable and appropriate to
the organization in accordance with 7.2 of ISO 22000:2005.

Generic guidelines on other parts of the FSMS can be implemented on specific conditions provided they

are:

— suitable and appropriate to the organization, its processes and products;

— adjusted to be site specific;

— i

n accordance with the requirements of ISO 22000:2005.

NOTE The term “generic” means applicable to more than one site.
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Annex A
(informative)

Correspondence between this International Standard (ISO 22004)

and related documents

Table A.1[— Correspondence between ISO 22000:2005 and (sub)clauses of this Internatiohal
Standard (ISO 22004) (1 of 4)
150 22000:2005 (this Inteljlfgtizozl(l):;}Standard)
Introduction 0 Introduction
Scope 1 Scope
Normative eferences 2 Normative references
Terms and definitions 3 Terms and.définitions
4 General
Food safety[management system
General reqyirements 4.1 9 Use.of consultancy and externally devel-
oped generic guidelines
Documentatjon requirements 4.2 6.6 Documentation
General 4.2.1 6651 General
6.6.2 Documents used to document the FSMS
6.6.3 Documents describing how to carry outja
specified activity and/or intended inpuf or
outcome
6.6 Records
Control of ddcuments 4.2.2 54 Control of documents including records
Control of refcords 4.2.3 5.4 Control of documents including records
5 Planning
Management responsibility 5 5 Management responsibility
Management commitient 5.1 511 Management commitment
Food safety policy: 5.2 5.1.2 Food safety policy
Food safety immanmagement System pianning 53 5 Pranming
Responsibility and authority 5.4 511 Management commitment
6.5.2 Internal communication
Food safety team leader 5.5 5.1.3 Food safety team leader
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(to be continued)
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Table A.1 — Correspondence between ISO 22000:2005 and (sub)clauses of this International
Standard (ISO 22004) (2 of 4)

150 22000:2005 (this lnterllfz(a)tizjl(l):;}Standard)
Management responsibility (end) 5 5 Management responsibility
Communication 5.6 6.5 Communication process
External communication 5.6.1 6.5.2 External communication
Internal communication 5.6.2 6.5.1 Internal communication
Emergencypreparednessandresponse 57 53 Emergency nrenaredness
Manggement review 5.8 8.1 Management review
Gengral 5.8.1 51.2 Food safety policy
Review input 5.8.2 8.1 Management review
Review output 5.8.3 8.1 Management review
6 Implementation
Resqurce management 6 5.2 Resourcéumanagement
Provijision of resources 6.1 2.1 Proyision of resource
Humfan resources 6.2 5.21 Rroyvision of resource
5.2.2 Training
Gengral 6.2.1 (no specific guidance is provided)
Competence, awareness and training 6.2.2 522 Training
Infrgstructure 6.3 5.2.1 Provision of resource
Work environment 64 521 Provision of resource
Planning and realization of safe products 7 5 Planning
6 Implementation
7 Verification
Gengral 7.1 4 General
Prerequisite programmes (PRPs) 7.2 4 General
5.5 PRPs
Preliminary steps to edable hazard analysis 7.3 5.6 Preliminary steps to enable hazard analysis
Gengral 7.3.1 5.6 Preliminary steps to enable hazard analysis
Food safety team 7.3.2 5.6 Preliminary steps to enable hazard analysis
Product charaeteristics 7.3.3 5.6 Preliminary steps to enable hazard analysis
Intendeduse 7.3.4 5.6 Preliminary steps to enable hazard analysis
Flow-diagrams;processstepsand-—controt 735 56 Prelimitrary-steps-toenable-hazard analysis
measures
Hazard analysis 7.4 5.7 Hazard analysis

(to be continued)
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